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I. INTRODUCTION

Complaint Counsel moves for Summar Decision, pursuant to Commssion Rule of

Practice 3.24, against Respondents Gemtronics, Inc. ("Gemtronics"), and Wiliam H. Isely

("Isely"), individually and as the owner of Gemtronics. The Federal Trade Commssion ("FTC")

issued its Complaint in this matter on September 18, 2008, alleging that Respondents violated

Sections 5(a) and 12 of the Federal Trade Commssion Act ("FTC Act") by makng false and

unsubstantiated claims that the product, RAAXl1, a food or drg within the meaning of Sections

12 and 15 of the FTC Act, is effective in preventing, treating, or curing varous types of cancer

and that these claims are proven by reliable scientific evidence.

The uncontroverted evidence presented herein reveals that Respondents made false and

unsubstantiated cancer claims in Internet advertisements that deceived consumers nationwide

about the about the benefits of RAAXl1. The evidence presented also clearly demonstrates that

scientific evidence does not support any cancer-related claims for RAAX11 and that



Respondents did not possess adequate substantiation for their claims.

Summar decision is appropriate in this case because the evidence demonstrates that

Respondents made the alleged claims, in violation of Section 5(a) and 12 of the FTC Act. There

is no genuine issue of material fact as to whether Respondents made the representations

challenged in the Commssion's Complaint, or as to whether such representations are false and

unsubstantiated.

Complaint Counsel seeks a proposed order that, among other things, 1) enjoins

Respondents from makng or assisting others in makng false, misleading, or unsupported claims in

connection with the marketing of RAAX11 and other health-related products, and 2) requires

Respondents to notify their customers who purchased RAAX11 that scientific studies do not

demonstrate that RAAX11, or its ingredients, are effective in the treatment of cancer.

II. STATEMENT OF FACTS1

A. Respondents' Business

Staring in at least 2004, Respondent Isely was operating a business from his residence

that advertised and sold dietar supplements to consumers nationwide through mail order,

telephone, and the Internet. (CCSF l)l) 3, 4.) He ran this business as a sole proprietor under the

assumed name Gemtronics. (CCSF l) 3.) In September 2006, Isely incorporated Gemtronics, Inc.,

a North Carolina corporation, whose principal place of business is located in Franklin, North

Carolina, at Isely's residence. (CCSF l)l) 1,4.) Respondent Isely is the owner, registered agent,

and general manager of Gemtronics (CCSF l) 5.) After incorporating Gemtronics, Isely

Pursuant to Rule of Practice § 3.24(a), Complaint Counsel has submitted the
accompanying Statement of Material Facts As To Which There Is No Genuine Issue ("CCSF")
as a separate document.
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continued his business advertising and sellng dietar supplements through this corporate entity.

(CCSF l)18.)

Since 2004, Respondent Isely and, since 2006, Respondent Gemtronics have advertised

and sold the dietar supplement RAAX11 to consumers nationwide through mail order,

telephone, and Internet websites, including, inter alia, the website www.agaricus.net. (CCSF

l)19.) Since at least 2006, Respondent Isely's name, address and telephone number have been

listed in the Internet domain registration for the domain "agarcus.net" as the domain's registrar

and its administrative and technical contact. (CCSF l) 20.) From 2004 through 2008,

Respondents sold approximately 1150 bottles of RAAX11 at a cost of approximately $120 per

bottle. (CCSF l)21.) Respondents charged shipping and handling fees of $15.00. (CCSF l) 22)

B. Respondents' Deceptive Advertising Claims for RAAXll

Through the website advertising claims, listed below, found on www.agarcus.net.as

well as other claims found elsewhere in the website, Respondents have made both express and

implied representations that RAAX11 is effective and/or is scientifically proven to be effective

in preventing, treating or curing varous types of cancer.

1. Claims that RAAXll is scientifically proven effective as a treatment
or cure of various types of cancer, including but not limited to
leukemia, and cancers of the breast, brain, lung, bowel, larynx, and
pancreas

Two webpages found on www.agarcus.net contain similar representations that RAAXll

has been proven effective as a treatment or cure of "human cancers," including, but not limited

to leukemia, and cancers of the breast, brain, lung, bowel, larx, and pancreas:

Has a cancer killer been discovered?
RAAXll Extract. . .
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Brazilan scientists have discovered a tropical plant substance that
holds great promise in the fight against various types of cancer. ...

Scientists report that during laboratory tests the substance destroyed
cancer cells that had been resistant to treatment up to now. This is a rare
occurrence. This substance is so promising it is being kept under wraps at
present.
(CCSFl) 9.)

Even very resistant Leukemia cells die off

The successful lab tests were cared out on cells from breast- brain- lung-
bowel-larx- and pancreas tumors. "What has been most surprising to

us, is the fact that besides these cancer cells, leukemia cells that are
normally resistant to a lot of medicines and methods of treatment, were
also killed" reported the scientists. It was initially questioned whether the
substance, obtained from the Chrysobalanus Icaco plant was suited for the
treatment of human cancers, but the results showed that it worked with
90% of the patients.
(CCSFl)7.)

In addition to the representation regarding breast cancer, above, another webpage on the

website contains the claim that RAAX11 has been scientifically proven effective in treating or

curing breast cancer:

Breast Cancer Patients in remission (2006) 621 out of 749 People
in remission takng the RAAX11 protocol

* * *

RAAXll Offers New Hope for an
Alternative Breast Cancer Treatment

In a recent study, 91 women who were suffering from breast
cancer at stage II or IV took par in our RAAX11 protocol. By
April 2004, 41 women had totally recovered, 23 women were in
remission, 27 were stable, and only 9 had not survived, a survival
rate of 91.27%.

(CCFS l) 9.)

A fourth webpage on www.agarcus.net contains a representation that RAAXl1 is

effective in treating leukemia:
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B-Cell Chronic Lymphocytic Leukemia
Patient, m, 54, in remission takng the RAAX11 protocol.
(CCSF l) 9.)

2. Claim that RAAXll is scientifcally proven effective in preventing
cancer, including but not limited, to uterine cancer

Beneath the webpage representations, noted above in Section II.B.l., that "scientists have

discovered a tropical plant substance" found to be effective in "during laboratory tests," the

claim is made in that "ABM" (agaricus blazei murill mushrooms), one of the two ingredients in

RAAXl1, has been proven effective in the prevention of cancer, paricularly uterine cancer:

Anti cancer effect: ABM contains natural steroids, known for it's anti cancer
effect. ... It is paricularly effective in prevention of uteran cancer.

(CCSF l) 9.)

III. NO SCIENTIFIC EVIDENCE SUPPORTS THE RAAXll CANCER CLAIMS

In support of its Motion for Summar Decision, Complaint Counsel submits the Expert

Report of Dr. Omer Kucuk, an expert in the fields of cancer research and treatment, and in the

use of botanical compounds on cancer patients. (CCSF l) 23.) Dr. Kucuk is Board Certified in

Medical Oncology with the American Board of Internal Medicine. (CCSF l) 24.) Dr. Kucuk has

been a practicing in the field of medical oncology for over 27 years. (CCSF l) 24.) His areas of

expertise include cancer prevention, nutrition and cancer, chemoprevention, chemotherapy,

medical oncology and clinical trials. (CCSF l) 24.) Dr. Kucuk conducts clinical research treating

cancers of the prostate, bladder, kidney and testis. (CCSF l) 25.) He has authored or co-authored

approximately 125 aricles published in peer-reviewed scientific journals and more than 20

published book chapters and reviews. (CCSF l) 26.)

In his report, Dr. Kucuk states that cancer is not a single disease but many different

diseases, and there is no known treatment that is generally accepted as effective for all forms of
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cancer. (CCSFl 27.) According to Dr. Kucuk, to support cancer treatment claims for a product,

qualified experts in the field of oncology would require such claims to be supported by well-

conducted, placebo-controlled, randomized, double-blind, clinical trials demonstrating the

product's efficacy for the specific type(s) of cancer for which the claims are made. (CCSFl 28.)

Dr. Kucuk's report details his review of the RAAX11 product label, the documents

submitted by Respondents as substantiation for the RAXX11 product claims, and his own

independent search of the existing scientific literature. (CCSFl 29.) After completing his

review, Dr. Kucuk's expert opinion is that the existing body of scientific literature does not

provide competent and reliable evidence that RAAX11, or either of its ingredients

Chrysobalanus icaco ("icaco") and Agaricus blazei murill ("agaricus"), alone or in

combination, has been scientifically proven to, or effectively can prevent, treat or cure any form

of cancer. (CCSF l) 30.)

A. No Scientifc Evidence on RAAXll or Its Inl!redients on Cancer Patients

According to his expert report, Dr. Kucuk found no published scientific literature

evaluating either RAAX11 or evaluating the combination of icaco and agaricus as a cancer

treatment. (CCSF l) 31.) Specifically, Dr. Kucuk reported finding no published scientific

literature evaluating the efficacy of RAAX11 or any clinical trial data with RAAX11. (CCSF l)

32.) Further, Dr. Kucuk's search of the published scientific literature revealed no aricles about

the efficacy of takng the combination of icaco and agaricus as a cancer treatment, or even

looking at potential mechanisms of anticancer activity. (CCSF l) 33.) In examning the

ingredients in RAAX11separately, Dr. Kucuk found no published studies that evaluate icaco

extract as a cancer treatment nor did he find a single human or animal study of icaco. (CCSF l)

34.) While Dr. Kucuk's report states that he found eight publications reporting the results of
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clinical or human studies using agaricus, he found no reports of properly conducted clinical

trials regarding the efficacy of agaricus extract in patients with cancer. (CCSF l) 35.)

Further, specifically evaluating the scientific literature in light of the allegations

contained in the Commssion's Complaint, Dr. Kucuk concluded that there is no scientific

support for the claims that: (1) reliable scientific evidence demonstrates that RAAX11 is

effective in the prevention, treatment, and cure of cancer (Complaint l) 6); (2) RAAX11 is

effective in the treatment and cure of varous types of cancer, including, but not limited to

leukemia and cancers of the breast, brain, lung, larx, pancreas, and bowel (Complaint l) 8.A.);

and (3) RAAXl1 is effective in the prevention of cancer, including, but not limited to uterine

cancer (Complaint l) 8.B.). (CCSF l) 36.)

B. Respondents Provided No Competent and Reliable Evidence to Support the

Claims for RAAXll

Respondents submitted three aricles downloaded from the Memorial Sloan Kettering

database regarding agarcus which were analyzed by Dr. Kucuk in his report. After reviewing

the materials, it is Dr. Kucuk's conclusion that the materials do not provide any data from

randomized, placebo-controlled clinical trials with cancer patients and therefore, they do not

provide any additional relevant clinical data to substantiate or otherwise support the cancer

claims challenged in the Commssion's Complaint for RAAXll. (CCSF l) 50.)

iv. RESPONDENTS HAVE VIOLA TED SECTION 5 AND 12 OF THE FTC ACT

A. Respondents' Advertisinl! Claims are Faciallv Clear and Material

An advertisement is deceptive if it contains a representation or omission of fact that is

likely to mislead consumers acting reasonably under the circumstances, and that representation

or omission is material to consumers' purchasing decisions. FTC Policy Statement on
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Deception, 103 F.T.C. 174, 175 (1984) (Deception Statement); see, e.g., Telebrands Corp., 140

F.T.C. 279, 290 (2005); Novartis Corp., 127 F.T.C. 580,679 (1999), aff'd, 223 F.3d 783 (D.C.

Cir. 2000); Stouffer Foods Corp., 118 F.T.C. 746, 798 (1994); Kraft, Inc., 114 F.T.c. 40, 120

(1991), aff'd, 970 F.2d 311 (7th Cir. 1992), cert. denied, 507 U.S. 909 (1993). Advertising

claims are also presumed to be material if they are express or if they pertain to the purpose,

safety, or efficacy of the product. Deception Statement, 103 .FT.c. at 182, see, e.g., Telebrands

Corp., 140 F.T.C. 379, 450 (Initial Decision 2004).

The prima facia evidence of what representations an advertisement conveys to

reasonable consumers is the advertisement itself. Deception Statement, 103 F.T.C. at 176; see,

e.g., Telebrands Corp., 140 F.T.C. at 290; Novartis, 127 F.T.C. at 680; Stouffer, 118 F.T.C. at

798; Kraft, 114 F.T.C. at 121. When the language of an advertisement is clear enough to permt

the Commssion to conclude with confidence that the ad can reasonably be read to contain a

paricular claim, a facial analysis, alone, wil permt the Commssion to conclude that the ad

contains the claim. Stouffer Foods Corp., 188 F.T.C. 746, 798, citing Kraft, supra, at 121 and

Thompson Medical Co., 104 F.T.C. 648, at 789 (1984), aff'd, 791 F.2d 189 (D.C. Cir. 1986),

cert. denied, 479 U.S. 1086 (1987). Thus, where the language in the challenged advertisement is

clear, the Commssion may rely on the ad itself and need not resort to extrinsic evidence to

determne if the claim is conveyed to reasonable consumers. Novartis, 127 F.T.C. at 680; see

Stouffer, 118 F.T.C. at 798; Deception Statement, 103 F.T.C. at 176.

Applying this standard, claims made in Respondent's advertisements highlighted are clear

on their face. Therefore, there is no requirement for extrinsic evidence to determne if these

claims are conveyed to reasonable consumers. In fact, Respondents have not contested that the
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claims were made. (Answer l) 5.) Respondents' advertising claims are also material, not only

because they are express, but also because they relate to the purpose, safety, and/or efficacy of

RAAX11, a product advertised specifically as a cancer prevention, treatment and cure. See, e.g.,

Deception Statement, 103 F.T.c. at 182.

B. Respondents' Claims are False and Unsubstantiated

The Commssion has consistently held that objective claims made without a reasonable

basis constitute a deceptive practice in violation of Section 5. FTC Policy Statement Regarding

Advertising Substantiation, 104 F.T.C. 839 (1984) (Substantiation Statement); see, e.g.,

Automotive Breakthrough Sciences, Inc., 126 F.T.c. 229,293 & 293 n.20 (1998); Jay Norris,

Inc., 91 F.T.C. 751, 854 (1978), aff'd as modifed, 598 F.2d 1244 (2d Cir. 1979), cert. denied,

444 U.S. 980 (1979). What constitutes a reasonable basis is an objective standard: advertisers

must possess at least the level of substantiation expressly or impliedly claimed in the

advertisement. See Honeywell, Inc., 126 F.T.C. 202 (1998); FTC v. Natural Solution, Inc., No.

CV 06-6112-JF, 2007 US. Dist. LEXIS 60783, at *10 (C.D. Cal. Aug. 7, 2007) (citing FTC v.

U.S. Sales Corp., 785 F. Supp. 737, 748 (N.D. ilL. 1992).

For health and safety claims, advertisers must possess competent and reliable scientific

evidence substantiating their claims in order to have a reasonable basis for such claims. See

FTC v. National Urological Group, Inc., No. 1:04-CV-3294-CAP, 2008 U.S. Dist. LEXIS

44145, at *77 (N.D. Ga. June 4,2008) (granting FTC's summar judgment motion, court finds

safety and efficacy claims for dietar supplements must be substantiated by competent and

reliable scientific evidence); Natural Solution, 2007 US. Dist. LEXIS 60783, at * 11-13

(granting FTC's summar judgment motion, court requires competent and reliable scientific

evidence for cancer prevention and treatment claims for product); FTC v. QT, Inc., 448 F. Supp.
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2d 908,961 (N.D. IlL. 2006) aff'd, 512 F.3d 858 (competent and reliable scientific standard

applied for evidence that bracelet relieves pain). Competent and reliable scientific evidence is

typically defined as tests, analyses, research, studies, or other evidence based on the expertise of

professionals in the relevant area, that has been conducted and evaluated in an objective manner

by persons qualified to do so, using procedures generally accepted in the profession to yield

accurate and reliable results. See, e.g., Brake Guard Products, Inc., 125 F.T.C. 138 (1998); ABS

Tech Sciences, Inc., 126 F.T.C. 229 (1998).

To provide adequate substantiation to support the truthfulness of health-related efficacy

claims, courts have consistently required double-blind, placebo-controlled studies. See, e.g.,

FTC v. SlimAmerica, Inc., 77 F. Supp. 2d 1263, 1274 (S.D. Fla. 1999) (double-blind study of the

combination of product's ingredients required to support product claims); FTC v. Sabal, 32 F.

Supp. 2d 1004, 1008-09 (N.D. ilL. 1998) (study found not valid as substantiation, in par, because

neither blinded nor placebo controlled); FTC v. QT, Inc., 448 F. Supp. 2d at 962 (medical claims

for bracelet required a well-conducted, placebo-controlled, randomized, double-blind study).

The product at issue in this case, RAAXll, is dietar supplement that is advertised and

sold as a cancer treatment, prevention and cure. Respondents' advertising representations relate

to health and safety and, thus, require substantiation consisting of competent and reliable

scientific evidence. As noted above, Complaint Counsel's expert, Dr. Kucuk concludes that to

support cancer treatment claims for a product, qualified experts in the field of oncology require

randomized, well-controlled, and double-blinded clinical trials demonstrating a product's

efficacy for the specific type(s) of cancer for which the claims are made. After examning the

substantiation submitted by Respondents, as well as examning the current state of peer-reviewed

scientific literature regarding RAAX11 and its ingredients, it is Dr. Kucuk's expert opinion that
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there is no competent and reliable scientific evidence that RAAX11 effectively can, or is

scientifically proven to, prevent, treat, and cure cancer. Therefore, Respondents lacked a

reasonable basis for their advertising claims for RAAX11, and accordingly, have violated

Sections 5 and 12 of the FTC Act.

V. RESPONDENTS ARE LIABLE FOR FTC ACT VIOLATIONS

A. Liabiltv of Respondent Gemtronics

The corporate Respondent Gemtronics, by and through its owner, Wiliam Isely, violated

Sections 5 and 12 of the FTC Act. Gemtronics fulfilled orders for RA11 made on the website

www.agarcus.net.(CCSFl)l)12-17.)OnJanuar3.2008.andagainonJanuar28.2008.an

FTC Investigator purchased RAAX11 from the website www.agaricus.net. (CCSF l)l) 12-17.) A

confirmation webpage from the purchase stated: "Your Credit Card is charged using a SSL

secured server. On your statement wil appear "GEMTRONICS SECURE PAYMNTS."

(CCSF l) 15.) The two packages of RAAX11 received by the FTC were sent by Gemtronics and

included Gemtronics invoices indicating that payment had been made to the company, one of

which stated that Gemtronics was responsible for retail sales. (CCSF l)l) 14-17.) The promotional

literature in one package included a Gemtronics brochure stating "for more information. . . go to

the website www.agarcus.net and click on USA sales" and providing telephone and email

contact information for Gemtronics. (CCSF l) 17.)

B. Individual Liabilty of Respondent Isely

The Commssion and the courts examne, separately or in combination, a number of

factors when determning individual liabilty: the unlawful practices involved; the respondent's

involvement with the practices; the type of corporate entity; the respondent's ownership interest;

the corporate office (if any) held; and the influence he exercised over corporate affairs.
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Telebrands Corp., 140 F.T.C. at 450; National Housewares, 90 F. T. C. 512, 598 (1977).

Gemtronics is a closely-held corporation and Respondent Isely is its owner and manager.

(CCSF l) 5.) Both the courts and the Commssion have held that it is appropriate to hold the

owner of a closely-held corporation individually liable because his inclusion in the order would

be necessar to make the order fully effective in preventing future violations of the law. See,

e.g., FTC v. Standard Education Society, 302 US. 112, 119-20 (1937) (managers and sole

stockholders held liable); Fred Meyer, Inc. v. FTC, 359 F.2d 351,367-68 (9th Cir.), cert. denied,

308 US. 908 (1967) n.60.

Respondent Isely clearly is liable in this case because he was actively involved in and

controlled every facet of Gemtronics' business. Respondent Isely ran Gemtronics business from

his home and controlled the company's bank account. (CCSF l)l) 3,6,38.) Further, Respondent

Isely individually paricipated in the acts and practices at issue in this matter. Isely

acknowledged personally fulfiling the two orders for RAAX11 that were placed on the

www.agarcus.net website by the FTC. (CCSF l) 39.) In addition, Isely was personally identified

on the Gemtronics packages, invoices, and in the promotional literature received by the FTC and

Isely admtted that these were his materials. (CCSF l) 40.)

Respondent Isely also played an integral par in the website www.agarcus.net.As

discussed, supra, the "agarcus.net" domain was registered in Isely's name. (CCSF l) 20.)

Respondent Isely admtted that he received notices in the mail for the renewal of the domains that

were registered in his name and he produced a renewal notice for "agarcus.net" that had been

mailed to him. (CCSF l) 41.) In addition, Isely was prominently featured throughout the website
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and his name and telephone number were included on a number of webpages on

www.agaricus.net as a contact for consumer to purchase RAAX11, to obtain product

information, and to paricipate in an "ongoing study in the USA" of RAA11. (CCFS n 7-11.)

In fact, Respondent Isely admitted that when consumers purchase products on the website

www.agarcus,net using a credit card, that Isely receives the payment. (CCSF l) 42.)

The courts and the Commssion have held that, when liability is based on personal

paricipation in the unlawful acts, nothing more need be shown. See, e.g., Removatron Intl

Corp., 111 F.T.C. 206,290 (1988), aff'd, 884 F.2d 1489 (1st Cir. 1989); FTC v. NCH, 1995-2

Trade Cas. (CCH) l)71,114, at 75,351 (D. Nev. Sept. 6,1995).

As shown above, Respondent Isely should be held individually liable because of the type

of corporate entity Gemtronics is and because of Respondent Isely's ownership interest in the

company. In addition, Respondent Isely had authority to and did control the acts and practices of

Respondent Gemtronics. Moreover, he directly paricipated in the acts and practices at issue in

this case. Finally, finding Respondent Isely individually liable is necessar in order to ensure

fully effective relief for the deceptive practices alleged in the Commssion's Complaint.

Accordingly, given Respondent Isely's creation of and control over the practices of the

corporate Respondent Gemtronics, and based upon his personal paricipation in the website and

sales emanating from it, Respondent Isely should be held individually liable for violations of

Sections 5 and 12 of the FTC Act.

VI. SUMRY DECISION STANDARD

Commssion Rule of Practice 3.24(a)(2) provides that summar decision "shall be

-13-



rendered. . . if the pleadings and any depositions, answers to interrogatories, admissions on file,

and affidavits show that there is no genuine issue as to any material fact and that the moving

pary is entitled to such decision as a matter of law." Rule 3.24(a)(3) provides that once a

motion for summar decision is made and adequately supported, "a pary opposing the motion

may not rest upon the mere allegations or denials of his pleading; his response, by affidavits or

as otherwise provided in this rule, must set forth specific facts showing that there is a genuine

issue of fact for triaL" See also Celotex Corp. v. Catrett, 477 U.S. 317, 322 (1986); Adikes v.

S.H. Kress & Co., 398 US. 144, 157 (1970). The provisions of FTC Rule 3.24 are virtually

identical to the provisions of Fed. R. Civ. P. 56, governing summar judgment in the federal

courts. In re Kroger Co., 98 F.T.C. 639, 726 (1981); Hearst Corp., 80 F.T.C. 1011, 1014 (1972).

The Supreme Court has held that where the record, taken as a whole, could not lead a

rational trier of fact to find for the non-moving pary, there is no genuine issue for triaL.

Matsushita Elec. Indus. Co. v. Zenith Radio Corp., 475 US. 574, 587 (1986). The pary moving

for summar judgment must satisfy the evidentiar burden that it would bear at triaL. See

Anderson v. Libert Lobby, Inc., 477 US. 242,254 (1986). If the moving pary meets its burden,

the opposing pary must come forward with specific facts showing there is a genuine issue for

trial. See Matsushita, 475 US. at 585-88. The "mere existence of some alleged factual dispute

between the paries wil not defeat an otherwise properly supported motion for summar

judgment." Libert Lobby, 477 US. at 247-48.

A determnation of whether an advertising practice complies with the laws or regulations

enforced by the FTC is a question of law that can be resolved on summar decision. See FTC v.
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Bronson Partners, 564 F. Supp. 2d 119 (D. Conn. 2008) (granting summar judgment for FTC,

court found defendants made deceptive advertising claims for purported weight-loss product);

FTC v. National Urological Group, Inc., No.1:04-CV-3294, 2008 U.S. Dist. LEXIS 44145

(N.D.Ga. June 4,2008) (granting FTC's summar judgment motion, court found defendants

deceptively advertised dietar supplements); FTC v. Natural Solution, Inc., No. 06-6112,2007

US. Dist. LEXIS 60783 (C.D.Cal. Aug. 7, 2007) (summar judgment ruling that defendants'

advertisements for a purported cancer treatment were deceptive).

As set forth above, there is no genuine issue as to any material fact relating to whether

Respondents made the representations challenged in the Commssion's Complaint. In addition,

there is no genuine issue as the fact that Respondents' advertising representations were false and

unsubstantiated. Accordingly, Complaint Counsel is entitled to summar decision as a matter of

law.

VII. THE PROPOSED ORDER

Complaint Counsel respectfully requests that the Court enter the accompanying

proposed Order. The proposed Order is substantially similar in form and content to those

recently approved by the Commssion in cases challenging deceptive advertising of bogus cancer

cures. See, e.g., FTC v. Westberry Enterprises, Inc., 2008 F.T.C. LEXIS 99 (F.T.C. Sept. 18,

2008).

The proposed Order prohibits Respondents from makng the types of misrepresentations

that gave rise to the violations in this matter. Specifically, Par I of the proposed order would

require that Respondents possess and rely upon competent and reliable scientific evidence that
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substantiates any representations they make about the ability of the RAAX11, any substantially

similar products, and any other covered products (as defined in the order), to prevent, treat or

cure cancer. Par II of the proposed order would prohibit Respondents from making

representations about the comparative benefits, performance, efficacy, safety or side effects of

any covered product or service, unless they have the required substantiation. Par II prohibits

any misrepresentations regarding the existence, contents, validity, results, conclusions, or

interpretations of any test or study.

Par IV of the proposed order is the FDA Safe Harbor provision allowing representations

permtted in labeling by the FDA. Par V requires Respondents to provide notice via first class

mail to consumer purchasers that the product claims for RAAX11 are false or unsubstantiated.

The remaining provisions, Pars VI through X of the proposed Order, contain the standard

administrative record-keeping and reporting requirements.

VIII. CONCLUSION

For the reasons stated above, Complaint Counsel respectfully request that this motion for

summar decision be granted.

Dated: March 16,2009 Respectfully submitted,

/ . Bolton

· At e for Complaint Counse

Federal Trade ommssion
225 Peachtree Street, Suite 1500
Atlanta, GA 30303
404-656-1362 (direct line)
404-656-1379 (facsimile)
bbolton~ftc.gov (email)
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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMSSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of
DOCKET No. 9330

GEMTRONICS, INC.,
a corporation, and Public Document

WILLIAM H. "BILL" ISEL Y,
individually and as the owner
of Gemtronics, Inc.

COMPLAINT COUNSEL'S STATEMENT OF MATERIAL FACTS
AS TO WHICH THERE IS NO GENUNE ISSUE

Pursuant to Commssion Rule of Practice 3.24, 16 C.F.R. § 3.24, and in support of its

motion for summar decision, Complaint Counsel submits this separate statement of material

facts as to which there is no genuine issue.

1. Respondent Gemtronics, Inc. ("Gemtronics") is a North Carolina corporation with its
principal office or place of business at 964 Walnut Creek Road, Franklin, North Carolina
28734. Respondents' Answer to FTC's Complaint, dated October 10, 2008 (hereinafter
"Answer") l) 1.

2. Respondent Wiliam H. Isely ("Isely") resides at is 964 Walnut Creek, Franklin, North
Carolina, 28734. Answer l) 2.

3. Beginning in 1993, and continuing thereafter, Respondent Isely owned and operated a

sole proprietor business under the unregistered assumed name Gemtronics in which sold
dietar supplements from his home via mail order, telephone and the Internet.
Respondent Wiliam Isely's Answers to Interrogatories, Februar 3,2009, (hereinafter
"Isely Ints. Resp.") No.1, 2, 8; Exhibit A to Isely Ints. Resp. (hereinafter "Isely Ints.
Resp. Ex. _."); Isely Deposition Transcript (hereinafter "Isely Dep.") 12-13.

4. Respondent Isely incorporated Gemtronics, Inc. in North Carolina in 2006. Answer l) 1;
Isely Ints. Resp. No.2; Isely Dep. 31, 99-100, Respondents' Exhibit to Isley Dep.
(hereinafter "Resp. Ex.") 1.

5. Respondent Isely is the owner, registered agent, and general manager of Gemtronics.
Isley Ints. Resp. 1; Isely Dep. 101, 105, Resp. Ex. 1; Isely Dep. Complaint Counsel's



Exhibit to Isely Dep. (hereinafter ("CC Ex.") 6.

6. Respondent Isely registered Gemtronics, Inc., located at his home, as an FDA approved

warehouse to import dietar supplements for resale. Isely Ints. Resp. No. 13; Isely Dep.
19-21.

7. On December 12, 2007, FTC Investigator Michael S. Liggins ("Liggins") found
advertisements for RAAX11 that also included Respondent Isely's name and telephone
numbers on the website www.agarcus.net. On that same date, December 12, 2007,
Liggins reviewed and preserved to a CD an exact copy of tbis website. Exhibit B to the
Commssion's Complaint in this matter is taken from this CD. Complaint Counsel's
Summar Decision Exhibit (hereinafter "S.D. Ex. _") 2, Declaration of Michael S.
Liggins, FTC Investigator, dated March 12,2009 (hereinafter "Liggins Dec.") l) 6.A., Att.
C.

8. On December 13, 2007, Liggins printed out copies of web pages directly from captured
CD of the website www .agarcus.net that included RAAX11 and either references to
Respondent Isely and/or his telephone numbers. S.D. 2 (Liggins Dec.l) 6.B., Att. D.)

9. On Januar 3,2008, Liggins found advertisements for RAAX11 that also included the
name and telephone numbers for Respondent Isely on the website www.agaricus.net. On
that same date, Januar 3,2008, Liggins reviewed and preserved to a CD an exact copy
of this website. Exhibits A, C, and D to the Commssion's Complaint in this matter are
taken from this CD. S.D. 2 (Liggins Dec.l) 6.C., Att. E.)

10. On Januar 30, 2008, Liggins printed out copies of webpages directly from the website
www.agaricus.net that included RAAX11 and either references to Respondent Isely
and/or his telephone number. S.D. 2 (Liggins Dec.l) 6.D., Att. F.)

11. At each time that Liggins reviewed the website www.agarcus.net. the only telephone

numbers that Liggins found listed on the website for information on, or product ordering
for RAXX11 in the United States were those belonging to Respondent Isely. S.D. 2
(Liggins Dec.l) 6.E.) (see also Liggins Dec.l) 4, Att. A. (Verizon CID Response
identifying Respondent Isely as the owner of the telephone numbers.))

12. On Januar 3, 2008, Liggins made an undercover purchase of one bottle of RAA11
from the Internet website www.agarcus.net. S.D. 2 (Liggins Dec.l) 7, Att. I.)

13. On Januar 17,2008, Liggins received the package containing the bottle ofRA11.
The package was mailed by U.S. mail from Frankin, NC and listed Willam Isely, 964
Walnut Creek Road, Franklin, NC 28734 as the sender. S.D. 2 (Liggins Dec.l)l) 8, 9, Att.
1.)

14. Included in the shipment of RAA11 ordered by Liggins was an invoice for the purchase
from Gemtronics at 964 Walnut Creek Road, Franklin, NC 28734, and included
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Respondent Isely's telephone number and email address. The invoice also identified
Willam Isely as the general manager of Gemtronics for retail sales. S.D. 2 (Liggins Dec.
l) 9, Att. 1.)

15. On Januar 23,2008, Liggins made a second undercover purchase of one bottle of
RAAX11 from the Internet website www.agarcus.net. The Internet confirmation
webpage from the website stated: "Your Credit Card is charged using a SSL secured
server, On your statement wil appear "GEMTRONICS SECUR PAYMENTS." S.D. 2
(Liggins Dec.l) 10, Att. J.)

16. On Februar 11,2008, Liggins received the package containing the bottle ofRAAX11.
The package was mailed by U.S. Express Mail from Franklin, NC and listed Willam
Isely and Gemtronics at the Walnut Creek Road as the sender. S.D. 2 (Liggins Dec.l)l)
11, 12, Att. J.)

17. Included in the shipment of RAAX11 ordered by Liggins was an invoice for the purchase

from Gemtronics and promotional literature for RAAX11. The package invoice was from
Gemtronics at 964 Walnut Creek Road, Franklin, NC 28734, and listed Respondent
Isely's telephone number and email address as well as a note from him asking that future
orders be placed with him directly by phone or email. The promotional literature
included in the package from Gemtronics consisted of three printed color pages. One
promotional page included the heading "Takesun US.A." and directed consumers to go to
the website www.agarcus.net and "click on USA sales," and listed Gemtronics and a
telephone number and an email address for Respondent Isely to obtain more product
information. S.D. 2 (Liggins Dec.l) 12, Att. J.)

18. After incorporating Gemtronics, Isely continued his business advertising and sellng

dietar supplements through this corporate entity. Isely Ints. Resp. No. 13; Isely Dep.
19-21; S.D. 2 (Liggins Dec.l)l)6 - 12, Atts. C-J.)

19. Since 2004, Respondent Isely and, since 2006, Respondent Gemtronics have advertised

and sold the dietar supplement RAAX11 to consumers nationwide through mail order,
telephone, and Internet websites, including, inter alia, the website www.agaricus.net.
Ints. Resp. No.3; Isely Dep. 34-35, 38, 39-40; S.D. 2 (Liggins Dec.l)l)6 - 12, Atts. C-J.)

20. Since at least 2006, Respondent Isely's name, address and telephone number have been

listed in the Internet domain registration for the domain "agarcus.net" as the domain's
registrar and its administrative and technical contact. Isely Ints. Resp. No.1; S.D. 2
(Liggins Dec.l) 5.A.)

21. From 2004 through 2008, Respondents sold approximately 1150 bottles of RAAXll at a
cost of approximately $120 per bottle. Isely Ints. Resp. No.3; Isely Dep. 41-42.

22. Respondents charged shipping and handling fees of $15.00. S.D. 2 (Liggins Dec. Atts. I,
J.)
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23. Dr. Omer Kucuk is an expert in the fields of cancer research and treatment, and in the use
of botanical compounds on cancer patients. Complaint Counsel's Summar Decision
Exhibit 4 is the Expert Report of Dr. Omer Kucuk, l)l) 1, 9 (hereinafter cited as Kucuk l)
_.)

24. Dr. Kucuk is Board Certified in Medical Oncology with the American Board of Internal
Medicine. Dr. Kucuk has been a practicing in the field of medical oncology for over 27
years. His areas of expertise include cancer prevention, nutrition and cancer,

chemoprevention, chemotherapy, medical oncology and clinical trials. (Kucuk l) 1.)

25. Dr. Kucuk conducts clinical research treating cancers of the prostate, bladder, kidney and
testis. (Kucuk l) 2.)

26. He has authored or co-authored approximately 125 aricles published in peer-reviewed

scientific journals and more than 20 published book chapters and reviews. (Kucuk l) 3.)

27. Dr. Kucuk's report states that cancer is not a single disease but many different diseases,
and there is no known treatment that is generally accepted as effective for all forms of
cancer. (Kucuk l)l) 15, 32.)

28. Dr. Kucuk concludes that to support cancer treatment claims for a product, qualified
experts in the field of oncology would require such claims to be supported by well-
conducted, placebo-controlled, randomized, double-blind, clinical trials demonstrating
the product's efficacy for the specific type(s) of cancer for which the claims are made.
(Kucuk l)l) 32,34.)

29. Dr. Kucuk's report details his review of the RAAll product label, the documents
submitted by Respondents as substantiation for the RAX11 product claims, and his own
independent search of the existing scientific literature. (Kucuk l)l) 12, 13, 14, 16, 19,20,
21, 50.)

30. After completing his review, Dr. Kucuk's expert opinion is that the existing body of

scientific literature does not provide competent and reliable evidence that RAAX11, or
either of its ingredients Chrysobalanus icaco ("icaco") and Agaricus blazei muril
("agaricus"), alone or in combination, has been scientifically proven to, or effectively
can prevent, treat or cure any form of cancer. (Kucuk l)l) 12, 15,50,51.)

31. According to his expert report, Dr. Kucuk found no published scientific literature
evaluating either RAAX11 or evaluating the combination of icaco and agaricus as a
cancertreatment. (Kucuk l)l) 16, 17.)

32. Dr. Kucuk reported finding no published scientific literature evaluating the efficacy of
RAAXll or any clinical trial data with RAAX11. (Kucuk l) 16.)
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33. Dr. Kucuk's search of the published scientific literature revealed no aricles about the
efficacy of taking the combination of icaco and agaricus as a cancer treatment, or even
looking at potential mechanisms of anticancer activity. (Kucuk l) 17.)

34. In examining the ingredients in RAAX11separately, Dr. Kucuk found no published

studies that evaluate icaco extract as a cancer treatment nor did he find a single human or
animal study of icaco. (Kucuk l) 18.)

35. While Dr. Kucuk's report states that he found eight publications reporting the results of
clinical or human studies using agaricus, he found no reports of properly conducted
clinical trials regarding the efficacy of agaricus extract in patients with cancer. (Kucuk l)
20.)

36. Specifically evaluating the scientific literature in light of the allegations contained in the
Commssion's Complaint, Dr. Kucuk concluded that there is no scientific support for the
claims that: (1) reliable scientific evidence demonstrates that RAAXll is effective in the
prevention, treatment, and cure of cancer (Complaint l) 6); (2) RAAX11 is effective in
the treatment and cure of varous types of cancer, including, but not limited to leukemia
and cancers ofthe breast, brain, lung, larx, pancreas, and bowel (Complaint l) 8.A.);
and (3) RAAX11 is effective in the prevention of cancer, including, but not limited to
uterine cancer (Complaint l) 8.B.). (Kucuk l)l) 11, 16,51.)

37. After reviewing the materials submitted by Respondents as substantiation for their

product claims, it is Dr. Kucuk's conclusion that the materials do not provide any data
from randomized, placebo-controlled clinical trals with cancer patients and therefore,
they do not provide any additional relevant clinical data to substantiate or otherwise
support the cancer claims challenged in the Commssion's Complaint for RAAX11.
(Kucuk l) 50.)

38. Respondent Isely established and controlled a bank account for Gemtronics' business
operations. Isely Ints. Resp. No. 18.

39. Respondent Isely acknowledged personally fulfillng the two orders for RAAX11 that

were placed on the www.agarcus.net website by the FTC. Isely Dep. 57-59, 64.

40. Respondent Isely was personally identified on the Gemtronics packages, invoices, and in
the promotional literature received by the FTC and admtted that these were his
materials. S.D. 2 (Liggins Dec.l)l) 8, 9, 12, Atts. I, J; Isely Dep. 57-59,64,66-67,69, 71,
74, 75-76.

41. Respondent Isely admitted that he received notices in the mail for the renewal of the
domains that were registered in his name and he produced a renewal for "agarcus.net"
that had been mailed to him. Isely Dep. 28; Respondent Wiliam Isely's Document
Production Response, Januar 19,2009, Exhibit 5 to Complaint Counsel's Exhibits,
POD") Bates 0005.
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42. Respondent Isely further admitted that when consumers purchase products on the
www.agarcus.net using a credit card, that Isely gets the payment. Isely Dep. 123-24.

Dated: March 16,2009 Respectfully submitted,

. Bolton
for Complaint ounsel

Federal Trade Commssion
225 Peachtree Street, Suite 1500
Atlanta, GA 30303
404-656-1362 (direct line)
404-656-1379 (facsimile)
bbolton~ftc.gov (email)

6



UNTED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMSSION
OFFICE OF ADMINISTRATIVE LAW JUGES

In the Matter of
PUBLIC

GEMTRONICS, INC.,
a corporation, and DOCKET NO. 9330

WILLIAM H. ISEL Y,
individually and as the owner
of Gemtronics, Inc.

(Proposed) ORDER GRANTING COMPLAINT COUNSEL'S
MOTION FOR SUMRY DECISION

Having considered Complaint Counsel's Memorandum in Support of its Motion for

Summar Decision and the Statement of Material Facts as to Which There is No Genuine Issue,

and Respondents' opposition thereto,

IT IS HEREBY ORDERED that Complaint Counsel's Motion for Summar Decision,

fied on March 16,2009, is GRANTED consistent with the Proposed Order annexed hereto.

ORDERED:

D. Michael Chappell
Administrative Law Judge

Dated:



UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMSSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of
PUBLIC

GEMTRONICS, INC.,
a corporation, and DOCKET NO. 9330

WILLIAM H. ISEL Y,
individually and as the owner
of Gemtronics, Inc.

(Proposed) ORDER GRANTING COMPLAINT COUNSEL'S
MOTION FOR SUMRY DECISION

For purposes of this order the following definitions apply:

1. "Commerce" shall mean "commerce" as defined in Section 4 of the FTC Act, 15 U.S.c.

§ 44.

2. "Competent and reliable scientific evidence" shall mean tests, analyses, research, studies,

or other evidence based on the expertise of professionals in the relevant area, that has been

conducted and evaluated in an objective manner by persons qualified to do so, using procedures

generally accepted in the profession to yield accurate and reliable results.

3. "Covered Product or Service" shall mean any dietar supplement, food, drg, or other

health-related product, including, but not limited to, RAAX11, or any health-related service or

program.

4. "Endorsement" means as defined in 16 C.F.R. § 255.0(b).

5. "Food" and "drug" shall mean "food" and "drg" as defined in Section 15 of the FTC

Act, 15 US.c. § 55.



6. Unless otherwise specified, "respondents" shall mean:

A. Gemtronics, Inc., a corporation, and its successors and assigns and its officers; and

B. Willam H. Isely, individually and as the owner of Gemtronics, Inc;

and each of the above's agents, representatives, and employees.

I.

IT IS HEREBY ORDERED that respondents, directly or through any corporation,

parnership, subsidiar, division, trade name, or other device, in connection with the

manufacturing, labeling, advertising, promotion, offering for sale, sale, or distribution of

RAAX11, or any substantially similar product or any other Covered Product or Service, in or

affecting commerce, shall not represent, in any manner, directly or by implication, including

through the use of a product name, endorsement, depiction, or ilustration, that:

A. Such product is effective in the treatment or cure of cancer; or

B. Such product is effective in the prevention of cancer;

unless such representation is true, non-misleading, and, at the time the representation is made,

respondents possess and rely upon competent and reliable scientific evidence that substantiates

the representation.

II.

IT IS FUTHR ORDERED that respondents, directly or through any corporation,

parnership, subsidiar, division, trade name, or other device, in connection with the

manufacturing, labeling, advertising, promotion, offering for sale, sale, or distribution of any

Covered Product or Service, in or affecting commerce, shall not make any representation, in any

manner, directly or by implication, including through the use of a product name, endorsement,

depiction, or ilustration, about the efficacy, performance, or health-related benefits of any
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Covered Product or Service unless the representation is true, non-misleading, and, at the time it is

made, respondents possess and rely upon competent and reliable scientific evidence that

substantiates the representation.

II.

IT is FUTHER ORDERED that respondents, directly or through any corporation,

parnership, subsidiar, division, trade name, or other device, in connection with the

manufacturing, labeling, advertising, promotion, offering for sale, sale, or distribution of any

Covered Product or Service, in or affecting commerce, shall not misrepresent, in any manner,

expressly or by implication, including through the use of any product name or endorsement, the

existence, contents, validity, results, conclusions, or interpretations of any test, study, or research.

IV.

IT is FURTHR ORDERED that:

A. Nothing in this order shall prohibit respondents from makng any representation

for any drg that is permtted in labeling for such drg under any tentative or final standard

promulgated by the Food and Drug Administration, or under any new drug application approved

by the Food and Drug Administration; and

B. Nothing in this order shall prohibit respondents from makng any representation

for any product that is specifically permtted in labeling for such product by regulations

promulgated by the Food and Drug Administration pursuant to the Nutrition Labeling and

Education Act of 1990.

v.

IT is FURTHR ORDERED that:
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A. Respondents shall, within seven (7) days after the date of service of this order,

deliver to the Commssion a list, in the form of a sworn affidavit, of all consumers who

purchased RAAX11 on or after May 2004 through the date of service of this order. Such list

shall include each consumer's name and address, the product(s) purchased, and, if available, the

consumer's telephone number and email address;

B. Within forty-five (45) days after the date of service of this order, respondents

shall send by first class mail, postage prepaid, an exact copy of the notice attached as

Attachment A to all persons identified in Par V.A. The face of the envelope containing the

notice shall be an exact copy of Attachment B. The mailing shall not include any other

documents; and

C. Except as provided in this order, respondents, and their officers, agents, servants,

employees, attorneys, and representatives shall not sell, rent, lease, transfer, or otherwise

disclose the name, address, telephone number, credit card number, bank account number, e-mail

address, or other identifying information of any person who paid any money to any respondent,

at any time prior to issuance of this order, in connection with the purchase of RAAX11.

Provided, however, that respondents may disclose such identifying information to the FTC

pursuant to Par V.A., above, or any law enforcement agency, or as required by any law,

regulation, or court order.

VI.

IT is FUTHR ORDERED that for a period of five (5) years after the last date of

dissemination of any representation covered by this order, respondents shall maintain and upon

request make available to the Federal Trade Commssion for inspection and copying:

A. All advertisements and promotional materials containing the representation;
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B. All materials that were relied upon in disseminating the representation; and

C. All tests, reports, studies, demonstrations, or other evidence in their possession or

control that contradict, qualify, or call into question such representation, or the

basis relied upon for the representation, including complaints and other

communications with consumers or with governmental or consumer protection

organizations.

VII.

IT is FURTHR ORDERED that respondents shall deliver a copy of this order to all

current and future principals, officers, directors, and managers, and to all current and future

employees, agents, and representatives having responsibilities with respect to the subject matter

of this order, and shall secure from each such person a signed and dated statement acknowledging

receipt of the order. Respondents shall deliver this order to current personnel within thirty (30)

days after the date of service of this order, and to future personnel within thirty (30) days after the

person assumes such position or responsibilities.

VI.

IT is FURTHR ORDERED that respondent Gemtronics, Inc. and its successors and

assigns shall notify the Commssion at least thirty (30) days prior to any change in the

corporation that may affect compliance obligations arsing under this order, including but not

limited to a dissolution, assignment, sale, merger, or other action that would result in the

emergence of a successor corporation; the creation or dissolution of a subsidiar, parent, or

affiiate that engages in any acts or practices subject to this order; the proposed filing of a

bankrptcy petition; or a change in the corporate name or address. Provided, however, that, with

respect to any proposed change in the corporation about which respondent lears less than thirty

-5-



(30) days prior to the date such action is to take place, respondent shall notify the Commssion as

soon as is practicable after obtaining such knowledge. All notices required by this Par shall be

sent by certified mail to the Associate Director, Division of Enforcement, Bureau of Consumer

Protection, Federal Trade Commssion, Washington, D.C. 20580.

IX.

IT is FURTHR ORDERED that respondent Wiliam H. Isely, for a period of ten (10)

years after the date of issuance of this order, shall notify the Commssion of the discontinuance of

his individual current business or employment, or of his individual affiiation with any new

business or employment. The notice shall include the respondent's new business address and

telephone number and a description of the nature of the business or employment and his duties

and responsibilties. All notices required by this Paragraph shall be sent by certified mail to the

Associate Director, Division of Enforcement, Bureau of Consumer Protection, Federal Trade

Commssion, Washington, D.C., 20580.

x.

IT is FURTHR ORDERED that respondent Gemtronics, Inc., and its successors and

assigns, and respondent Willam H. Isely shall, within sixty (60) days afer the date of service of

this order, and at such other times as the Federal Trade Commssion may require, fie with the

Commssion a report, in writing, setting forth in detail the manner and form in which they have

complied with this order.

XI.

IT is FURTHR ORDERED that this order wil termnate twenty (20) years from the

date of its issuance, or twenty (20) years from the most recent date that the United States or the

Federal Trade Commssion files a complaint (with or without an accompanying consent decree)
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in federal court alleging any violation of the order, whichever comes later; provided, however,

that the filing of such a complaint wil not affect the duration of:

A. Any paragraph in this order that termnates in less than twenty (20) years;

B. This order's application to any respondent that is not named as a defendant in such

complaint; and

C. This order if such complaint is fied after the order has termnated pursuant to this

paragraph.

Provided further, that if such complaint is dismissed or a federal court rules that the respondents

did not violate any provision of this order, and the dismissal is either not appealed or upheld on

appeal, then the order wil termnate according to this paragraph as through the complaint was

never fied, except that the order wil not termnate between the date such complaint is filed and

the later of the deadline for appealing such dismissal or ruling and the date such dismissal or

ruling is upheld on appeaL.
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ATTACHMENT A

LETTER TO BE SENT BY FIRST CLASS MAIL

(To be printed on letterhead of Gemtronics, Inc./www.agarcus.net)

(Date)

To Whom It May Concern:

Our records show that you bought RAAX11 from our website www.agarcus.net. We are
writing to tell you that the Federal Trade Commssion ("FTC") has found that our advertising
claims for these products were false or unsubstantiated, and has issued an Order prohibiting us
from makng those claims in the future. The Order entered against us also requires that we send
you the following information about the scientific evidence on these products.

No scientific research has been done concerning the product RAAX11 as a prevention,
treatment, or cure for cancer in humans. Very little scientific research has been done concerning
either of the ingredients in RAAX11, Chrysobalanus Icaco extract and Agaricus blazei Murill
mushroom extract, as a prevention, treatment, or cure for cancer in humans. The scientific
studies that have been done do not demonstrate that RAAX11, or the ingredients in RAAX11,
are effective when used as treatments for cancer.

It is very important that you talk to your doctor or health care provider before using any
alternative or herbal product, including RAAX11. Speakng with your doctor is important to
make sure that all aspects of your medical treatment work together. Things that seem safe, such
as certain foods, herbs, or pils, may interfere or affect your cancer or other medical treatment, or
other medicines you might be takng. Some herbs or other complementar or alternative
treatments may keep your medicines from doing what they are supposed to do, or could be
harful when taken with other medicines or in high doses. It also is very important that you talk
to your doctor or health care provider before you decide to take any alternative or herbal product,
including RAAX11, instead of takng conventional cancer treatments that have been
scientifically proven to be safe and effective in humans.

If you would like further information about complementar and alternative treatments for
cancer, the following Internet web sites may be helpful:

1. The National Cancer Institute: www.cancer.gov/cancertopics/pdq; or

2. The National Center for Complementar and Alternative Medicines:

www.nccam.nih.gov
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You also can contact the National Cancer Institute's Cancer Information Service at
1-800-4-CANCER or 1-800-422-6237.

Sincerely,

Willam H. "Bil" Isely
Gemtronics, Inc./www.agarcus.net
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ATTACHMENTB

Wiliam H. Isely
Gemtronics.Inc./www.agaricus.net
964 Walnut Creek Road.
Franklin, North Carolina 28734

(name and address of purchaser)

GOVERNNT ORDERED NOTICE
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ORDERED:

Dated:

-11-

D. Michael Chappell
Administrative Law Judge



CERTIFICA TE OF SERVICE

I hereby certify that on this date, I fied and served the attached:

1) COMPLAINT COUNSEL'S MOTION FOR SUMARY DECISION;
2) COMPLAINT COUNSEL'S MEMORANUM IN SUPPORT OF MOTION FOR

SUMRY DECISION;
3) COMPLAIN COUNSEL'S STATEMENT OF MATERIA FACTS AS TO WHCH

THERE IS NO GENU ISSUE; and
4) (Proposed) ORDER GRANTING COMPLAIT COUNSEL'S MOTION FOR

SUMARY DECISION

The original and one (1) paper copy via overnight delivery and one (1) electronic copy via email
to:

Donald S. Clark, Secretar
Federal Trade Commssion
600 Pennsylvania Ave., N.W., Room H-159
Washington, D.C. 20580
email: secretary~ftc.gov

One (1) email copy and two (2) paper copies served by overnight mail delivery to:

The Honorable D. Michael Chappell
Administrative Law Judge
600 Pennsylvania Ave., N.W. Room H-112
Washington, D.C. 20580
email: oali ~ftc.gov

One (1) electronic copy via email and one (1) paper copy via overnight delivery to:

Matthew 1. Van Horn
16 W. Marin Street, Suite 700
Raleigh, NC 27602
email: matthew~vanhornlawfirm.com

Dated: March 16,2009



UNTED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMSSION
OFFICE OF ADMINISTRATIVE LAW JUDGES

In the Matter of
DOCKET No. 9330

GEMTRONICS, INC.,
a corporation, and Public Document

WILLIAM H. "BILL" ISEL Y,
individually and as the owner
of Gemtronics, Inc.

EXHIBITS IN SUPPORT OF COMPLAINT COUNSEL'S
MOTION FOR SUMRY DECISION

Attached hereto as Exhibits 1 through 5 are true and correct copies of documents
produced by the paries and described below:

Exhi bit 1: Respondents Isely's Answers to Interrogatories, and appended Exhibit A
to the Interrogatories;

Exhibit 2: Declaration of FTC Investigator, Michael S. Liggins, and appended
Attachments A through J;

Exhibit 3: Transcript of the Deposition of Respondent Isely and appended Exhibits;

Exhibit 4: Report of Dr. Omer Kucuk, Complaint Counsel's Expert and appended
Attachments;

Exhibit 5: Document Production from Respondent Isely, Bates 00005

Dated: March 16, 2009 Resp ctfully submitted,

a E. Bolton
ttorney for ComplaintFedera n

225 Peachtree Street, Suite 1500
Atlanta, GA 30303
404-656-1362 (direct line)
404-656-1379 (facsimile)
bbolton~ftc.gov (email)



COMPLAINT COUNSEL'S
EXHIBIT 1
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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION
OFFICE OF ADMINISTRATIVE LAW ruDGES

COMMISSIONERS: WiJiam E. Kovacic, Chairman
Pamela Jones Harbour
Jon Leibowitz
J. Thomas Rosch

PUBLIC
In the Matter of

GEMTRONICS, INC.,
a corporation, and

DOCKET NO. 9330

WILLIAM H. ISEL Y,
individually and as the owner
or Gemtronics, Inc.

RESPONDENT'S COUNSEL'S ANSWERS TO COMPLAINT COUNSEL'S
FIRST SET OF INTERROGATORIES TO RESPONDENT WILLIA.\1 H. ISELY

Pursuant to RULE OF PRACTICE 3.35, Respondent WILLIAM H. ISEL Y, by and

through his undersigned counsel, hereby responds to Complaint Counsel's First Set of

Interrogatories as follows:

INTRODUCTORY STATEMENTS AND GENERAL OBJECTIONS

i. WILLIAM H. ISEL Y has not fully completed his investigation into the facts

pertining to this suit, has not completed his discovery, and has not completed his preparation for

triaL. Answers contained herein are based only on such information and materials as are

presently available and known to WILLIAM H. ISEL Y. This anticipated further discovery,

investigation, legal research, and analysis may supply additional facts and will establish

i
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information which may vary from that set forth herein. The answers set forth are given without

prejudice to WILLIAM H. ISEL Y'S right to introduce evidence of any subsequently discovered

fàct(sJ or circumstance(s). WILLIAM H. ISEL Y accordingly reserves his right to change or

modify any response as additional facts or circumstances are ascertained, analyses are made, and

legal research is completed.

2. WILLIAM H. ISEL Y objects to 

Complaint Counsel's Interrogatories to the extent
that the Interrogatories seek to impose requirements or obligations on WILLIAM H. ISEL Y in

addition to or different from those imposed by the Code of Federal Regulations, Rules of

Practice for Adjudicat~ve Proceedings. In responding to each Interrogatory, WILLIAM H.

ISEL Y will respond by providing only such information as may be required and proper under the

Code of Federal Regulations. Rules of Practice for Adjudicative Proceedings.

3. WILLIAM H. (SEL Y objects to Complaint Counsel's Interrogatories to the extent

that the Interrogatories seek infonnation or documents that are protected from discovery by the

attrney-client privilege, the work-product doctrine, confdential commercial information, or any

other applicable privilege. Nothing contained in these responses Is intended to, or in any way

shall be deemed, a waiver of any such available privilege or doctrine. In responding to each

Interrogatory, WILLIAM H. ISEL Y wil not provide priVileged or otherwise protected

information.

4. The foregoing objections and limitations shall be applicable to, and included in,

WILLIAM H. ISEL V'S response to every definition and Interrogatory propounded by Complaint

CounseL.

2
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INTERROGA TORIES

I. Identify and describe in detail the curent and former duties, responsibiltiçs, and

work perfonned by you and others, either under YOur direction, supervision or otherwise, relating

to ad vertising, promoting, offered for sale. sale, and distri buting the product RAAX 1 I, inel uding

but not limited to, providing an explantion of your day-to-day responsibilties and activities

with respect thereto,

ANSWER: Willam H. Isely was the owner and operator of a sole proprietor business

operating under the name Gemtronics which was a mail order dietary supplemental business.

Mr. Isely had no employees and solely handled all necessar aspects required to operate a mail

order dietay supplement business. He ordered products to stock, accepted orders by both mail

and phone, filled orders, kept accounts, paid sales taxes as appropriate, as welJ as determining

the income taxes to be paid resulting from income made by the business. In the year 2000,

Takesun products were added to the line of products offered, adding the duties of importation

from Brazil, which included additional interaction required with United States customs and the

United States Federal Drug Administration, and custom brokers. Mr. Isely declined to sign as a

Takesun distrbutor and purchases from Takesun by Mr. Isely were negotiated on a purchase by

purchase basis with each transaCtion standing alone and not on the basis of any account.

Initial importation of RAAX i 1 was done under the name of "Nature First." Mr. Isely

coordinated the content of a free web page of that name offered by Takesun to all wholesale

buyers. For a period of seven months in 200 i, Mr. Isely assumed the duties of senior parner of

Takesun USA, a parnership established with a US citizen named Jane (Redacted for purposed of

maintaining confidentialityJ, to import Takesun products to the US. This parnership was

3
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dissolved in December of 200 i, with the importation task transferred to Gemtronics but still

ordering under the Name of Nature First since that name had been first used for importing.

Jane's last name is withheld for the puroses of confidentiality, since her involvement was only

prior to the sale of RAAX 1 i .

The Web link from Takesun to Earth First became inoperative in 2002. In 2003) Mr.

Isely operating under the name Gemtronics was registered as an approved FDA warehouse to

comply with United States Homeland security requirements. In 2004, a free website offered by

Takesun, our-agaricus.com, was established with no links to agarticus.net. and the importion

and sale ofRAAXl I was initiated. RAAXII was imported until Mr. Isely was first contacted by

Complaint CounseL. Once Mr. Isely was contacted by Complaint Counsel, Mr. Isely began

ceasing to import RAX i i.

In 2006, Mr. Isely tormed the Corporation Gemtronics Inc. with the North Carolina

Secretary of State as an organizer. Also in 2006, when Takesun renewed the registratiòn of our-

agarcus.com it, without the knowledge of 

Mr. Isely, Mr. Isely's name as registrant was attached

to some of the Takesun web sites, including amaricus.net. A timeline of these events is shown in

Exhibit A.

2. Identify and describe in detail the CWTent and fonner duties) responsibilities, and

work pedormed by you and others, either under your direction, supervision or otherwise, relating

to the operations of the corporate respondent, Gemtronics, Inc., including but not limited to,

providing an explanation of your day-to-day responsibilities and activities with respect thereto.

Include a detailed description of your participation in the formation and operation of the

COrporate respondent, Gemtronics, Inc.

4
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ANSWER: No actions were taken regarding Gemtronics, Inc. after it was formed with

the Nort Carolina Secretary of State in 2006. It has remained an inacti ve corporation since its

inception, only existing as a corporate shelL. It has no shareholder or board members and has

never been activated. It has never conducted any business or entered into any contracts. It has

never obtained a federal ta identification number and has never fied taes. To the extent the

name "Gemtronics" has been utilzed, it originated and has existed as an assumed name by

Respondent William H. Isely, individually. However, Mr. Isely has never registered the assumed

nae .'Gemtronics" with a Register of Deeds for any county in the state of 

North Carolina.
3. Identify and describe in detail the process by which, from whom, and the dates

that you have obtained the product MAX 11 and any promotionalli terature for the product,

including, but not limited to, identifying the amounts of product you obtained and the amount

you paid for the product on each date.

ANSWER: Over a period from the middle of 2004 unti approximately spring 2008

about 1150 bottles of RAX 11 were bought, usually from 12 to 1 08 at a time, approximately 4

months apart, depending on sales. A few less were sold due to lost shipments and returns.

Specific order information is not available in a timely manner as records are kept manually and

are in storage. Very few were bought in 2004, peaking in 2005. Sales dropped offas competition

entered the market. No literatur was purchased for the products.

4. Identify each person consulted by you, or upon whose advice~ opinion, or

expertise you relied relating to advertising, promoting, offered for sale, sale, and distributing the

product RAAX i i, provide the SUbstance of such advice, opinion, or expertise furnished to you

and any compensation paid for such services.

5
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ANSWER: I consulted with no one on these aspects of this business, being well

versed in dietary supplement sales for over 30 years.

5. For each year from 2004 to the present, disclose the tota amount of sales in tenus

of units and doJJars that you have achieved for tbe sales of RAAX I i and identify the source

producing the sale, including, but not limited to, the specific Internet website, newspaper

advertisement, promotional mailng, etc. For each year, provide a total amount of sales, as well

as, a break down amount of sales from each source.

OBJECTION: Respondent objects to this Interrogatory on the grounds that it is

vague, overbroad. Respondent furter objects to this Interrogatory on the ground that it seeks

information that is neither relevant, nor reasonably calculated to lead to the discovery of

admissible evidence.

ANSWER: Without waiving the afore-stated objections, Respondent states as follows:

Sales vear

2004
2005
2006
2007
2008

# bottles sold
19

370
147
224
158

Gross sales Estimates
$ 7,200 $ based on $400/bottle

44,400 subsequent years
i 7,640 based on $120lbottle
26,880
1 8,960

95% of orders were from repeat customers buying other products or referrals both contacting me
by phone and email as I have been in the vitamin supplement business for approximately 30
years. 2 ~ % of orders were from WW.our-agaricus.com. 2 ~ % of orders were by emaiJ from
George Otto, generally for single bottle sample orders. None were direct from WW.agaricus.net

RAAXl1 sales Jan 1,2004 to Dec 3 t, 2008

a. Total Bottles sold
1134

b. Number of purchases
325

c. Number of customers
i 15

6
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d. Distributions of sales

I). One time buy of a single bottle 33

2). Customers who bought twice 18

3). Largest orders by number of 
bottlers 27

is
is
16
i 5

15
12
12
12

4). Largest customers by number of 
bot. 276

212
59
40
3 I
28

6. Identify and describe in detail any other payments you have received (other than

the sales listed in response to IntelTogatory No.5), directly or indirectly, in connection with the

advertising, marketing, promotion, sale and/or distrbution of the product RAAX 1 1 for each year

from 2004 to the present. (This request includes the total dollar amount and Source for each

payments.)

OBJECTION:
Respondent objects to this Interrogatory on the 

grounds that it is
vague, overbroad. Respondent further objects to this Interrogatory on the ground that it seeks

information that is neither relevant, nOr reasonably calculated to lead to the discovery of

admissible evidence..

7
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ANSWER: Without waiving the afore-stated objections, Respondent states that it has

not received any other payments directly or indirectly, in connection with the advertising,

marketing, promotion, sale and/or distribution of 

the product RAAXI 1 for each yea from 2004

to the present other than those identified in Interrogatory 5.

7. Identify and describe in detail the nature of your business relationship, and when

and how you began doing business with Takesun do BrasH and/or George Otto, aka Georg Otto

Kather, including, but no limited to, identifying all communications and any contracts or

agreements, oral or wrtten, any payments or other compensation, and the purchase or other

provision of supplies, computer or other equipment, between you and Takesun do Brasil and/or

George Otto. Also identify and describe in detail and any advertising or promotional material

containing your name and Takesun do Brasil and/or George Oto.

ANSWER: Mr. Isely's relationship with Takesun do Brazil aka George Otto Kather

was one of wholesale buyer from Manufacturer. Isely refused a distrbutor contract as the terms

were ambiguous, expensive, and settlement of disputes would be impossible due to its being

importation from a foreign country. Each purchase was individual1y negotiated on a stad-alone

basis on price, method of shipment, and delivery. The relationship started in 2000 after Mr. IseJy

had bought sample quantities of 
Takes un products from intermittent dealers in the United States.

Over a period of six (6) months the quantity imported grew to about $5,000 a month until the

relationship was terminated in 2008 after Mr. IseJy discovered his name had been used without

his pennission or knowledge to register internet Domans as well as to be a contact person on

Tàkesun web sites. . Mr. Isely is unable to recover most of the communications between himself

8
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. and Takesun. which took place over a period of nine (9) years. and which were routine dealings

in the making of purchases in international commerce. Breaking down the business

between RAAXI I and the nine other products is not possible. Mr. Isely refused any brochures

and support material including computer materials as unusable in his US business for reasons of

language as well as inappropriate medical claims since Mr. Isely's use was as dietary

supplements only. Takesun did supply free web pages for two years and later a free domain,

WW.our-agaricus.com. as they did for anyone who bought from them in wholesae quatities.

As a seller of Takesun products it was natural to mention the name Takesun do Brazil on Mr.

Isely's brochure as the manufacturer of the products. This name was also on the products

imported which were passed by the FDA. I received no other payments related to RAAXI 1

besides sales.

8. Identify and describe in detail the nature of 

your business relationship, and when
and how you began doing business with Takesun USA. including. but no limited to, identifying

all communications and any contracts or agreements, oral or wrtten, any payments or other

compensation between you and Takesun USA, and any advertising or promotional material

containing your name and Takesun USA.

ANSWER: In 2001, Mr. (sely's largest customer, Jane (RedactedJ wanted to become ~

parner with Mr. Isely. He and Jane (Redacted) fonned Takesun USA and registered with a Fed.

in #.565-226-1206. Mr. Isely's duties were to import products and his parner Jane was to

warehouse products and ship to retail sellers, which turned Qut to be only Jane (Redacted) and

myself. Mr. Isely and Jane envisioned other retail sellers who did not materialize. Coordination

9
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with the West coast was diffcult and there was not enough income for two people. As such, the

partnership was dissolved before the end of 200 I. Jane (Redacted) continued retail.

During the period of the partnership with Jane, Mr. Isely operated two separate business,

Takesun USA and Gemtronics. Takesun USA imported products and the products were paid for

by Mr. Isely and myself and Jane. Gemtronics bought products from Takesun USA and sold

them at retaiL. This was before the era of RAXl1. The relationship of Mr. IseIy to various

assumed business names is shown within the attached Exhibit "A".

9. Describe in detail any communications and any contracts or agreements, oral or

\-Titten, that YOll have had with any companies or individuals related to advertising, promoting,

offering for sale, sale and/or distribution of RAAX i i.

ANSWER: Other than the brief partnership with Jane (Redacted) Mr. Isely has had no

contracts, agreements, oral or written with any individuals related to advertising, promoting,

offering for sale, sale or distribution of RA 11. This excludes the nonnal conduct of business

of sellng, giving prices, etc. of a mail order/phone business.

10. Disclose the total amount of dollars that you have spent to advertise, market, or

otherwse promote the product RAAX1l for each year from 2004 to the present, broken down by

each medium used (i.e., print, Internet, radio, or other means). (This request includes, but is not

limited to, all expenditures attributable to the creation, development, evaluation, approval,

modification, and dissemination of promotional materials).

ANSWER: Mr. Isely has spent no money advertising RAAX i i beyond the small

percentage of space it takes up in my brochure which I print myself. Ink and paper for the

brochur probably runs $40/year so ) 0% allocated to RAAX i) would be $4.

10
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II. Describe in detail your participation in the Internet website ww.agaricus.net.

including, but not limited to, the registration for the domain "agaricus.net." the use of your name

and telephone numbers appearing on the website, testimonials from you appearing on the

website, and the solicitation for paricipation in an ongoing study in the USA of RAAX i I

appearing on the website. Also include the date you began receiving orders for RAAX 11 placed

on the (ntemet website ww.aiiaricus.net. how you received these orders, how these orders were

filed by you, how you received payment for such orders, and how much you were paid.

OBJECTION: Respondent objects to this Interrogatory on the grounds that it is

vague, overbroad. Respondent fuher objects to this Interrogatory on the ground that it seeks

information that is neither relevant. nor reasonably calculated to lead to the discovery of

admissible evidence.

ANSWER: Wiliam H. Isely had no involvement with the website ww.agarcus.net

& did not register www,agaricus.net under his name; that was done by mistake by some member

of the staff of Takesun do Brasil. Wiliam H. Isely's name, address and telephone number

appearng for contact purposes included on the website, appeared on www.aimricus.net without

his knowledge or permission. Wiliam H. Isely gave George Otto permission to iise the testimony

about his health records, but not specifically for use on the website www.agaricus.net.

Willam H. Isely was not aware that his name had been linked to a study involving

RAXl1 and he was not involved in any such study. Willam H. Isely did not know that he ever

received any orders for RAAXI i from the website www.agaricus.net. having no interface with

the website. On rare occasions he would receive an ernail from George Otto asking him to drop

11
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ship a sample order, but he had no indication on such orders as to their source. He generally did

not receive payment for such small orders.

i 2. Describe in detail your paricipation in any other Internet websites, including, but

not limited to, your name, address and/or telephone number appearing on the registration for any

domain. and any links between websites, i.e., for ordering MAXI 1.

ANSWER: The only website Mr. Isely paricipated in during the time RAAXI i was

for sale was www.our-a£!aricus.cominwhichhisnamewasgivenastheregistrant.This website

had no link to other websites, such as www.agaricus.net.

13. Identify and describe in detail all oral and written communications, including

einil, you have had with the U.S. Food and Drug Administration including, but nçt limited to

any communications concerning warehouse, facility, or other registrations you have had with the

agency, and concerning the agency's letter to you dated April 

2008.

ANSWER: Mr. Isely did not keep records between himself and the FDA, paricularly

since most were by telephone. Some stand out in memory, based upon information and belief:

a. Mr. Isely's first large import order, probably in 2000, was held by the FDA for

improper labeling. Mr. Isely redesigned the labels to be in accordance with the FDA Labeling

Act. Takesun printed new labels and Mr. Isely arranged for his broker to re-label the products

under the watchful eye of FDA inspectors. There were numerous letters, phone cans and package

shipments over a period of six (6) weeks.

b. As a result of the Homeland Security Act, Mr. Isely registered Gemtronics, Inc. as an

FDA approved warehouse.

c. Perhaps one shipment in ten was selected for special inspection and/or product testing

for purity, contamination, etc. They always passed.

12
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d. Perhaps another shipment in ten would be held because the FDA inspector was not

familar with the product and for clearance" required that they be given botanical names and plant

descri ptions before clearance.

e. When Mr. Isely was expecting an order he would check and see that the Prior Notice

had been fied by Takesun or his shipper.

f. The last shipment received in the spring/summer of 2008 was held for a month before

Mr. Isely was informed that the identification of the preservative used was not given on the labeL.

After several discussions the FDA released the shipment with the understanding that the label

would be modified before the next shipment.

Regarding the FDA letter April 2008, it was properly served upon Mr. Isely requiring a

return receipt rather than being sent to www.agaricus.net by email. It was a waring that

parlleled the one from the FTC, which was never sered. It was answered through counsel

providing the same evidence that was initially given the FTC that l\fr. Isely does not paricipate

in the control/management of www.alZaricus.net and that his name and contact information were

used without his knowledge or permission, including domain registrations, with the exception

that ww.agaricus.net could refer inquiries to Mr. Isely regarding his medical history with

prostate cancer. Mr. Isely provided the FDA with George Otto Kather's name as their contact

person with several email addresses, asked Takesun to correct their web site registations, take

his name off their web sites, and stop sellng products to the US. Eventually the FDA wrote Mr.

(selya letter thanking him for his cooperation. Subsequently Philip CampbeJl, when queried by

a lOca news organization about Mr. lsely's case, said in equivalent words that Mr. Isely was

innocent and since they had no leverage they were not pursuing the case.

14. Disclose the name, address, and telephone number of each consumer either that

13
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has purchased the product RAAX i i from you or to whom you have shipped the product

RAAXI 1, and provide the amount each consumer purchased in terms of 

total number of bottles
and total amounts paid for the product.

OBJECTION: Respondent objects to this Interrogatory on the grounds that it is

vague, overbroad. Respondent fuher objects to this Interrogatory on the ground that it seeks

information that is neither relevant, nor reasonably calculated to lead to the discovery of

admissibLe evidence. Respondent further objects on the basis that the information sought

contains confdential information of third paries who provided said information with an

expectation of privacy.

ANSWER: Based on the above-foregoing objections, Mr. Isely respectfully submits no

response to this Interrogatory.

i 5. Identify and describe in detail all oral and written communications, including

email, you received, from consumers concernng the marketing and sale of 

the product RAXII
and/or the panicipation in a study of RAAX 11, including disclosing the total amount of refunds

requested by consumers and the total amount of refunds to consumers, in terms of units and

dollars, that you have made for RAAX 11 for each year from 2004 to the present.

OBJECTION: Respondent objects to this Interrogatory on the grounds that it is

vague, overbroad. Respondent further objects to this Interrogatory on the ground that it seeks

infonnation that is neither relevant, nor reasonably calculated to lead to the discovery of

admissible evidence. Respondent furter objects on the basis that the information sought

c.ontains confidential information of third parties who provided said information with an

expectation of privacy.

ANSWER: Without waiving the objection, Mr. Isely states as follows:

14
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Mr. Isely has no records of people asking about marketing or sale of RAAX except the normal

business questions of price and delivery terms. Perhaps two potential customers asked about

participating in II study to get a lower price and Mr. Isely told them that he was not part of a

study, nor did he know of one. One customer wanted a refund when he changed his mind afer

placing an order and it had been shipped. Mr. Isely wanted him to pay for shipping, but he

eventully paid the whole thing. One UK customer took delivery of a large order and gave a

delivery receipt to the express company. Later she reversed the charge on her credit card tellng

the CC bank the order had not been delivered. Being a foreign customer. Mr. Isely had no

recourse. For about six customers whose relatives had bought products and then later died, Mr.

Isely provided refuds for the lInused items.

16. Identify and describe in detail all reliable scientific evidence that demonstrates

tht RAAX) I is effective in the prevention and cure of cancer.

ANSWER: Mr. Isely has not seen data that provides a double blind quality study.

) 7. Identify and describe in detail all evidence that you relied upon to substantiate the

representations that RAAX 11 is effective in the treatment and cure of various types of cancer,

including, but not limited to leukemia and cancers of the breast. brain. lung, larnx, pancreas.

and bowel; and that RAX 11 is effective in the prevention of cancer, including, but not limited

to uterine cancer.

OBJECTION: Respondent objects to ths Interrogatory on the grounds that it is

vague, overbroad. Respondent further objects to this Interrogatory on the ground that it seeks

infonnation that is neither relevant, nor reasonably calculated to lead to the discovery of

admissible evidence.

ANSWER: Respondent did not substantiate the representations that RAAXI I is

15
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effective in the treatment and cure of various types of cancer, including, but not limited to

leukemia and cancers otthe breast, brain, lung, larynx, pancreas, and bowel; and that RAAXIl

is effective in the prevention of cancer, including, but not limited to uterine cancer.

18. Identify by nare, address, and account number any bank or other financial

accounts that received or disbursed funds relating to the marketing, purchasing, sale, and/or

distbution of the product RAXI 1. Explain what responsibilties you exercised, or had the

authority to exercise. for those bank or other financial accounts, including the names of persons

with who you shared the authority, and the type of transactions that were processed through each

account.

ANSWER: Ban account for penod RAAXII was sold

Bank account in the assumed name of Gemtronics (account number redactedJ.

Bank name RBe Centura
Franlin, NC, 28734

Wiliam H. Isely was authorized to pedorm all actions associated with the account

Transactions were deposits of purchasers and payouts for expenses including the purchase of
products from BraziL. Occasional profits were paid to owner.

Account was terminated in the fall of2008 after the destruction of 

the business.

19. Provide the name and location of any other corpration or business entity in

which you hold or held ownership, directorship, or other position of responsibilty.

ANSWER: None.

20. Provide a detailed background, regarding your education, including any

professional degrees or licenses that you hold, and employment history, including the name and

location of your employers and dales of employment.

ANSWER: BSME, MSME

16



~ eo U~ 2009 6: 13PM LAW OFF I CE OF MATTHEW I V 919 835 2121
p. 18

Westinghouse. Pittsburg, Baltimore, 1948 to 1953

Boeing Aircraft Co. Cape Kennedy, F1a 1953 to 1955

Honeywell, Corp, S1. Petersburg, Fla, 1955 to 1987

21. Identify the name and address of the owner of the following telephone numbers:

A) 866-944-7359; B) 828-369-7590; and C) 828-369-5861.

ANSWER: William H. Ise1y.

22. Identify and describe in detail all advertising, promotiona literature, and other

marketing or promotional material disseminated by you or which include your nae, telephone

number, or other contact information for you.

ANSWER: A product brochure which shows about 10 imported Takesu products that

depicts price image, and a brief description of 

the contents. This product brochure includes a

link to Nature First, which was discontinued approximately. This brochure also makes mention

of Takesun USA, the importing partnership referred to above that was dissolved in

approximately as deSCribect previous responses to Interrogatories.

This the ~ay of Febru, 2009.

HE i. VANH
. C. BarNo. 26166

6 West Martin St., Suite 700
Raleigh, NC 27601
Telephone: (9 i 9) 835-0880
Facsimile: (919) 835-2121

Attorneyfor Respondents

i 7
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VERIFICA TION

NORTH CAROLINA )
) SSeWAKE COUNTY )

WILLIAM H. ISEL Y, being first duly sworn, deposes and says that he is the

Respondent in the above entitled action, that he has read the foregoing document and knows the

contents thereof; that the same is true of its own knowledge except for those matter and things

stated on information and belief and as to those he believes them to be true.

This the
day of Februar, 2009.

WILLIAM H. ISEL Y

SUBSCRIBED and SWORN to before me
this _ day of February, 2009.

NOTARY PUBLIC

Printed Name NOTARY PUBLIC

My Commission expires:

is
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CERTIFICA TE OF SERVICE

This is to certifY that the undersigned has this date served this RESPONDENTS'

COUNSEL'S ANSWERS TO COMPLAINT COUNSEL'S FIRST SET OF

INTERROGATORIES TO RESPONDENT WILLIAM H. ISELY in the above entitled

action upon all other paries to this cause by facsimile and by deposi ting a copy hereof in a

postpaid wrapper in a post office or offcial depository under the exclusive care and custody of

the United States Postal Service, properly addressed to the attorney or attorneys for the paries as

listed below.

Ms. Barbara E. Bolton
Federal Trade Commission
225 Peachtree StreetJN .

Suite 1500
Atlanta, GA 30303

This the K day of Februar, 2009.

i 9
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EXHIBIT A
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DECLARATION OF MICHAEL S. LIGGINS
Pursuant to 28 U.S.C. § 1746

I, Michael S. Liggins, hereby state that I have personal knowledge of the facts set forth

below. If called as a witness, I could and would testify as follows:

1. I am a citizen of the United States and am over the age of 21. I am employed

by the Federal Trade Commssion ("FTC" or "Commssion") in the Southeast Region as an

Investigator. The business address of the Federal Trade Commssion, Southeast Region, is 225

Peachtree Street, NE, Suite 1500, Atlanta, Georgia 30303. I have been employed by the FTC

since 2000 and joined after serving 19 years as a Criminal and Militar Investigator and sworn

peace officer. I have personal knowledge of the facts stated herein and, if called, would testify

to same.

2. As an Investigator with the FTC, my duties include investigating paries who are

suspected of engaging in unfair or deceptive acts or practices in violation of the Federal Trade

Commssion Act, as well as acts or practices in violation of other statutes enforced by the FTC.

My duties include performng investigative tasks and computer research using a varety of

Internet search engines, public record and law enforcement databases, and software-based

investigative tools. I am also the custodian of documents and records obtained by the FTC

during the course of investigations to which I am assigned.

3. As par of my duties as an Investigator for the FTC, I paricipated in the

investigation of the activities and business practices of Gemtronics, Inc. ("Gemtronics") and

Wiliam Isely ("Isely") (collectively hereinafter "Respondents") involving the advertising,

marketing and sale of the product "RAAX11."

CIVIL INVESTIGATIVE DEMAND TO VERIZON COMMICATIONS. INC.

4. A Civil Investigative Demand ("CID") was issued to Verizon Communications,



Inc. ("Verizon") for information about three telephone numbers associated with Respondents

Gemtronics and Isely. In response to the CID, Verizon produced telephone records to the FTC

for the telephone numbers (828) 369-7590 and (828) 369-5861 (North Carolina exchanges); and

(866) 944-7359 (a toll-free number). These records contain account subscriber information that

list Wiliam Isely as the owner ofthe telephone numbers with service provided at 964 Walnut

Creek Road, Franklin, NC 28734. (Attachment A, FTC Bates #s ("FTC-") 000206 - 210.)

INTERNT DOMAIN REGISTRATIONS

5. As par of my investigation, I conducted a search and examination of the WHOIS

database on December 20, 2007. My search revealed that:

A. Respondent Isely is listed as the registrant, and administrative and technical

contact for the domain "agarcus.net" at 964 Walnut Creek Road, Franklin, NC

28734. (Attachment B, FTC-000157 - 159);

B. Respondent Isely is listed as the registrant, and administrative and technical

contact for the domain "our-agarcus.com" at 964 Walnut Creek Road, Franklin,

NC 28734. (Attachment B, FTC-000161 - 163); and

C. Respondent Isely is listed as the registrant, and admnistrative and technical

contact for the domain "opc-agarcus.net" at 964 Walnut Creek Road, Franklin,

NC 28734. (Attachment B, FTC-00032 - 34.)

INTERNT ADVERTISING

6. As par of my investigation, I conducted a search and examnation of varous

Internet search engines for websites containing either the words Isely, Gemtronics and/or the

telephone numbers belonging to Respondent Isely, and RAAX11. My search revealed the

following information:

2



www.agaricus.net

A. On December 12, 2007, I found advertisements for RAAX11 that also included

Respondent Isely's name and telephone numbers on the universal resource locator

(UR) www.agarcus.net. On that same date, December 12, 2007, I reviewed and

preserved to a CD an exact copy of this website. (Attachment C is copy of the

CD containing the captured website.) Exhibit B to the Commssion's Complaint

in this matter is taken from the CD that is Attachment C, dated December 12,

2007.

B. On December 13,2007, I printed out copies of web pages directly from captured

CD of the website. Some of the webpages that included RAAX11 and either

references to Respondent Isely and/or his telephone numbers are appended hereto

as Attachment D (FTC-00124 - 25, 137 - 141);

C. On Januar 3, 2008, I found advertisements for RAAXll that also included the

name and telephone numbers for Respondent Isely on the website

www.agarcus.net. I reviewed and preserved to a CD an exact copy of this

website. (Attachment E is a copy of the CD containing the captured website.)

Exhibits A, C, and D to the Commssion's Complaint in this matter are taken

from the CD that is Attachment E, dated Januar 3, 2008;

D. On Januar 30,2008, I went to the website www.agaricus.net and printed out

copies of webpages directly from the website. Some of the webpages that

included RAAX11 and either references to Respondent Isely and/or his telephone

number are appended hereto as Attachment F (FTC-00l14 - 117);

E. At each time that I reviewed the website www.agaricus.net. the only telephone

3



numbers that I found listed on the website for information on, or product ordering

for RAXX11 in the United States were those belonging to Respondent Isely

(listed in l) 4, above).

www.our-agaricus.com

F. On December 13, 2007, I went to the website www.our-agarcus.com and printed

out copies of webpages directly from the website. Some of the webpages that

included RAAX11 and references to Gemtronics, Respondent Isely and/or his

telephone number are appended hereto as Attachment G (FC-OOl 70 - 172, 175

- 176).

www.takesun.com

G. On December 20,2007, and again on April 18, 2008, I went to the website

www.takesun.com and printed a webpage directly from the website. The

webpage included the statement "FDA registered Warehouse FranklinlSA."

This webpage further stated "(l)ooking for distributors - contact us for details"

and Respondent Isely's toll-free telephone number, (866) 944-7359. These

webpages printed on December 20,2007, and April 18, 2008, are appended

hereto, respectively, as Attachment H (FC-00193 and 194).

FTC UNERCOVER PURCHASES

First Purchase of RAAXll from www.agaricus.net

7. On Januar 3,2008, as par of my investigation, I accessed the Internet and tyed

the UR www.agaricus.net which allowed me access to the website www.agarcus.net. I then

went to the product order page and ordered one 100ml bottle of RAAX11, for a total cost of

$134.90 (including shipping), using the name and address, Riece Miles, (redacted address),

4



Lorton, VA 22079. The transaction was completed online by establishing and utilizing a PayPal

e-commerce account. The PayPal transaction identification number for the RAAX11 purchase

was 20U8900657657914S. Attachment I (FTC-00013 - 15) is a copy of the Internet order form

and transaction receipt.

8. On Januar 17, 2008, I received, via Federal Express, the Gemtronics order from

Diana Finegold, a Paralegal Specialist assigned to the FTC's Division of Advertising Practices,

600 Pennsylvania Ave, Washington, D.C. 20580. Ms. Finegold manages the FTC's undercover

mail address located on (redacted address) in Lorton, V A.

9. The package containing the bottle of RAAXll was mailed by U.S. mail from

Franklin, NC and listed Wiliam Isely, 964 Walnut Creek Road, Franklin, NC 28734 as the

sender. Attachment I (FC-00017) is a copy of the package envelope. When I opened and

examned the contents of the package, the bottle of RAAX11 was damaged and the product had

spiled out over the contents of the package which included a Gemtronics invoice and

promotional literature rendering these pages difficult to read. However, the invoice included in

the package was from Gemtronics at 964 Walnut Creek Road, Franklin, NC 28734, and included

Respondent Isely's telephone number and email address. The invoice also identified Wiliam

J.sely as the general manager of Takesun USA and Gemtronics for retail sales. Attachment I

(FTC-00019) is a copy of the package invoice.

Second Purchase of RAAXll from www.agaricus.net

10. On Januar 23, 2008, as par of my investigation, I accessed the Internet and

typed the UR www.agaricus.net which allowed me access to the website www.agarcus.net. I

then went to the product order page and ordered one 100ml bottle of RAAX 11, for a total cost of

$134.90 (including shipping), using the name and address, Dana Long, (redacted address),

5



Roanoke, V A 24018. The Internet confirmation webpage from the website stated: "Your Credit

Card is charged using a SSL secured server. On your statement wil appear "GEMTRONICS

SECUR PAYMENTS." Attachment J (FTC-00029) is a copy of the webpage confirmation

for the purchase. The transaction then was completed online by establishing and utilizing a

PayPal e-commerce account. The PayPal transaction identification number for the RAAX11

purchase was 00061355NC651964H. Attachment J (FTC-00028, 30 - 31) is a copy of the

Internet order form and transaction receipt.

11. On Februar 1, 2008, I received, via Federal Express, the Gemtronics order from

Lynne Colbert, an Investigator assigned to the FTC's Division of Advertising Practices, 600

Pennsylvania Ave, Washington, D.C. 20580. Ms. Colbert manages the FTC's undercover mail

address located on (redacted address) in Roanoke, VA.

12. The package containing the bottle of RAAX11 was mailed by U.S. Express Mail

from Franklin, NC and listed Willam Isely and Gemtronics at 964 Walnut Creek Road,

Franklin, NC 28734 as the sender. Attachment J (FC-00022) is a copy of the package

envelope. I opened and examned the contents of the package, which contained a bottle of

RAAX11, a Gemtronics invoice, and promotional literature forRAAX11. Attachment J (FC-

000198) is a copy of the RAAX11 bottle labeL. The package invoice was from Gemtronics at

964 Walnut Creek Road, Franklin, NC 28734, and listed Respondent Isely's telephone number

and email address as well as a note from him asking that future orders be placed with him

directly by phone or email. Attachment J (FC-00021) is a copy of the package invoice. The

promotional literature included in the package from Gemtronics consisted of three printed color

pages. The first promotional page includes the heading "Takesun US.A." and information about

agarcus mushrooms. This page directs consumers to go to the website www.agarcus.net and

6



"click on USA sales," or the website www.our-agarcus.com and lists Gemtronics and a

telephone number and an email address for Respondent Isely to obtain more product

information. Attachment J (FTC-00024) is a copy of the first promotional page. A second

promotional page, entitled "Popular Products," lists RAAX11 for sale at the price of $119 per

ioOml bottle, as well as other agarcus products for sale. Attachment J (FTC-00025) is a copy

of the second promotional page. The third promotional page, entitled "RAAX111Agarcus OPC

Protocol Description and Results," makes a number cancer-related treatment claims for

RAAX11. This page directs consumers to contact Wiliam Isely for more information at his

email address or telephone number, which are also provided on this page. Attachment J (FTC-

00026) is a copy of the third promotional page.

I declare uffer penalty of perjury that the foregoing statement is true and correct.

Executed this ~ day of March 2009.

/)Ælr~~~
Michael S. Liggins, Investigator
Federal Trade Commssion
Southeast Region

7
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VERION LEGAL COMPLCE
POBOX 1001 6TH PLOOR NORTH

SAN ANGELO, TX 76102

VERION CONFIDENTI - The docments accompanying this teecopy trnsission contain confidential
Infonnatlon beonging to the seder whidi Is legally privileged. The infonnatlon Is intended only for the use of
the Indivdual(s) or entit named. If you are not the intended reipien, you are heby notfied that any
discosre, copying, distbuton, or the taking of any acton In rellanæ of the contnts of this teecopied
Infonnatlon is stIct prohibite. If you have receive this tefecpy in eror, please Immediatly notif us by

telephone at the number givn to arrange fo I'm of the faxed document to us. Thnk you.

TO: BARA SOL TON
COMPAN: FEDERA TRE COMMISSON ATlA
FAX NUMBER: 40561379
PHNE NUMBER: 404656-1366
FROM: VZC JW
DATE: 06/02/200 01:23:59

STARS Case Numbe: 082782800

DokeRle Numbe: 0023191

Faxed Pages: 16

SENDER'S PHNE NUMBER: 1-88883-2600

SENDER'S FAX NUMBER: 325-949-6916
Not/Comment:

,. ~

FTC-00206
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---------------------------- SUBSCRIBER REPRT ------------_____________

=====~;~==c--======-==~--_____c==~===~z~:c====__~~~=~=====~~
Case l: 08278428000 Phone i: 8283697590

--==========-----~z=-=======m=______===~=======z=~====_am==___=====z======
STARSxp Case Number 08278428000
TN: 8283697590 MSD: Original Acct DT: 19880622
Primary BTN: 8283697590 Account Status: L
Class of Service: R Local Service Provider:
Cust Acct Num: 3562003072
Service Date: 20071214 Service Order Num: C0812474
Service Term Date:
Billing Comany Code: CTNC
PUB/NON:

Customer Name: ISELY, WILLIAM H
Service Address: 964 WALUT CRK RD FRNKLIN NC 28734-9533 null
Service Location:
Service City: FRKLIN
Service State: NC
Service Zip Code: 287349533

Listing Name: Isely, William H
Listing Address: 80, , Walnut Ck Rd
Listing Location:

-----------..--------------------=-:i______m_________-=_
:c-=K=----~~_~.:_.___~..=_~______:&~====-=~==__==_=~__====a:=
Case l: 08278428000 Phone l: 8283695861

=:I==s:=~~~====-=----=====z:=-=_______=z===cii=-z==_=__=____s==_..... No Current Records were found for Telephone l: 8283695861
===~==:z_:I~=::~=-==-*'___=_===:~___=___===~JI====::~._==_____

R==-===-------~--==-------_~==_=amii====_--___c==_=~=_===_=_______
Case l: 08278428000 Phone l: 8669447359

~-__~a_a_=~~__z_~__=_=_~____=c~==~_==_=_=__~_=====~_=========-~æ
WILLIAM ISELY
964 WALNUT CREEK RD
FRNKLIN, NC 28734
SERVICE DT: 03/01/2001
FINAL DT: OS/27/08
=~z=-=----=~-~-~-a---~===---~____m_~___:~===a~=a=______~_==a=~~=~=s

FTC-00207
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------------------------- DATED SUBSCRIBER REPORT -------------------------

====~===__~==~====~~~============_~==~==~=======az_____=___=======_======
Case *: 08278428000 Phone *: 8283695861

===============e========================================-===__============
Service dt: 19960626
WILLIAM H ISELY
964 WALNUT CREE RD
FRKLIN NC 28734-9533
Final dt: 20071214

FTC-00208
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------------------------- SERVICE & EQUIPMET REPORT --------------------_____

~======-ac---=~======~=~z====a==___==a=_D__~===~========================
Case l: 08278428000 Phone l: 8283697590

z=======~-_______===z==============___==za_~=_____=~==============~=====
STARSxp Case Number 08278428000
TN; 8283697590
Primary BTN: 8283697590
InterLATA Freeze PIC Indicator; 0
InterLATA Carr ierName Abbrev :
InterLATA Presubscription Indicator Code: 05483
InterLATA PresubIXC EffvDt: 20071214
InterLATA PresubIXCSt Code: 1
Internatl Freeze PIC Indicator:
International Presubscription Indicator Code:
Internatl Pre sub Prvdr Effv Dt:
Internatl Pre sub Status Code:
IntraLATA Freeze PIC Indicator: 0
IntraLATA Carrier Nan Abbrev:
IntraLATA Presubscription Indicator Code: 05448
IntraLATA Presub Prvdr EffvDt: 20071214
IntraLATA Presub Status Code: 1

Feature
Code:

Otl372
00506
04778
07517
07518
20070
38882
38883
38884
38892
38903
40259
40613
40667
61663
74864
87002
38900
38911
82546

Feature Code
Oeser ipt ion:

ADL LSTG
VZLD- VERIZON FREDM DISPLAY
CALLR ID W/ACB
VOL TRACKING
VOL TRACKING-SHADOW
INTE ACC CHRG SGL LN
VZ FREEDOM ESSENTIALS - BNDL
VZ FREEDOM ESSENTIALS
LEC PRDUCTS GROUP- VZ FR ESS
UNL LCL TOLL/VZ FR ESS
UNL LCL TOLL/VZ FR ESS - TRK
CW/CCW
3-WAY CALL
CALL FWD
TPP-NO
SGL LN FLAT
IWMN INSIDE W MNTNC NO
UNL LD/VZ FR ESS
UNL LD/VZ FR ESS - CHRG
INTERTIONAL OCP DENIED

~K____-_------~--~~--__________D*_=~____=~=_________m_____________~~

FTC-00209
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---------------------------- BILLING ADDRESS REPORT ----------------------------

e=-__~~~______________________________________~=c=~~___===__~~_c~~~~_
Case l: 08278428000 Phone l: 8283697590

~~======-==______________=__=___æ_=_==~___K_=============a======~~======
STARSxp Case Number 08278428000
TN: 8283697590
Primary BTN: 8283697590
Billing Name: ISELY, WILLIAM R
Billing Address: 964 WALNUT CRK RD FRANKLIN NC 28734-9533
Billing City: FRKLIN
Billing State: NC
Billing ZipCode: 287349533

-------aa--_..___..__~_=_~~II__a__________K.._____..___=_=___=_

FTC-00210



ATTACHMENT B



. -/:- . ~. -

NetworkSolu ti(J/''.5
Login Customer Service

Call us toll free
Your cart is empty

WHOIS Search Results ""i=l.. ;;ÇZ.:J:..... ..' -;...
. .-- -i~ ~~~"':.''',.''..-'-7r:.~;;_ '
:,,;,;~:t,i: :

Available agarlcus extensions:

I ~ I ~ I
SAVE over 70%

-Order SelectedoOmaill(S), I

when you r¡:A '-JSH.I,
your domel.. to

Netrt Solutons - your
truated domiln nim. prvIde"

.GO, I

Your WHOIS Search Results

~.
agaricus.net
Services from Network Solutions:

Certified Offer Serviqi - Let us help you get this domain name!

Backorder - Try to get this name when it bemes available.

55L Certificates' Get peace of mind with a secure certficate.
Enh'lnced Business listing - Promote your business to millions of
viewers lor only $1 a month!

ChOose Your Qomal.n Name
Provider WIsely and Transfer

Domain. for $9.99/yr~....
:'.

Learn the do'. and don't. of

serch engine optmIzaIon.
Download our Guide to Gettng
Found Online now.

This WHOIS database is provided lor in/ormation purposes only. We do
not guarantee the accuracy of this data. The following uses of this
system are expressly prohibited: (1) use of this systam for unlawful
purposes: (2) use of this system to collect information used.in the
mass transmission of unsolicited commercial messages in any medium;
(3) use of high volume. automated, electronic processes against this
database. By submittng this query. you agree to abide by this
polic.

Learn the Secrets
of Search Engine
Optimization

Attend our
SED Seminar

L earn More, .1

.~1,.., ::--11 l.;::9tn~",

Registrnt
Wiliam Isley
964 Walnut Creek Rd
Franklin. NC 28734-9533
US

Qop SECR-E

Domain Name: AGARICUSNET

Administrative Contact, Technical Contact, Zone Contact:

httnol1,,,,,,,,, nøh"nrl.""I. it;","," ""'\""I../hniC",,.a.~I.ltC' ;con"'rlnrn.\in_......"'.;'..IIC' "At

,')riorint'7
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~ ,--. -, - ...... .- - ...... . --_.. _.... _""._..v....

William Isley
George Olto
964 Walnut Creek Rd
Franklin. NC 28734-9533
US
(828)389-7590
gotto~takesun.com

Domain created on 13-Jun-1998
Domain expires on 12-Jun.2008
Last updated on 26-Nov-2007

Domain servers in listed order:

DNSISUPREMEDNS.COM
DNS2.SUPREMEDNS.COM

Domain registration and hosting powered by DomainDiscover
As low as $9/year. including FREE: responsive toll-free supp,
URLlframe/email forwarding, easy management system. and full featured DNS.

The previous ¡nlonnation has been obtained either directl from the registrant or a registrar
of the domain name other than Network Solutions. Network Solutions, therefore, does not
guarantee its accuracy or completeness.

Sh()1N underlying registry clataf9rlliis record

Current Regl8lrar:
IP Addres:
IP Lomlon:
Record Type:

Server Type:
Lock Staus:

Web Site Sttus:

DMOZ
VI Directory:
Web Sit. Title:

DOMAINDISCOVER
209.25.170.23 (ARIN & RIPE IP search)
UK(UNITED KINGDOM)
Domain Name
Apache 2

clientTransferProhibited
Active
1 I ¡sil.n!l!!

SJJ~ Ijstj,ngs

-Agarius blazei Muril - Altemative Therapies
Agaricus blazei Muril. Mushrooms. Altemative Cancer
Therapies, HIV, Free Visits, Icacopflaume,Chrysobalanus icaco
"meta name=
No
No
Not available
13-Sep-2005

Met Keywords:

Seure:
E-cmmerce:
Traffc Ranking:

Dat .s of:

hUn.II..".,.., nøhl/"....C'"I.lt'''nC' ~nn-/,I,..".,,'rø~..ltC' Îco""?,...""'1..._.1n''l,.rolll; not

J. "5'" ¿" Vi J

L.
Search~ I

SEARCH AGAIN

Enter a search term:

I
e.g. networksolutions.com

Search by:
C; Domain Name

r NIC Handle

, "Inonnf'7

FTC-DO 158
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Need to get your business
online?
Our professional designers
can build a custom W~b site
for your business.
5 11.95/month, plus a 5499.00
design fee

PerformanceCllcks™ from
Network Solullons
Create and manage your paii
per clickadv~rtising from as
low as S1251month plus S99
one time set-up fee

. -0- - _. -

r IP Address

Search" I

i."''''

GONI

~.
.... ..' ' \ .Anwl5t.lcini-._.....~~. ..'~ JD.___ l

........,,~ ...:. ..

i:onORS'
r.HOIC

i)""L
"~)

For your protecion, this Web site is secured with the highesllevel of SSL Certifiate encryption.

100% Secure Transaction

~ Copyright 2007 Network Solutions. All righl8 reserved.

hUn-II"""", 1"~hlln"""C""I'll'¡l"..c ",,,,,/,,,hntC"/rø,,.,ltr i,,"?rll"U'rv~;n_.'t''l"'"lu' "øl
t "nnrino"7
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WHOIS domain registration information results for our-agarcus.com from Network Solutions

. NetworkSolutions.
Login Customer Service

Call us toll free

WHOIS Search Results

Availableour-agaricus extensions:

,

I Your WHOIS Search Results
i

i ,.-
~

our-agaricus.com
Services from Network Solutions:

IMAGE NO
AVAILBLE

Certifi!lA Offer _Service - Let us help you get this domain namel

I;ackorder - Try to get this name when it becomes available.

SSU2e.rtificat!lJ! - Get peace of mind with a secure certificate.
Enhancff BusìnEl¡'s Lis-tjriQ - Promote your business to milions of
viewers for only $1 a month!

:i"-',.:.,..-'._,,,,;

1._______. . ..-----.-.--------.---------------'----J! '
The data contained in this Registrats Whois database,
while believed by the registrar to be reliable, is provided "as is"
with no guarantee or warranties regarding its accuracy. This information
is provided for the sole purpose of assisting you in obtaining
information about domain name registration recrds. Any use of
this data for any other purpose is expressly forbidden without
the prior written permission of this registrar. By submitting an
inquiry, you agree to these terms of usage and limitations of warranty.
In particular, you agree not to use this data to allow, enable, or
otherwise make possible. dissemination or collection of this data, in
part or in its entirety, for any purpose, such as the transmission of
unsolicited advertising and solicitations of any kind, including spam.
You further agree not to use this data to enable high volume, automated
or robotic electronic processes designed to collect or compile this data
for any purpose, including mining this data for your own personal or
commercial purposes.

Please note: the owner òfthe domain name is specified in the "registrant" field.

'httn.lluiu,U' 'tøtn1.."\..i.co,.lnl~nn'" l"rt../n,hn1co/..øC'nllco ;cin?r1A'l"l;..-nnr.llnø:"""'11C' ronYn

FTC-00161

~
i
I

¡
I
i

i
i
I
i
¡
i

j

I
!

Page i of 3

Your cart is empty

Choose Your Domain tiame
PJ..vider Wj~e.!Y and Transfer
Domains for $9.99/yr

Learn the do's and don'ts of
search engine optimization.
gg.inload our Guide to Getting
Found Online now.

Learn the Secrets
of Search Engine
Optimization

Attend our
SED Seminar~~
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WHOIS domain registration information results for our-agaricus.com from Network Solutions Page 2 of 3

In most cases, the Registrar is not the owner of domain names listed in this database.

Registered through: Cheap-DomainRegistration.com
Domain Name: OUR-AGARICUS. COM

Created on: 01-Jul-04
Expires on: 01'Jul-08
Last Updated on: 17-Jun-07

Registrant:
Willam Isely
964, Walnut Creek, RD
Franklin, North Carolina 28734
United States

Administrative Contact:
Isely, Wiliam gottoretakesun.com
964, Walnut Creek, RD
Franklin, North Carolina 28734
United States
8283697590 Fax n

Technical Contact:

Isely, Willam gottoretakesun.com
964, Walnut Creek, RD
Franklin, North Carolina 28734
United States
8283697590 Fax --

Domain servers in listed order:
DNS1.SUPREMECENTER20.COM
DNS2.SUPREMECENTER20.COM

The previous information has been obtained either directly from the registrant or a regis1rar
of the domain name other than Network Solutions. Network Solutions, therefore, does not
guarantee its accuracy or completeness.

L_______
Show unçla.rlyrig reaístrv data for this record

Current Registrar: WILD WEST DOMAINS, INC.
IP Address: 209)~5.170.£~ (ARIN & RIPE IP search)

IP Location: UK(UNITED KINGDOM)
Record Type: Domain Name
Server Type: Apache 2
Lock Status: clientDeleteProhibited
Web Site Status: Active
DMOZ no listings
YI Direcory: see listings
Secure: No
E-commerce: Yes
Traffic Ranking: Not available

I SEARCH AGAIN

Enter a search term:

I
e.g. networksolutions.com

Search by:
~, Domain Name

o NIC HancU~

httn-//uin/ni nø"'ninrlrC'rihit1rin~ ,.nrn/u/hn1C"J.rø~nlt~ '¡C'n?rln'l~.fn-rin.. I'n'u.;,..u. 1"1",. 1,. '''(\/'(\'7
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WHOIS domain registration information results for our-agaricus.com from Network Solutions Page 3 of 3

Data as of: 14-Jun-2005 o IP_1\l,.dre.sl¡

i fsiiG~~4 ii ¡,.__..._-------_._-------'~
Need to get your business
online?
Our professional designers
can build a custom Web site
for your business.
$11.95/month, plus a $499.00
design fee- ~. -Lil.~.:-

PerformanceCllcks™ from
Network Solutions
Create and manage your ll

Der click advertisina from as
low as S125/month plus $99
one time set-up fee

1 00% Secure Transaction
For your protection, this Web site is secured with the highest level of SSL Certificate encrytion.

Il Copyright 2007 Network Solutions. All rights reserved.

ht+n./I",i"rn, nAlninrl,"nlnt~nn~ "I"UYl/"'h"..co/røcol"ltco ..cin?rll"T"Q.;n-ruu" ~nQn,.nc ron.. 1 ') 1')(\/'(\(\7
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- _____u_ --O'-"-"~" ...."Ull".."l1 H.¡)UU¡) !V! v~-agancus.ne( from Network ,solutions

NetworkSol uti ons.,
Login

Page 1 of 3

Customer Service
Call us toll free

Your cart is empty~~~~.
WHOIS Search Results

Available opc-agaricus extensions:

r~O-rder..~~--~~~~l"(~i.~:l
- .~-~. -~--, "--'--'-".~'_~___'_V.~"'.'~"'W'ß' ~~ -__ -. . ._._~___.,_~ -_._._~'~_.___'v_._~~____._._._ __,_ . _ ."_.~..__'__~.___'.,.,_.__,~_.~,,___~.__.__.._.____._

Your WHOIS Search Results

IMAGE HO
AVAllBLE

, opc-agaricus.net
Services from Network Solutions:

ÇartifiedQff~LService - Let us herp you get this domain name!
BaÇkgrder - Try to get this name when it becomes available.

S;ii-Ça!1lcates - Get peace of mind with a secure certificate.

Çr!l-n_~QJ;?1!§iD~S,_L-istiQg - Promote your business to milions of
viewers for only $1 a month!

'_.n.__,___.,._._.,,-.,,___~_.___~-. _. ______"__,_....

Th data contained in this Registrar's Whois database,
while believed by the registrar to be reliable. is provided has is.
with no guarantee or warranties regarding its accuracy. This infonnation
is provided for the sole purpose of assisting you in obtaining
information about domain name registration records. Any use of
this data for any other purpse is expressly forbidden without
the prior written permission of this registrar. By submitting an
inquiry, you agree to thesa terms of usage and limittions of warranty.
In particular, you agree not to use this data to allow, enable, or
otherwise make possible, dissemination or collection of this data, in
part or in its entirety, for any purpose, such as the transmission of
unsolicited advertising and solicitations of any kind, including spam.
You further agree not to use this data to enable high volume, automated
or robotic electronic processes designed to collect or compile this data
for any purpose, including mining this data for your own personal or
commercial purposes.

Please note: the owner of the domain name is specified in the "registrant" field.

httn./I"/n,u, nolninr),,,,,hit..,,n,, "nn"/Hihn~('/..øC'nltC' ;",n?r1n'lQ;n_l"np Qnf3.."..C" nøl

FTC-00032

'---'-'-"'-~._---'~._--. . .-----.-.._-._._-----_.- ". .
i SAVE over 70%
, when yó TRANSFER

your dooaira to
¡ Net Soutns - yor
! if domain name prvl

¡ . G~a:~1. - ,"~..,~~~.~w..;.._._,_....__,:.~_;;:_~__'_~_..__,. ~'__'

¡

C.lø.mie YouLo.omajn N.ame
Er.øvidllLWiselli and Transfer
Domains for $9.99/yr

Learn the do's and don'ts of

search engine optimization.
Q.Qid. our Guide to Getting
Found Online now.

¡
i
i

¡..._¡

learn the Secrets
of Search Engine
Optimization

Attend our
SED Seminar
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___n_u --O'~"~~~" ....UUUUUVII l~~UIl~ IVI vVL-agancus.ne( from Network .solutions

In most cases, the Registrar Is not the owner of domain names listed in this database.

Registrant:
William Isely
964, Walnut Creek, RD
Franklin, North Carolina 28734
United States

Registered through: Cheap.DomainRegistration.com
Domain Name: OPC-AGARICUS.NET

Created on: 02-Jun-06
Expires on: 02-Jun-08
Last Updated on: 09-Mar-07

Administrative Contact:
Isely, Willam gotto~takesun.com
964, Walnut Creek, RD
Franklin, Nort Carolina 28734
United States
(828) 369-7590 Fax--

Technical Contact:

Isely, Willam gotto~takesun.com
964, Walnut Creek, RD
Franklin, Nort Carolina 28734
United States
(828) 369-7590 Fax --

Domain servers in listed order:
DNS 1.SUPREMECENTER20.COM
DNS2.SUPREMECENTER20.COM

The previous information has been obtained either directly from the registrant or a 

registrarof the domain name other than Network Solutions. Network Solutions, therefore, does not
guarantee its accuracy or completeness_ .

.$how_-l!nQ~r!YLe..§1G1 data for thjsJ?s!Qrd

Current Registrar: WILD WEST DOMAINS. INC.
IP Address: g.o_9.2S.1Z.0.2~ (ARIN & RIPE IP search)

IP Location: UK(UNITED KINGDOM)
Record Type: Domain Name
Server Type: Apache 2
Lock Status: clientDeleteProhibited
Web Site Status: Active
DMOZ no listings
VI Directory: see listin-9
Secure: No
E-commerce: No
Traffc Ranking: Not available

httn-II""'Ii,,, l"u::ilu,,,r),co,,hit'¡nnco ,.",./n/h..ir/røc,.,Itce ;".,?rlr.....".,;n-n1" I'n~..l"'IC nøt

FTC-00033

Page 2 of 3

L___~__._____J
r="'~'ri
!.§$~Mt~~

r---'---~--_._--_._---J
! SEARCH AGAIN

Enter a search term:

l-------.___..
e.g. networksolutions.com

Search by:
(! IiQOJjljn.Namfl

o NJÇHam;!-i~

1 ') /'n/'()'7



- -0----..-.. ....~..U..L.VIl ',""U1L:) IVI vpc-agarcus.net trom Network Solutions
Page 3 of 3, .

¡ Data as of:
i..___.__.__~_ .

14-Jun-2005
o lP_Ackre~ I

¡

i,S~rÇb:~J i

~ . ~~..J

-----,._~-_._-~-.,'-_._._.-.--_. ,---, ~-"-'~ --_.

Need to get your business
online?
'Our professional designers
can build a custom Web site
for your business.
$11.95/month, plus a $499.00
design fee

PerformanceClicks ™ from
Network Solutions
Create and manage your Qg
per click advertising from as
low as $1251month plus $99
one time set-up feeg;,'~m,~~~~'"

i",';':, ,~,"'%,',".';~Jt:-'t

.o-
J!- "

,... .

100% Secure Transaction
For your protection, this Web site is secured with the highest level of SSL Certificte encryption.

(g Copyright 2007 Network Solutions. All rights reserved:
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O
ver the years w

e receive a lot of questions from
 people about their health, particularly

from
 m

en betw
een 50 and 80 years old w

ho are suffering from
 prostate cancer.

T
his is the story of B

ill Isely w
ho cam

e to us in the sum
m

er of 2000, looking for a natural
w

ay to handle the prostate cancer his doctor had told him
 he had. H

e had an elevated
P

S
A

 and problem
s gettng up frequently at night. H

is doctor w
anted to insert radioactive

needles into his prostate. Instead he bought our R
F

 1000 and in a short tim
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S
A
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e dow

n and his prostate problem
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e took the A
M

A
S

 blood test that
show

ed his cancer w
as gone.

N
ow

 he helps other people get our products for their cancer problem
s like breast, lung,

liver, and all the other cancer problem
s in this m

odern w
orld of so m

uch pollution. H
e is

even w
orking w

ith doctors w
ho w

ant to use our latest m
iracle from

 the R
ain .Forest, the

R
A

A
11.

H
e is in N

orth C
arolina and w

ants to help you. C
all 828-369-7590 to talk to him

, or go to
our hom

e page and click on U
S

A
.
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Agarcus blazi Muril from Bral htt://agarcus.netcancer/prostate.htil

Cancer
Breast Cancer
Leukemia
Liver
Lung Cancer
Prostate Cancer

Discunt
HIV Treatment
Shopping
CartSales
Research
~olesales
Product
RA11
Sales USA
lTestemonials
Home

Prostate Cancer Survivor

Over the years we recive a lot of questions frm people about their health,
partcularly from men between 50 and 80 years old who are suffring from
prostate cancer.

This is the story of BiIlsely who came to us in the summer of 2000,. looking for
a natural way to handle the prostate cancer his docor had told him he had. He.
had an elevated PSA and problems getting up frequently at night. His docor
wanted to insert radióactive needles into his prostate. Instead he bought our RF
1000 and in a short time his PSA came down and his prostate problems went
away. He took the AMAS bloo test that showed his cancer was gone.

Now he helps other people get our products for their cancer problems like
breast, lung, liver, and all the other cancer problems in this modem world of so .';
much pollution. He is even working with doctors who want to use our latest
miracle from the Rain Forest, the RAl1.

He is in Nort Carolina and wants to help you. Call 828-369-7590 to talk to him,
or go to our home page and click on USA.

I:

I of I

all ri9hts Agaricus Net 1998 - 2004

.
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htt://agacus.netlcancer/chemotheray.html

..
A aricus blazei Muril from Brazil n

Statitic for People who are using th RA11/0PC Agarius protocol
Dr. Steven Hall repo tht 100% of his patients are In remision. 16.08.2008) .

II l \,. J ì ' ¡ ì ' ~ '

You need help?
Let" talk aboll it.

Phone: 828-369-7590

'"

This is the bad result if you are choosing Chemotherapy
" -.'- -Side Effects of Clíemotherapy:

All drugs can have side-ffec (unwanted eff). It is importnt to ask your
docor or nurse about the potential risks (side-ff) and benefi assiated with
your chemotherapy. This is importnt beuse eah drug can have slighUy
different types of side-ffects.

There are comon side-effects assoiated with many chemotherapy drugs. Since
these reactns mayor may not be assoiated wit your chemotherapy, youmay "
want to ask if they will apply to your case. .

A partal list of side effct includes: allergies, bone marrow dElpression.. hair loss,

mouth and throat problems, nausea and vomiting, sexual and reproucte
problems, and skin changes.

Allergic Reactions: ',. -
Allergic reacions can ocr after taking almost any drug (including chemotherapy). .

They can ocur immediately or can be delayed. If severe, the drug will be "
discntinued. If mild, allergy 

" 

treatments - e.g. suppression agents (typically more
drugs) can be use to proc with chemotherapy.

Common allergic symptoms include:
Rashes on the skin
SWellng "
Shortess of breath
Rapid heart beat

Rare allergic symptoms include:
Decreased blod pressureShock "
Kidney failure
Since most chemotherapy is given in a clinic or hospital, patients are typiclly
watched for reactons after drugs are administered. In these contrlled .

environments, prompt treatment is administered and allergic reactions are-treated.

When at home after treatment, patients can notice late allergic reactions. If you -
notice skin rashes, weakness while standing or sitting, progressive swellng or any
unusual changes you should contact your physician immediately.

Bone Marrow Suppression:
Bone marrow depression (suppression) is a side effect caused by certin

1/30/200812:56 PM
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htt://agcus.netcancer/chemotherapy.html
chemotherapy drugs. When it occurs, it typically happens 7-10 days after the
chemotherapy is started and usually recvers after 3 weeks. There are biotherapy
medications that can speed bone marrow recvery.

Bloo cells and other bloo components are made in the bone marrow. Therefore,
bone marrw depression results in decreased numbers of white bloo cells, re
bloo celis, and platelets.

When the bo loses white blood cells (leukopenia), it is a greater risk for infection.
When the bo loses re bloo cells (anemia), it can be assiated with fatigue.
When the bo loses platelets (thromboopenia), the blo has trouble clottng
and the patient is at greater risk for bruising and bleeding.

Symptoms suggestive of bone marrow depression?
Fever or chils .

Fatigue
Bruising or Bleeing
If you have fever, chils, fatigue, bruising or bleeing call your docor immediately.
In most cases your physician can give you medicines to treat bone marrw
depression. These drugs can treat infecions and compensate for low levels of
white bloo cells, red blood cells, and platelets.

Hair los - Alopeia:
Hair loss (alopeia) is a common side effec of chemotherapy, but not all
chemotherapy drugscause hair loss.

Not all hair loss is total. It can afft the head or all part of the bo. It can be
gradual. Typically hair loss doe not happen immeiately. It start several weeks
after the first chemotherapy, then hair can thin or come out in clumps. Some
peple also experienc scalp sensitivity.

It makes sese to use a mild shampo, a soft hair brush, and low heat when drying
your hair. Avoid dyes, perms and hair relaxers. In general, a short hair cut looks
fuller. If you don't cover your head, you may need to use sun screen on your scalp.

It is normal to feel angry or depresse when you lose your hair. You..should spek
with your docor or nurse about your feelings. There may be a supprt group or
mental healt professional who can help you. But remember, hair loss is usually a
temporary side-ff The hair wil grow back.

Hats and Wis:
Most sources say ýou should shop for a wig before you lose most of your hair.
That way you can match your usual style and hair color. Consider gettng a wig
with tape-tab materials called "stickies." This wil allow you to comb and style the
wig without worring about sliding. Most source also suggest you buy two wigs so
you can have one on while the other is being cleaned.

Check to se if your insurance company will cover its cost. If not. it is a
ta-deductble expense (keep your receipt). Have the establishment wrie, "hair
prosthesis as prescribed by docor" on the receipt.

When buying a hat, make sure it wil block the sun from hittng your scalp. Women
also prefer to wear hats or turbans when at home. Don't forget your sunglasses.

Nausea and Vomitng:
Nausea and vomiting are the boy's defenses against eating too much and its
mechanism to get rid of toxic fo and poisons. During vomiting, the muscles that
normally push fo down the gastrointestinal trct, revers direcon and send _
back the partially digested material.

Nausea and vomiting may ocur within the first hour of chemotherapy and can last
up to a week. Most of the time nausea goes away short after these drugs are
given.

1/30/2008 12:56 PM
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In severe cases, anti-nausea medications may be necssary.
That is beuse the vomiting patient may lose too much fluid and necssary
minerals. VVen a patient is at nsk of dehydration and blo chemical (eleclyte)
imbalance, your doctor or nurse can prescnbe mediction to help you prevent or
lessen nausea.

Other causes of nausea that cancer patien~may be expenence include stress,
radiation of the brain, and anestheti (associated with surgery).

Treatment of Nausea and Vomiting:
The pnmary treatment for nausea is anti-nausea drugs. Since they work best taken
before chemotherapy, discuss this with your doctor before your next treatment
(partcularl if you were nauseated aftr your last treatment).

Other methods include: acupressure wnst bands which are available at most drug
stores, fasting (do not eat) for a couple of hours before your treatment, try to keep'
your eyes open, and slowly deep-breathing through your nose.

If you are already nauseated from chemotherapy, do not eat a large meal or dnnk
carbonated beverages. You may tr to eat crackers, pretzels, or dry toast. Avoid
fods with a lot of residue, salads, high fiber cereals or fatt and fred foos.

Sometimes, nght after chemotherapy patients are only able to suck on ice chips,
sip ice water, or mild herbal tea. Once patients are feeling better, they may benefi
from chicken soup.

If nausea and vomiting persist, call your doctor. Some patients nee to recive
intravenous (IV) fluids and eleclytes (minerals).

Sex and Reproduction:

Chemotherapy-related sexual and reprouctive prolems can ocur in both menand women. .
Since certin chemotherapy drugs may have harml eff on an unbom child,
genetic counseling should be made available to the Chemotherapy patint in order
to discuss the eff of drug therapy on current and future pregnancies.References . 4..'. -
1. Wilson MW, Czechonska G, Finger PT, Rausen A Hooper ME, Haik BG.
Chemotherapy for Eye Cancer Survey of Ophthalmology 45:416-; 200~.

2. Calabresi P, Chabner BA. Chemotherapy of Neoplastic Diseases: Intructon.

In: Goodman and Gilman's: The Pharmcological Basis of Therapeuti. Tenth

Editon Hardman JG, Limbird LE, Gilman AG (eds.) McGra-Hili, New York, 2001,
Secon LX, pp.1381-1388.

3. Chabner BA, Ryan OP, Paz-Ares L, Garcia-arbnero R, Calabresi P.

Antineoplastic Agents. In: Goodman and Gilman's: The Pharmacologicl Basis of
Therapeutics. Tenth. Edition Hardman JG, Limbird LEi Gilman AG (eds.)
McGraw-Hil, New York, 2001, Chapter 52, pp.1389-1460:

I:
all rights Agaricus Net 1998 - 2006
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Natural Food Suplements from Brazil II

FDA registered Warehouse Franklin/USA

Looking for distributors - contact us for details -

Telephone 866 944 7359
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China - Canada - Geran - Hong Kong - Macau - Porugal - Singapor - South Afca - Spain - Thailand - Taiwan - USA
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From: servlceCQpaypal.com (serviceCQpaypal.com)

To: Riece Miles

Date: Thursday, January 3,20081:08:19 PM
Subject: Receipt for Your Payment to gottOCQtakesun.com

PayPar Th~ way to s~nd and
rec.Î"~ money online

Dear Riece Miles,

This email confirms that you have paid (aotto(Qtakesun.com) $134.90 USD using PayPal.
This credit card transaction wil appear on your bill as "PAYPALR.

Payment Details

Transaction ID:
Item Price:

Totl:
Order Description:

Item/Product
Number:

InvDlce ID:

Buyer:

20U8900657657914S
$134.90 USD
$134.90 USD
11263984: 1 Agaricus blazei murll
Rac-xll bottle 100ml melhor qualidade
original CQ 119.90
11263984

11263984
Riece Miles

It may take a few moments for this transaction to appear in the Recent Activity list on your
Account Overview.

Business Information

Business:

Your Confirmed Address

Shipping Info: Riece Miles
r

. ,
Lorton, VA 22079
United States

If you have questions about the shipping and tracking of your purchased item or service, please
contact at gottoCQtakesun.com.

If your emaH program has problems with hypertext links, then you may also confirm your email
address by logging into your PayPal account at WWçlypal.com/us. On your My Account page you
wil find a "Confirm Your Email Address" 

link. Click on this link and enter the folloWing confirmation

htt://us.mg3.mail.Yahoo.COmldc/launch?.rand=cOfaj20vnbmdn
1/3/2008
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number:

0653-8336-0122-8007 ~4430

Thank you for uSing PayPal!
The PayPal Team

Your monthly account statement is available anytime; just log in to your account at
https://W.!w.p~.cQm/us/HISTORY. To correct any errors, please contact us through our Help
Center at .!W-lWW ~ypai.c.om/ysLlii;_l~.

FOR INTERNATIONAL PAYMENTS ONLY

Commissions and Fees Incurred by sender: $0.00

Rate of Exchange: The above exchange rate Includes a 2.5% spread above the wholesale exchange rate atwhich PayPal obtains foreign currency, and the spread is retained by PayPal. If and when the Recipient
chooses to withdraw these funds from the PayPal System, and if the withdrawal involves a currency
conversion, the Recipient wil convert the funds at the applicable currency exchange rate at the time of the
withdrawal, and the Recipient may incur a withdrawal fee.

RIGHT TO REFUND
You, the customer, are entitled to a refund of the money to be transmitted as a result of this
agreement if PayPal does not forward the money received from you within 10 days of the date
of Its receipt, or does not give instructions committing an equivalent amount of money to the
person designated by you within 10 days of the date of the receipt of the funds from you unless
otherwise Instructed by you.

If your instructions as to when the money shall be forwarded or transmitted are not complied
with, and the money has not yet been forwarded or transmitted, you have a right to a refund of
your money.

If you want a refund, you must mail or deliver your written request to PayPal at P.O. Box
45950, Omaha, NE 68145-0950. If you do not receive your refund, you may be entitled to your
money back plus a penalty of up to $1,000.00 USD and attorney's fees pursuant to Section
1810.5 of the California Financial Code.

Important Note: The Right to Refund claim process applies only to payments that have not been
successfully transmitted to the recipient. With PayPal, almost all payments are transmitted to the recipient
immediately, except for eCheck payments, and payments to non-PayPal members.

Please do not fie a Right to. Refund claim If your payment has already been completed. If you have
-.-- protJems wIth a'comptetedpaymentorneedasststance wlsetng ã-Utsut wit a seller, 'go to "Pal's- _. ..

Resolution Center by logging into your account and clicking the Resolution Center sub tab located at the
top center of the Account Overview page.

You can also dick the Help link at the top right of any PayPal page to look up more Information about the
Resolution Center and fiing complaints.

MA residents only: PayPal holds a Foreign Transmittal Agency license in the State of Massachusetts _
Ucense Number FT3345.
.._-.....,_..~. ._-~.~~ ~._.._.__._-_._._-- .._- .----.,~_.,___._.__.____.~._w.___." ....___,~._ '~"._'.___._.___._~_._., ____.._.____,_______ .~____...__.__~~..._

Please do not reply to this email.This mailbox is not monitored and you will not receive a response. For
assistance, !Q!l1r to your Pay Pat account and choose the Help link located In the top right corner of any
/"ayi-ai page.

To receive email notifications in plain text Instead of HTML, update your preferences here.

....... "'-, .,-..._" ~"'" .. ..- ""_."'__',_,__ .... n' ~.." _'."_.", "'__"'__" ...._.'.~___'.

PayPal Email 10 PP120

htt://us.mg3.mail.yahoo.com/dc/launch? .rad=cOfaj2Ovnbmdn 1/3/2008
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Keceipt - l'aYl'al
Page 1 of 1

gotto~takesun.com

Ship To: Rlece Miles

I Pa ~ Se P-IReceipt

Seller Information: gottol§takesun.com

Lorton, VA 22079
United States

,. - ---

!~n~~I~I1.:iP.;.?QllS~-aG.~!§-S~t4S.
Payment For

".. ," .~..... ,---,'-'._-".. _..___.._,......_.n.. ..._~.._... _.....__.w..._....._ ...,..____.." ,..__._......

.. .... ..... ....... %. ...... ...... .......---_. ---_.- -- ... m _ _ e!~!;~..()ri. J!ln,.;3I.. ?9QS,

QuantIty ¡ Price i
11263984: 1 Agaricus blazel murtll Raax11 bottle 100ml melhor qualldade
original 0 119.90
Item #11263984

$134.90 USD i

-,~,,- _.~--,,--~_..,~.-..'- -'¥.----.-.-,y.,.-'¥ ---....-_.__. - __.._. ___u ~_. "__. . ; ;. , ,u_,__ --...y....--... _..~_..,. '''_''_ ~...___._..__._ ___ -..-.--__"._..__.._~_.._.~..u.'_.._.

Subtotal: $134.90 USD

Sales Tax: $0.00 USD

Total Amount: $134.90 USD

I Print! I Done I

PayPal. The safer, easier way to pay.

For more information, read our User Aoreenient and Priyacy Policy.

htts://ww.paypal.comlus/cgi-binlwebscr?cmd= _ flow&SESSI ON=IyU zr5Y c9qL 9X IjnuX... i /3/2008
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Car
Page 1 of 1

Takesun do Brusil

Venfiy tht you are in following countres: USA, Canada, Austria or Asia.
Other countres will be delivered though other agents. Look into your
countr page. (EU-Distbutors: Austra, Germany, Portgal, Spain)or contact
sales~agarcus.net

Product
Agaricusblazei murill Raax11 bottle 100ml
me/hor qualidade original

Quantity Price Amount

1 119.90 ' 119.90 ':

All prices are In US Dollars

Subtotal
Shipping

119.90

15.00

TOTAL 134.90

US customers: UPS ground: 5 business days, UPS air: 3 business day delivery.
Intemational customers only Asia & Australia. 'Europe enter in your country page:
EMS shipping arrives within 5-10 workng days, Global Priority Mail 

1 0 to 18 days.

Biling details
Shipping address (if diffrent from the
biling address)

Dana Long

Roanoke, VA 24018
United States
Tel: 703-532-

Fax:
dana_long~yahoo.com

Payment options

;:~) Credit card or direct cash payment via PayPal

CONTINUE . J

Your Credit Card is charged using a SSL secured server. On your statement wil
apear GEMTRONICS SECURE PAYMENTS

..h '-'.-_..~ """..,n,,_.._.. ...__..~".....'..R P" ......._......_. .... h.._ . .".. . _..,"' '."._.__..__.. .......__~_,.. ~~..._......_
.. ....._..........-__....__......w.............._..._.... ...............___".._,.._

W ti~.i:~j:.':~.~.)::~;L,

..

http://ww4.aitsafe.com/cf/payments.pht
1/23/2008

FTC~00029



Review Your Payment - PayPal
Page 1 of i

.....-...-----.----.-------... -".-. ..._-------_....------1_._ N________________________J
Review Your Payment

Revi the payment details below an click Pay to complete your sea.i payment. Visit Ey.!lljng
SQlI~ to learn more about PayPal policis and your payment sorce rights and remdies, or to
change debit care processing options.

I PaI ~ Se P8 I

Item

1130829: 1 Agaricus blaz murill Raax11 botUe 100ml melhor qualidade

orginal ~ 119.90
Item # 11306829

Unit Price

$134.90

Qty

1

Total

$134.90

Add ¡¡peial ¡"¡¡!rctions for the Merchant ~ Certlie Couoo or Reward

Subtotal:
Total:

$134.90
$134.90 USD

Payment Method:
Creit Card: Visa XX-XX-XX-6891 $134.90 USD

This credit card transaction v,;II.appear on your bil as "TAKESUNPORT".~
Shipping Address:

Dana long

RoanoN:, Vn "..,. i U
United States~

Contact Infonon: dana_'ong~
703-32..
(Takes un ..onuga J lda. Verkauf Deutschland
requires a . phone number to complete this order.)

Chanoe Phone

Pay Pal. The safer, easier way to pay.
For more in(ormation. read our I,S.W_tl9f2!.!.n and !"dYii~.eQ1jçy.

https://ww.paypa1.comluscgi-binwebscr?cmd= _ flow&SESSI ON=n~jxMtEyLCGtLhrR... J I?l/?OOR

FTC-00028



Print
Page 1 of2

From: service(§paypal.com (service(§paypal.com)
To: Dana Long
Date: Wednesday, January 23,200811:27:52 AM
Subjec: Receipt for Your Payment to Takesun Portugal Lda. Verkauf Deutschland

..~II"~'. Th~ war to JI~Ðd andrU,rul Tft.,nmon.,onlln.

Dear Dana Long,

This emall confirms that you have paid Takesun Portugal Lda. Verkauf Deutschland
(vendas-l§takesUI1RortU-9Ç!l.~Qm) $134.90 USD using PayPaJ.

This credit card transaction wil appear on your bil as "PAYPAL *TAKESUNPORT".

Payment Details

Transacton ID:
Item PrIce:

Total:
Order Decription:

Iteml Product
Number:

Invoice ID:

Buyer:
Phone:

00061355NC651964H
$134.90 USD
$134.90 USD
11306829: 1 Agaricus blazei murill
Raax11 bottle 100ml melhor qualidade
original (§119.90
11306829

11306829
Dana Long
703-532-

It may take a few moments for this transaction to appear in the Recent Activity list on your
Account Overview.

Business Information

Business: Takesun Portgal Lda. Verkauf

Deutschland
Contact E-Mail: vendas(§takesunportgaJ.com

... c; .... .;.

Your Unconfirmed Address

Shipping Info: Dana Long

Roanoke, VA 24018
United States

If you have questions about the shipping and tracking of your purchased item or service, please
contact Takesun Portgal Lda. Verkauf Deutschland at vendas(§takesunportugal.com.

http://us.mg3.mail.yahoo.comldc/launch ? .rand=aa7bOoi 1 frd9
i /23/2008

FTC-00030



Print Page 2 of2

Thank you for using PayPal!
The Pay Pal Team

Your monthly account statement is available anytime; just log in to your account at
htm;1ww.paypal.com/us/HISTORY. To 'correct any errors, please contact us through our Help
Center at https:/Iwww.paypal.com/usLlii;LP.

FOR INTERNATIONAL PAYMENTS ONLY

Commissions and Fees Incurred by sender: $0.00

Rate of Exchange: The above exchange rate Includes a 2.5% spread above the wholesale exchange rate at
which PayPal obtains foreign currency, and the spread is retained by PayPal. If and when the Recipient
chooses to withdraw these funds from the PayPal System, and if the withdrawal Involves a currency
conversion, the Recipient will convert the funds at the applicable currency exchange rate at the time of the
withdrawal, and the Recipient may incur a withdrawal fee.

RIGHT TO REFUND
You, the customer, are entitled to a refund of the money to be transmitted as a result of this
agreement if PayPal does not forward the money received from you within 10 days of the date
of its receipt, or does not give instructions committing an equivalent amount of money to the
person designated by you within 10 days of the date of the receipt of the funds from you unless
otherwise instructed by you.

If your instructions as to when the money shall be forwarded or transmitted are not complied
with, and the money has not yet been forwarded or transmitted, you have a right to a refund of
your money.

If you want a refund, you must mail or deliver your written request to PayPal at P.O. Box
45950, Omaha, NE 68145-0950. If you do not receive your refund, you may be entitled to your
money back plus a penalty of up to $1,000.00 USD and attorney's fees pursuant to Section
1810.5 of the California Financial Code.

Important Note: The Right to Refund claim process applies only to payments that have not been
successfully transmitted to the recipient. With PayPal, almost all payments are transmitted to the recipient
immediately, except for eCheck payments, and payments to non-PayPal members.

Please do not fie a Right to Refund claim jf your payment has already been completed. If you have
problems with a completed payment or need assistance with settling a dispute with a seller, go to PayPal's
Resolution Center by logging into your account and clicking the Resolution Center sub tab located at the
top center of the Account Overview page.

You can also click the Help link at the top right of any PayPal page to look up more information about the
Resolution Center and filing complaints.

MA residents only: PayPal holds a Foreign Transmittal Agency license In the State of Massachusett _
License Number FT3345.
".'--- -.-.._.....- ..-.w_._...._.__w._...__......~_____~_._.__~__w,..__...H"__'_'.'_____H"_'. ......._._.....___ '_.___....____._____.,_._....__.._.~._._._.._,.___.._...".._,__ .... P"'._' .._'__..._...._.__.___...._._______._._.,.....

Please do not reply to this email.This mailbox is not monitored and you will not receive a response. For
assistance, log In to your Pay Pal account and choose the Help link located in the top right corner of any
PayPal page.

To receive email notifications in plain text instead of HTML, update your preferences i:.

._._--_.__._--_.--,.._._.._~---,.~ -.,.,...__..-_.._.,.._~_._---_.._--_..--_.. -~.._------_.-_._..-

PayPal Email ID PP120

http://us.mg3.mail.yahoo.comldc/launch?.rad=aa7bOoi 1 frd9 1/23/2008
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Shipment Invoice -. National Customer #3019

From Gemtronics,
964 Walnut Creek Rd.
Frankl, NC, 28734

USA

Date 1-24-08

Tel: 828-369-7590
w~isely~ftpmanbox.com

Ship to:
Customer: Dana Long

., - f ..
,

Roanoke, "1\, 24018

Phone: 703-532-' emaIl:

Item Unit price No Cost

RAl1 $119 .1 $119

Method Of Ship: UPS shipping & Handlig Cost: 15
-.i-________

Method of payment: Pay Pal Total $134

Authentication # WHI

Note: Please order direct by phone or email in the future.

Thanks, Bill Isely

FTC-00021
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1 MS. BOLTON: This is the deposition of William

2 H. Isely in the matter of Gemtronics, Inc., et al.,
3 FTC Docket No. 9330. My name is Barbara Bolton and I'm

4 complaint counsel for the Federal Trade Commission. And

5 at this time I i d ask the other counsel to state his

6 appearance for the record.

7 MR. VAN HORN: My name is Matthew I. Van Horn

8 and I i m counsel for both respondents Gemtronics, Inc. and

9 individually, William H. Isely.
10 WILLIAM H. ISELY,
11 a witness, called for examination, having been first
12 duly sworn, was examined and testified as follows:
13 EXAINATION
14 BY MS. BOLTON:

15 Q. Good morning, Mr. Isely. Thank you for being

16 here today. Have you ever had your deposition taken

17 before?

18

19

A. You mean in this case or in some other --

Q. In another case. Have you had a deposition

20 before?

21 A. I don i t recognize it. I think not.

22 Q. All right. I i 11 be taking your deposition

23 today. And the court reporter will be recording your
24 answers. Since this will be a written transcript, it is
25 important that you answer questions verbally and not use

For The Record, Inc.
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1 gestures or nods and the like because it cannot be

2 recorded accurately by the court reporter.

3 If you do not understand a question that I ask

4 you, please let me know. I i 11 be happy to rephrase it

5 for you. If you do understand a question, i'll assume

6 I'm sorry. If you do answer a question, I'll assume that

7 you did unders tand it.

8 If you would like to speak with your attorney

9 during the deposition, that's fine. I would just ask
10 that if there is a question pending, please conclude your

11 answer before conferring with counsel.
12 If you would like to take a break for any
13 reason, bathroom break, you want a glass of water, you
14 want to stretch, that would be fine and I would be happy

15 to accommodate you.

16 Is there any reason why you cannot testify
17 truthfully and accurately to any questions that I pose to
18 you today?

19 A. Well, I can i t answer that until I know what the

20 questions are.
21 Q. But it i S your intent to answer?

22 A. None that I know of. None that I assume you

23 would ask.

24 Q. Are you experiencing any medical condition that

25 may affect your ability to recall or testify truthfully

For The Record, Inc.
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1 today?

2 A. Well, 11m just getting old and memory is not as

3 good as it used to be.

4 Q. And are you presently taking any medication that

5 would affect your ability to recall or testify
6 tru thful ly?
7 A. I don i t think so.

8 Q. I'll begin by asking you to tell me a little bit

9 about yourself. For the record, can you state your name

10 and address?

11 A. William H. Isely. 964 Walnut Creek Road,

12 Franklin, North Carolina, 28734.
13 Q. And can you tell me a little bit about your

14 background. For instance, can you tell me about your
15 education?

16 A. Well, I was born in Turkey in 1925. My parents

17 were missionaries. And I was home schooled till high
18 school. Well, I guess I had one year back in the United

19 States when I was 10 years old. And then I went to
20 Beirut Community, American Community School for two

21 years. And then before the war I came back on a trans

22 steamer, lived with my grandmother in Kansas, where I

23 finished up my high school.
24 Well, during the last part of high school the
25 war started and so without a break from high school, I

For The Record, Inc.
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1 went to college. I went to Carnegie Tech to start with.

2 And then I was classified to be drafted and there was a

3 period of time where I did part-time jobs. And then I

4 got a job in an aircraft factory, waiting to get drafted.
5 It didn i t seem to happen, so I went back to school at

6 Northwestern for a year.

7 And then I did get drafted. And it was strange.

8 i was drafted into the Navy, which is unheard of.

9 Because the Navy was usually filled up with volunteers.

10 They had more people to try to go to the Navy to avoid
11 the Army, but there towards the end of the war everybody
12 wanted out, so the Navy had to draft people, too. So I
13 spent some time in China as a radio operator.
14 Q. Did you get a college degree?

15 A. Yes. After the war I came back and went to --

16 continued at Northwestern under the GI bill and I got a
17 BS in mechanical engineering and --
18 Q. And what year did you get that?

19 A. Well, actually, I finished school in 1948, but

20 it was -- I had to go to sumer school to finish up, the

21 way it worked out. And so I think on my records they
22 show it as '49, the class of ' 49. But actually I started
23 working in '48 with Westinghouse.
24 Q. And did you get a graduate degree at all?
25 A. Yes. They sent me to graduate school, which
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1 from my point of view was a very cheap way of doing it.

2 So I got a master i s in electrical/mechanical combined.

3 Q. And where did you get that from?

4 A. University of Pittsburgh, which is where I was

5 working for Westinghouse.

6 Q. And then after college, why don i t you just tell
7 me your employment history briefly.

8 A. Well, we -- I was in, you might say, the defense

9 industry. We were making turrets and other equipment for

10 airplanes. You know, the ball turrets that they put in
11 the tails of the bombers and making computers for those,

12 and I was involved in that. And I got involved in some
13 of the early missiles.
14 Q. And who did you work for, when you did that?

15 A. This is for Westinghouse.

16 Q. For Westinghouse. All right. And then how long

17 did you work for Westinghouse?

18 A. Well, let's see. i 48 to about '55.

19 Q. Okay. Then who did you work for after?
20 A. Part of that time I moved to another facility

21 they had, which was in Baltimore. They set up a special
22 division to work on airplane problems. But I was trying
23 to get them interested in space, and they said, oh,
24 there's nothing that ever happened to that. They
25 wouldn i t spend any money on it, so I changed jobs. i
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1 went to work for Boeing.

2 Q. And that was in i 55?
3 A. '55. And they started me out as an engineer in

4 charge of testing a missile that Boeing was developing at

5 that time called the Boemark. And it was a fighter

6 missile without a pilot. Take off like a rocket and then

7 get up to 60,000 feet and then it would look for the

8 bombers it was supposed to shoot down. Kind of an

9 . interesting project.
10 Q. And how long did you work for Boeing?

A. ~o years.

Q. And then you went to where?

A. Well, I was go ing to go to work for Martin, but

I got an offer from Honeywell, first, over in

11

12

13

14

15 St. Petersburg. And they were in the aerospace business

16 as well. So I guess they thought they needed what I

17 my expertise and so I was there for 33 years, worked on a
18 numer of missiles and rockets and also one spacecraft.
19 And my highest position was program manager of a

20 program that probably took in, over the life of the
21 program, two billion dollars in defense-related business.
22 That was a guidance system for the rocket that -- well,
23 we probably, probably bui i t 155 0 f them. I think they
24 are still building them, as a matter of fact.

25 Q. And did you retire from Honeywell?
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1 A. I retired from Honeywell.

2 Q. What year did you retire?

3 A. I think it was '87. My retirement was kind of

4 intermittent. I did some consulting part time for a

5 while with them, but mostly I was -- I think I came up

6 here in sumer of '87.

7 Q. And have you been employed since your

8 retirement?

9 A. I had two consulting, very short consul ting

10 jobs. One was with an Italian aerospace company, the

11 reason I got to go to Italy to do that. But other than
12 my self-employment, the answer is no.
13 Q. And what have you been doing then for

14 self-employment?

15 A. Well, this goes back to '71. I was having some

16 health problems, just didn't have much energy and I
17 consul ted wi th some M. D. s . Couldn't get any help. They

18 said, well, you're 45 years old, you've got to slow down.

19 Well, I wasn i t ready to.
20 And I talked to some nutritionists and we came
21 up with I was getting too much animal fat, which was
22 probably clogging my arteries, as people experience these
23 days. You hear it on television. So they recommended I

24 go on a vegetarian diet, and I did that.
25 And the first six months was real tough. I
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1 thought, it was a mistake. But what happened was I didn't

2 study nutrition well enough to know that a vegetarian has

3 got to eat differently. I just stopped eating meat and

4 fish and eggs and chicken, but I didn't think about where

5 was I going to get my protein. So after I adjusted that,

6 i had to study nutrition to find out what was best for

7 me. And my heal th got a lot better. And I said, hey,
8 this is good stuff.
9 I was telling some of my friends. And they

10 were -- and they didn i t want to bother. Most of the
11 things were available in the common health food stores,
12 don i t have to mail away for them, like Spirulina,
13 methionine. Well, microhydrin turned out to be a very
14 good product. These were sort of cutting-age products
15 that hadn't yet gotten into the mainstream market.

16 And so my friends would ask me, well, gee, we

17 don't want to bother, but could you sell us a bottle?
18 Pretty soon I found I had a little business going. And I
19 specialized more in Dr. Hill's products. He was
20 Dr. Christopher Hill, he's no longer alive. But Royal
21 Body took over his products.
22 There were some ingenious things he came up

23 with, based on studying why the HuntSA people lived so

24 long. And it turns out it is the minerals in their
25 glacial water they drink. He studied how to synthesize
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1 the same minerals.

2 Anyway, I made a little business of it. When I

3 retired, I continued it.
4 Q. Did you sell under any particular name or were

5 you just selling informally?
6 A. Well, I was just -- I was just selling under my
7 own name. And then when I got up here and started some

8 local sales, I realized I needed sales tax certificate
9 and to collect sales tax.

10 Down in Florida, the products weren't under
11 sales tax and so I hadn i t been involved in that so much.
12 And at the time I needed to -- I was also interested in
13 rocks and gems. So I thought a name to connect some of

14 the interests I had that represented that, I called it
15 Gemtronics. And that i s the name that I registered in, I
16 think it was '93, with the state, as a -- let's see what
17 my category is. Mail order, basically mail order and it
18 was largely dietary supplements. And I picked up a
19 couple other brands, Mannatech brands of products.
20 And what really happens is, I was watching for

21 new things that would come out. And because one of my

22 principles was if everybody is doing it, it's like
23 there's another Chinese tailor down the corner and you

24 can't charge more than he does. And so I was always

25 looking for things that hadn't gotten widespread
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1 distribution.
2 When something got saturated, I probably would

3 start moving into something else. And let's see, how we

4 got into
5 Q. Were you selling -- as part of your nutritional

6 supplement business, were you always doing business out

7 0 f your horne?

8 A. Yes.

9 Q. All right. So you didn i t have any, any --

10 A. i didn't have an office.

11 Q. -- business location?

12 A. No. Originally it was by mail and then my son

13 introduced me to computers. And kind of hard to say,
14 early 1990s I think I had my first computer that ran on
15 DOS rather than -- it was before Windows. I made up a
16 chart that shows -- I'd like to pass this out.
17 MR. VAN HORN: It was the Exhibit A to our

18 interrogatory responses.
19 MS. BOLTON: Uh-huh (affirmative).

20 MR. VAN HORN: I've provided her with that.

21 THE WITNESS: It will help if you have it while

22 I talk, because my business got more complex as I got

23 picking up Takesun products.

24 BY MS. BOLTON:

25 Q. All right. So, according to your chart, it says
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1 you added Takesun, you started adding Takesun products to

2 those you sold in 2000?

3 A. How about -- see, I had a neck surgery in late

4 1990s. And they discovered that while I was in the
5 hospi tal I had enlarged prostate. And they had me get on

6 a screening program. And I had a rather -- a level of

7 PSA for some time and then one year it spiked up from

8 9 to 16 in a short period of time, and my doctor

9 suggested I see a urologist. And he did a biopsy and

10 found I had prostate cancer. And his solution was to
11 load me up with radioactive pellets. And I asked him,
12 well, what's the long-term result of that. And he said,
13 well, it's too new. We don't know yet, but we think it's

14 a good thing to do.
15 i had reservations about -- I have had about
16 radiation for a long time. Particularly in Florida, when
17 they started radiating tomatoes and all variety of other
18 things. I wasn't sure that was good for me. So I

19 started researching what natural -- well, my Doctor said,
20 your rate of increase is not too bad. You can wait a
21 while and see what you want to do, rather than go into a
22 sudden surgery.

23 So i looked naturally on what was available on
24 the Web, I tried a number of things. I eventually ran
25 across Agaricus Blazei Murill, which is a technical name
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1 for the mushroom that Takesun sells. And it was

2 available from a couple of medical people, but they were

3 basically buying for their patients. And they would

4 quite often be out or they wouldn i t have enough to spare

5 for me, so -- and my PSA was coming down rather quickly,

6 so I was quite interested in it. So I started buying it
7 directly from Brazil.
8 Q. And what was the company name that you purchased

9 from?
10 A. Takesun do Brasil. It i S a Portugese spelling of
11 Takesun of Brazil.
12 MR. VAN HORN: It i S D-O?

13 THE WITNESS: It i S D-O, then B-R-A-S-I-L. Then

14 my point of contact was George Otto Kather, who was a

15 German born, immigrated to Brazil. And my understanding

16 is he married a Brazilian lady and set up his business

1 7 there.
18 Q. Is he the president of Takesun do Brasil?

19 A. I have no idea what his official duties are. It

20 seemed to be sort of a family-owned business. And I
21 don i t know. It is called LDA. I don't know if that iS
22 like limited in this country or what. They have that
23 after the name, LDA.

24 Q . Bu t as far as you know, does George Ot to Ka ther

25 run Takesun do Brasil?
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1 A. As far as I know, he appears to be the main

2 person, yes.

3 Q. Okay.

4 A. And because he's multi-lingual, he deals with
5 the international business. He speaks German, Portugese,

6 Spanish, and probably in order of proficiency English.

7 His English is pretty bad, but he -- he gets along with

8 it.
9 Q. And you started buying Agaricus products from

10 Mr. Kather?

11 A. Well, from Takesun.

12 Q. From Takesun do Brasil?

13 A. Yes.

14 Q. And that was in 2000 you started that?
15 A. I would say early 2000 I was buying it basically

16 retail and some of -- I had quite a lot of customers by

17 that time buying other products. A lot of them was
18 interested in anything new I came up with. So it looked
19 like it was something to add to my business.

20 So I needed a name and I came up with Nature

21 First as the name. And that's what I imported under

22 after I started more than just for myself.

23 Q. And was that a registered company or was that a

24 d/b/a or what kind of
25 A. No, it was just a/kia, if you want.
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1 Q. It was a name you did business under?

2 A. Yeah.

3 Q. Okay. And then when did you start using

4 Gemtronics with regard to purchasing Agaricus products?

5 A. Not yet. What happened shortly after that was

6 that one of my main buyers is a lady, Jane X, out in the

7 West Coast, asked to be a partner in my importing

8 business. She wanted to import to the West Coast and

9 customers she had. So we formed a legal partnership.

10 And I've given you the federal ID we registered under.
11 And it was actually from probably around June of 2001

12 until December.

13 And we originally planned -- we divided the
14 business. I was going to continue handling the

15 importing, she was going to be the warehouse and both of
16 us had retail business, but she was going to ship out all
17 our retail sales and maintain the stock in her place. We

18 got halfway through that transition and she just didn't
19 like the business. She didn't think it was making as

20 much money as she thought it ought to and so we closed

21 out the partnership that year.
22 In other words, we had December 31st we

23 reported the taxes for the year we had been in business
24 and closed it out. And that was Takesun, U.S.A.

25 Q. That was the name of your partnership was
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1 Takesun, U. 8 .A.

2 A. Yes.

3 Q. Okay. And was that a registered partnership?
4 A. Well, it had a Federal ID. I guess to that
5 extent it was registered.

6 Q. Okay. Now, after the dissolution of your
7 partnership, did you continue doing business under the

8 name Takesun, U. 8 .A.

9 A. Well, I had to close out the bank account and so

10 on, but wi thin a few months I made no more purchases. I

11 transferred the stock, we divided up the stock. And as
12 far as any business went, we were done by December of

13 2001.

14 Q. And after --
15 A. Now, I left the name on my -- i left the name on

16 my, what's the word, my brochure, in the event that
17 somebody else would want to be under, at least under my

18 importing of -- I wanted to keep my importing name. I
19 wanted to keep that as a potential importing name, if I
20 went back into that mode that I had been with Jane, but
21 tha t never happened.
22 Q. 80 Takesun, U. 8 . A. was a name that you used to
23 import product?
24 A. Yes.

25 Q. 80 you imported Agaricus products?
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1 A. Yes.

2 Q. And were these Agaricus products imported from

3 Takesun do Brasil?

4 A. Yes. And then I went back to using Nature First
5 as my importing company, let i s say, in 2002. And i

6 swi tched over to selling from Gemtronics, which was

7 because Gemtronics had the retail registration and retail

8 tax collection capability that Nature First did not.
9 Q. Oh, so let me just be clear. So Nature First is

10 a name that you used in starting in 2002 for importing
11 products from Takesun do Brasil?

12 A. No, I started -- no, I went back to that.

13 Q. But, I mean, you began using it again?

14 A. I started us ing it again.

15 Q. Now, did you have an importing license to import

16 these products?
17 A. At some point I registered with the FDA and I

18 have a registered approval, what they called an approved
19 warehouse. This means that they have vetted your
20 business background and so on and are a legitimate
21 business, not, you know, somebody that i s laundering money

22 or something else. And it makes -- it helps the FDA in
23 the customs aspect because of -- they can just go to the
24 file and pull up anything they want, any information on

25 you they want, without having to get it on every import.
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1 And I was importing as often sometimes as once a

2 month, so that i s -- and then, of course, Homeland

3 Securi ty came in and put in their rules of prior notice.
4 Where anything, any importing has to have a prior notice

5 form filled out and filed with the FDA. And that turned

6 out to be a fiasco because they wanted you to identify

7 the flight and the time within an hour of when your

8 shipment was going to arrive. Well, with international

9 flights and weather, it turned out that three quarters of

10 the time it came on a different airplane at different
11 times and you were supposed to let them know. Well, the
12 logistics of that just was difficult.
13 Q. All right. Now, let me clarify. So you have an

14 FDA approved warehouse, correct, for importation?

15 A. I listed my house, right.

16 Q. And you imported product from Takesun do Brasil.

17 Did you import any other products?
18 A. No.

19 Q. So you were the exclusive -- that was

20 exclusively Takesun products that you imported?
21 A. Uh-huh (affirmative).
22 Q. Okay.

23 A. But I was not exclusive with Takesun.

24 Q. Takesun -- in other words, did Takesun -- were

25 there other people in the United States or businesses in
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1 the United States

2 A. Oh, yes.

3 Q. -- that you knew that imported Takesun products?

4 Oh, yes. See, I was -- Takesun, I was importing

5 enough volume that Takesun offered me an exclusive if I

6 would sign up as a dealer. There were many reasons I

7 didn 't. For one thing, he offered me a contract which I

8 would call written in pidgeon English. And George learns

9 hi sEngI i sh by hearing it. I don i t think he ever had any
10 official schooling. So two words that sound the same, he

11 would use them interchangeably.

12 Q. So you had no distributorship, formal
13 distributorship agreement?
14 A. No. Every purchase was a stand-alone,
15 separately negotiated on price, on how it was to be sent
16 and, you know, whether it was to be sent express or with
17 one of the freight companies, and when it would be

18 delivered. So that made it a little more difficult
19 because I had been a distributor.
20 But I was concerned about his advertising and I
21 became more concerned, I think, in about '62, about the
22 time I had moved, moved out of the partnership.
23 MR. VAN HORN: 1962?

24 THE WITNESS: No, no, '92. , 92 . No, 2002. Go
25 back to my chart and I won i t forget. I think he told me
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1 in an e-mail that FDA had been on his Website and told

2 him they didn't like it or anyway there was some

3 complaint to him. And he investigated it, and he told me

4 that he didn't come under the FDA or the United States

5 jurisdiction, so it wasn i t a problem for him.

6 i recognized it might be a problem for me to

7 have any formal ties with, any legal ties with Takesun,

8 so I strictly avoided that.
9 Q. All right. So then all you did was buy product

10 from him or import product from Takesun¡ is that correct?
11 A. Well, Takesun -- as an inducement to buy from

12 him, Takesun had offered a free Web service. And at the
13 time I was with Nature First, the way he did that was you
14 went to an address at .net.
15 Q. What year now are we talking about?

16 A. Talking about -- years, I'd say 2001, 2002. You

17 went to Agaricus.net and you clicked on U.S. sales, and
18 that, that clicked over to my Web pages.

19 Q. And Agaricus tell us what Agaricus.net is.

20 A. Agaricus .net is the main Website for the

21 Agaricus products that is owned and controlled by Takesun

22 do Brasil. And so I got concerned that I was going

23 through Agaricus. net to get to my pages. Actually, they
24 weren i t my pages in the sense that I was -- I never
25 learned how to run a Website, but I would, I would say
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1 what -- I would get the material in the way of general

2 terms of what I wanted and we i d spend several

3 interactions getting right English on it, you know, and

4 making sure that this is on my pages of Nature First.

5 Q. All right. So Nature First had a Website; is

6 that what you i re saying?

7 A. No, they had pages. There i s a difference.

8 Q . They had Web pages?

9 A. Web pages on Agaricus.net. And about 2002 --

10 MR. VAN HORN: Do we want to have him say what

11 those Web pages are? Are they -- is it just a page or is
12 it actual, like a Website?

13 MS. BOLTON: He just said it wasn't a Website.

14 MR. VAN HORN: It i S just a page.

15 THE WITNESS: Well, it was pages. In other

16 words, it was a subset of about four pages that you
17 could -- when you clicked the u.S. sales on Agaricus.net,
18 you went to what was my horne page, and then there were

19 several other things you could click to.
20 Q. So if you were on the Website of Agaricus. net

21 and you wanted to buy product, Takesun products in the

22 U. S., you would click on the U. S. sales whatever button
23 and it would go to your Web pages; is that correct?

24 A. Uh-huh (affirmative).
25 Q. Okay. And those were, again, those were your --
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1 you had registered Web pages or they were not registered?

2 A. Registered with whom? Is it --

3 Q. Like a domain. You didn i t have a domain?

4 A. No. A domain is only for a Website, like
5 Agaricus. net. Now, if somebody was searching the net and

6 put in the right words, they might end up with that page,

7 but the normal way to get there would be from

8 Agaricus.net.

9 Q. All right. So, in other words, is it your

10 belief that you could not independently get to your Web

11 pages, but actually you had to go through Agaricus. net to
12 get to your Web pages?

13 A. No. If you were surfing on the net and put in,
14 let i s say, dried mushrooms, it could very well come up
15 with one of my pages because the Web crawlers, they

16 don 't -- they will just look for the words that somebody

17 has put in, regardless of how they get there, you know.

18 But anyway --

19 Q. Let me clarify one thing. If you were on

20 Agaricus.net, you said for u.S. sales, if you wanted u.S.
21 sales, then it would go to you. Were you the sole

22 contact through that Website for u.S. sales?
23 A. No. As a matter of fact, Jane X, she had pages

24 there, too.
25 Q. So how would, how would -- if you clicked on

For The Record, Inc.
(301) 870-8025 - ww.ftrinc.net - (800) 921-5555



25

1 U. S. sales, how would it go to you or how would it go to

2 Jane X?

3 A. Well, I think it went to a sub page, where you

4 had a choice, you know. Her page or mine. And we

5 anticipated others might want to be there, also, but it

6 never happened.

7 Q. So there was initially two, two sellers that you
8 could buy from in the United States?

9 A. No, you could -- there are other companies

10 independent.

11 Q. I meant through Agaricus .net.

12 A. From Agaricus.net? No. If somebody went to

13 Agaricus.net main shopping cart, they could buy from
14 anyplace in the world.
15 Q. I i m talking about for U. S. sales.
16 A. For U. S. sales as well.
17 Q. And how long did that situation go on? I mean,

18 did Jane X continue on in business at the same time that
19 you did?

20 A. Yes, because she, she -- he left her Web page

21 for her, even though she wasn't buying. She turned

22 around and bought from me after that. She didn't want to
23 import. But I think he left her page up for another six
24 months. But at that time something happened where -- I

25 don i t know if his, George Otto's attention went
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1 elsewhere, but he wasn i t maintaining the pages. A lot of

2 times they wouldn i t work. I told him to forget it and
3 took the link out. So I just stopped using that page

4 that had been made, those pages that were made up for

5 Nature First, probably in 2002.

6 Q. Okay. And what happened after 2002?

7 A. Well, I decided that I needed an independent

8 Website. It would have its own address. And I looked at

9 how to do it and I didn i t have the time and energy to

10 generate one. And George says, well, I can arrange for
11 one for you. It would be independent, in terms of no

12 links to his. And he registered in 2004, I think, in

13 June, he registered two Websites for me. They were
14 Our-Agaricus. com and . us. And one was a mirror image of

15 the other. It just registered two so that gives you

16 twice the possibility of getting hits, if you have more
17 domains. So these were now domains on their own.

18 Q. And these were your domains; is that correct?
19 A. We got into an interesting definition of your.
20 Actually, I wasn't -- his offer as part of buying
21 products from him was to actually manage and control
22 the -- even the domain. So I was still just suggesting

23 what I wanted on there, but he was the actual one who
24 registered it. I asked him to register it in my name,

25 and he did, but he kept -- he managed it and controlled
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1 it. He kept the PIN number, password and the account

2 number. I never had those.

3 Q. All right. Were you -- but they were

4 Agaricus. corn and Agaricus. us? I'm sorry,

5 Our-Agaricus. corn and --

6 MR. VAN HORN: Is it Our dash?

7 A. Our dash.

8 Q. Our-Agaricus. corn and Our-Agaricus. us, were those

9 registered in your name?

10 A. Yes. But it turns out that registration means

11 nothing in the -- I had a long conversation with the
12 registrant company and I found out that I had been

13 registered elsewhere. And they said, well, we don i task
14 for ID verification. People can put down whatever they

15 want in the slots where the registrant, the technical
16 manager, the administrative manager and the other one, I
17 think, is the billing manager. He says, we don't -- he

18 says, a lot of companies will put different names down,

19 so it doesn't mean anything. He says, the person paying

20 for the site gets control of it.
21 Q. All right. Let i s talk about just -- let i s go
22 back to the Our-Agaricus. corn and Our-Agaricus. us. You

23 said they were registered in your name. Did you pay for
24 those registrations?
25 A. No.
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1 Q. No. Did you receive bills for those
2 registrations? Annual bills to renew the registrations?

3 A. No. I got a notice and at the time it didn't

4 mean anything to me. I don i t know which registrant

5 companies. There were quite a few registrant companies.

6 And they try to take the rental fees away from each

7 other. So they search the Website and find out domains

8 that are about to come due for rental and they will send

9 you a form that says, we would like to register these

10 domains. This is not a bill. And I got one, I think it
11 was in 2006. And it had some Websites on it that weren't
12 mine, inc 1 uding mine. And I asked, by e-mail , I asked
13 George Otto, I says, what i s this all about? He says,
14 don't worry about it. I take care of it. And that's the
15 last I heard of it. So I figured it was some kind of

16 mistake.

17 And if I really followed that up, i would have
18 realized back in 2006 that he had registered some of his
19 other Websi tes in my name, also. But none of those did
20 he, did I have control, in terms of the tools it takes to
21 manage and control the Website. He kept those.
22 And an interesting fact, and I i 11 be glad to
23 share it with you, if you ever get involved in this kind
24 of thing again, is that when this is done bye-mail, the
25 e-mail of the person actually doing the transaction is
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1 included in a WHOIS generally. And if you look at the

2 WHOIS you got, you i 11 find that everyone of them has one

3 of George Otto i s e-mail addresses. None of them have

4 mine.

5 MR. VAN HORN: Can we just clarify that when you

6 say look at the WHOIS, for what?

7 THE WITNESS: I've got that here.

8 Q. Well, let i s not go there because I will
9 introduce these later.

10 A. Well, I i d like to make my point to show you what

11 I'm talking about, so when you look at it later you 'll
12 understand.

13 MS. BOLTON: Well, are you going to introduce

14 these as exhibits? I mean --
15 MR. VAN HORN: Sure.

16 THE WITNESS: These are yours.

17 MS. BOLTON: I unders tand that. And I i m go ing

18 to introduce them as exhibits. If you want to just talk
19 about them briefly, that i s --
20 MR. VAN HORN: Why don i t you do this, why don 't

21 you not introduce this as an exhibit. Why don't you show

22 her what the page is and so it will be a reminder when
23 she introduces it, we can discuss it then.
24 THE WITNESS: Okay.

25 MS. BOLTON: And --
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1 MR. VAN HORN: And we'll let her --

2 THE WITNESS: I want to make sure this is no,

3 that's Our-Agaricus. That's mine. That's Takesun.

4 Yeah, it's the one for Agaricus .net is on FTC 00162. And

5 then the, yeah, and the e-mail that was

6 MR. VAN HORN: Just show it to Barbara.

7 THE WITNESS: Oh, okay. Themail , only e-mails

8 on there are George Ot to, Takesun. com.

9 MR. VAN HORN: So the import of it, you're

10 saying that i s your name, but next to it is somebody
11 else 's
12 THE WITNESS: Yeah.

13 MS. BOLTON: Okay. All right. Let's go back

14 to -- when did you start --
15 MR. VAN HORN: Hold on. Did you want to say

16 something?

17 THE WITNESS: Well, we were going over the

18 history, which we didn't finish.
19 BY MS. BOLTON:

20 Q. I'd 1 ike to get to - - you were saying that you

21 imported -- when did you start doing business under the
22 name Gemtronics, in terms of using Nature First and start
23 using the name Gemtronics?

24 A. Nature First was to import. I used Gemtronics

25 as a sales tool for retail from the beginning of the time
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1 that I picked up Takesun products.

2 Q. And that was about what year did you start using
3 the name Gemtronics again?

4 A. I was using it all the time.
5 Q. How far back, would you say?

6 A. From the time I registered at North Carolina in

7 1993.

8 Q. Okay.

9 A. And, of course, I didn't have the Takesun as

10 part of my offering until the year 2000.
11 Q. Now, at some point you incorporated Gemtronics?

12 A. Yes. Actually, just going down the history,

13 RA started importation in 2004. i had my first sales
14 of RA in 2004.
15 Q. All right. Let's, let's stop there for a
16 minute. You're talking about the RA product?

17 A. RA product.
18 Q. And that's R-A-A-X11. It's actually RA11.
19 We'll --
20 A. RA11.

21 Q. We'll call it RA.
22 MR. VAN HORN: And it's capitalized.

23 Q. You started importing RA in 2004?

24 A. Yes.

25 Q. Okay. Were you importing under the Gemtronics
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1 name?
2 A. Yes. At that time I had consolidated all the
3 business under Gemtronics, including -- i would say at

4 the end of 2003, i was -- I had stopped probably even in

5 2002 the Nature First aspect. So I consolidated

6 everything under Gemtronics, including the importing.

7 Now
8 Q. And you were using Gemtronics as a d/bl a at that
9 time, as a doing business as?

10 A. Yes. Now, George never got used to my name

11 changes and so he would sometimes send products to me

12 personally. Sometimes they would be addressed to --

13 usually Nature First would be in there because that was
14 what would have been registered with the FDA. So as far
15 as George was concerned, it didn i t matter, as long as he
16 got paid.
17 Q. Now, what made you decide to start selling the

18 RA product?
19 A. Well, there was interest in it. I mean, right

20 now you go to the you go to Google, you put in RAll,

21 and you i 11 get, I don i t know, I think you i 11 get 480

22 hi ts. There was a lot of information on RA out there

23 on the Website. And people asked for things that are
24 coming out new and it sounds like an interesting product,
25 so --
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1 Q. And RA is made from -- is that an Agaricus
2 product?

3 A. It i S a combination of Agaricus, Blazei Murill

4 and Chrysobalanus Icacco. And those are common names for

5 both of those. One is called Agaricus, one is called

6 cocoa-plum. Now, cocoa-plum, if you go to you i 11 get

7 over, I think, two million hits on Google, if you go

8 searching on cocoa-plum. You won i t go so many on

9 Chrysobalanus Icacco. That i s a botanical name most

10 people don i t know.
11 Q. And how did you first learn about the product

12 RA?
13 A. I believe in an e-mail from George who told me

he had a new product that I might be interested in.

Q. And what made you decide to sell RA ?

A. It was just another item in the line of things
offered related to products I was already carrying.

14

15

16

17

18 Q. And how did you get your supply of RA?
19 A. Like I got everything else. i would negotiate a

20 purchase wi th George and how many bags of mushrooms and

21 how many containers of powder and how many bottles of

22 capsules and how many bottles of Agaricus extract and how

23 many bottles of RA. And he i d give me a price and sent
24 it off sometimes in just one big box that would come

25 apart on the way.
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1 Q. And how did you sell RA to consumers? I mean,

2 how did you advertise RA to consumers?

3 A. I just put it on my brochure.

4 Q. And when you, when you sold RA, you said you

5 sold it through a brochure. How else did you sell it?

6 How did you advertise that you sold this product besides

7 just a brochure?

8 A. Well, see, I had made out a business strategy

9 which is different from most people. And most of the

10 people on the Web are trying to get as much money as they
11 could. And that wasn 't -- I felt that was being kind of
12 greedy because most of the prices were at least 100
13 percent profit. And i looked at what the -- a decent

14 profit and figured out that I have the lowest price on
15 the Web, and I didn i t need to advertise.
16 People would -- people on the Web, they go
17 around, they may go to 10 different sites till they find
18 the lowest price. And as long as it i s the same thing,
19 they buy it for the lowest price. So my strategy was not
20 to advertise, other than just list it as being for sale
21 on my Website and also on the brochures that I would send
22 to my other customers who might be buying microhydrin or

23 Mannatech products or spirulina.
24 Q. All right. So you sent brochures out to

25 existing customers. And where were your existing
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1 customers located? Were they located throughout the

2 United States?

3 A. Throughout the United States, although

4 predominant location was in California. There seemed to

5 be a greater interest in natural products in California,
6 the western states.

7 Q. And did you sell the RA product to consumers

8 throughout the United States?

9 A. Yes.
10 Q. And you said you listed the product on your
11 Websi te. Now, which Website are we referring to now?

12 A. Our-Agaricus .net. I mean, . com and . us.
13 Q. Okay. And did either of these Websi tes have

14 links to other Websites?
15 A. ~.

16 Q. All right. So you advertised by brochure and on

17 the Website. Were there any other means you used to

18 advertise RA?

19

20

A. ~.

Q. Okay.

21 A. See, my philosophy was that I was retired, I had

22 a retirement income. Rather, I wouldn't say meager, but
23 just modest. And I was quite satisfied. I didn't want
24 to work day and night. I got adequate sales just by
25 having people find me on the Web, as well as customers
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1 that I already had.

2 Q. Now, if a customer found you on the Web, how

3 would they place an order wi th you via the Web?

4 A. Pardon me?

5 Q. How would a consumer who saw an advertisement on

6 the Web, on a Website for RA, how would they order the

7 product from you?

8 A. Almost always they would call because unless

9 you're a very sophisticated business, you can't tell a

10 person ahead of time what his shipping is going to cost.
11 And he may want it overnight or he might be willing to
12 have it next week. And because of the shipping issue,

13 people almost always called me. And my telephone numer

14 was on the Agaricus, Our-Agaricus. com or, yeah, it's
15 basically, if they found it there.
16 Actually, bulk of my customers were old
17 customers and customers that were repeats. New customers

18 were quite rare, as a matter of fact.
19 Q. And when customers called you, how would you

20 know that they found your telephone number from a

21 particular Website?
22 A. Usually they would tell you.
23 Q. And they would tell you -- did customers tell
24 you that, I saw your phone numer on Our-Agaricus. net?

25 A. If they didn i t tell me, I could usually tell by
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1 their questions. Because my Website was uniquely

2 different from any others. So, you know, they would be

3 asking me about this product, that product, and what I

4 had said about it, which was generally just a list price.
5 And Agaricus in general, I didn i t put much more

6 information on my Website.

7 Q . And --

8 A. Other than how the product was processed, so

9 they would know that it was high-quality product.

10 Q. And did your phone number appear on other

11 Websites that the -- other than Our-Agaricus .net and
12 Our-Agaricus. us?

13 A. I had authorized George Otto asked if -- he

14 used testimony, testimonials back in the beginning of our
15 relationship. And he heard about my successful outcome

16 on prostate cancer and he just wanted to have a
17 testimonial. And i told him, well, my medical records

18 are a fact that can be substantiated, if somebody has a

19 question. And I'll give you a short sumary of my

20 medical records at best. And I prefer not to be
21 identified by name, but I'll use my middle name. And I

22 gave him a statement that he could use. And that was,
23 that was all I authorized.
24 Q. Okay.

25 A. I subsequently, after your investigation,
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1 discovered that he had used my name in other ways without

2 my permission and without my knowledge.

3 Q. And what other ways was that?

4 A. As you pointed out, one was to call me to get
5 information. It didn i t say to call me to buy, because he

6 was, he was selling -- during his last four years of this
7 history I was telling you about, he was an active

8 competi tor of mine. Even though he was supplying me with

9 product, he would, he would make more money if he could

10 get the retail sale, rather than just the wholesale sale.
11 So he didn't say, call this number to buy, as I

12 looked at it and as you have on your images of the Web

13 pages that you've taken. I think, if I recal I, it says,
14 for more information call Bill Isely, and then there i s a
15 number.

16 And then the other thing I discovered, again,

17 from you, is that he had used my name in renewing the

18 registration of some of his domains.
19 Q. So when people called you to order RA product,

20 you're not really sure whether they called you because
21 your numer was in your Website Our-Agaricus .net or
22 whether your number appeared in one of Mr. Otto i s

23 Websi tes i is that correct?
24 A. As I told you, I would generally know from the

25 conversation. And these calls are actually very rare
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1 because particularly if they are international calls, I
2 had some customers in Thailand, more of them in -- what's

3 the Chinese island that broke away from the main land?

4 MR. VAN HORN: Japan?

5 THE WITNESS: No, not Japan. Taiwan. Yeah.

6 MR. VAN HORN: Taiwan.

7 A. And some from South Korea. People on the

8 Internet don't like to use phones. And I think that was

9 what Otto did. I don't know for what reason he put my

10 name on there. I could speculate. But certainly wasn't
11 successful. I can't remember a call and somebody said,

12 I'm on Agaricus. net and your name is here and I i m calling
13 you. People just don't call on the Internet anymore. It
14 costs money to use a telephone, compared to sending an

15 e-mail.
16 Q. But, in fact, you said that that i s how you got

17 your orders were from people calling you from your
18 Websi te Our-Agaricus. net?

19 A. Well, I got -- I think I estimated for you in

20 some material that you've been given that I got maybe two
21 and a half percent of my calls that way. Or business,
22 two and a half percent of my orders probably came in that
23 way.

24 Q. So is it clear to say that you, when someone

25 would call you, you really didn i t know where they got
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1 your numer?

2 A. i wouldn i t know in every case. In mos t cases I

3 did.
4 Q. Now, when you fulfilled an order -- scratch

5 that. Did you accept orders when -- when people ordered

6 off -- they saw your name off the Web, did you have a

7 PayPal account on your Website?

8 A. I did not accept PayPal. I do have a PayPal

9 account where people can pay me, but it wasn i t on my

10 Website. I indicated, you know, if they called me, that
11 they could pay with their credit card.
12 Q. All right. So you did accept credit card

13 payments?

14 A. Dh-huh (affirmative).
15 Q. And I'm unclear about PayPal. Could people

16 purchase product from you through PayPal?

17 A. ~.
18 Q. Okay. And how -- when you fulfilled these
19 orders, what -- if a consumer ordered RA from you, what

20 would you send them? What would be in the package?

21 A. For an average cus tomer, I would send the

22 brochure.

23 Q. And by the brochure, you mean --

24 A. Well, the undercover agents that you had buy

25 products got brochures, so you know what the brochure is.
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1 It has about 10 products, a picture of it and prices

2 associated with each product.

3 Q. And did you include invoices in your packages?

4 A. Invoices, yes.
5 MS. BOLTON: Okay. I J d like to take a break for

6 a minute.

7 (Recess taken from 11:13 a.m. to 11:20 a.m.)

8 BY MS. BOLTON:

9 Q. Mr. Isely, are you still doing business under

10 the name Gemtronics? Are you continuing to do business?

11 A. Gemtronics is out of business. Your publicity

12 scared off most of my customers to the point where I was
13 losing money and I stopped importing. And I've canceled
14 my retail tax numer.
15 Q. Are you continuing to sell any products?

16 A. I don i t have any products. Well, this is -- I

17 have this (indicating). I kept one.
18 Q. And by this, he J s referring to a bottle of RA.
19 He kept one.

20 MR. VAN HORN: Can I see that?

21 (Tendered) .

22 Q. Okay. Mr. Ise1y, according to your Answers to
23 Interrogatories, you sold approximately, from
24 January 1st, 2004 to December 31st, 2008, 1,134 bottles
25 of RA?
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1 A. That's best as I can get from my records.

2 Q. Okay. And your sales were approximately about
3 115,000 for that, for those years?

4 A. Hm?

5 Q. Your sales for 2004 through 2008 were about,

6 approximately, $115,000?

7 A. On -- think I figured the average price is about

8 120, so I guess so.

9 MS. BOLTON: i'd like to have this exhibit

10 marked as Exhibit 1.
11 (Complaint Deposition Exhibit No. 1 was marked

12 for identification).
13 BY MS. BOLTON:

14 Q. Mr. Isely, I'd like you to look at that. And

15 this also has Respondent's Bates number as 00006. Can

16 you tell me what this is, Mr. Isely?
17 A. Well, it looks like a search report on a domain.

18 Q. And the domain is Our-Agaricus. com. And is this

19 one of the Websites that you sold the product RA from?
20 A. Well, let's see. I'm trying to find the -- oh,
21 yeah, this is Our-Agaricus. com. This is my Website. I

22 said my Website. It's the Website that had my material
23 on it.
24 Q. Okay. And did you register this domain name?

25 A. ~.
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1 Q. Okay. Even though you are -- it states that you
2 are listed as the registrant?
3 A. That's what it says, but I didn't do it. You

4 notice Agaricus, George Otto at Takesun. com has got his

5 name associated with mine.

6 MR. VAN HORN: When you talk about a document,

7 she has to write it down.

8 THE WITNESS: Oh.

9 MR. VAN HORN: So you kind of have to be more

10 specific than normal.
11 THE WITNESS: Okay.

12 MR. VAN HORN: So if you walk through the

13 document, identify, like there's the administrative
14 contact;
15 Q. So the registrant is listed as William Isely?

16 MR. VAN HORN: On the far left side of the

17 document.

18 A. That's what it says.
19 Q. And are you also listed as the administrative
20 contact?
21 A. Administrative contact is William Isely and then

22 it gives George Otto at Takesun.com as the address for

23 me. Yeah. Which is, of course, incorrect, because that,
24 that's for a Website located in Brazil. I've never been
25 in Brazil since 1941.
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1 Q. Now, did you -- but as you said, this was your

2 domain. So you gave Mr. Otto permission to use your name

3 in registering this domain?

4 A. Yes.
5 Q. And is this your -- under the administrative
6 contact, the telephone numer, 828-369-7590 i is that your

7 telephone number?

8 A. Yes.

9 Q. Okay.

10 A. I might mention, since I did business with

11 George every month, he had all my contact information at
12 hand. So the fact that my telephone number is on there
13 doesn i t mean that I put it there.
14 Q. But you did state previously that you allowed

15 Mr. Otto to register this under your name?
16 A. Yeah. At the time I didn i t know there was a
17 difference between a registrant, an administrative
18 contact, technical contact. And for some reason they

19 didn't put the billing contact on there. That i s usually
20 a third name that for some reason it was omitted.

21 MR. VAN HORN: Flip the page, see if it i S on the

next page.

THE WITNESS: Hmm?

MR. VAN HORN: Flip the page, see if it i S on the

next page.

22

23

24

25
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1 THE WITNESS: No, the next page is --

2 Q. And you said you had Web pages under the domain

3 Our-Agaricus. com?

4 A. Up to the age -- year of 2002, at most.

5 Q. And after 2002, what happened?

6 A. They disappeared and I didn't have a link to
7 them. And I don't know what happens to Web pages. I

8 think they have a graveyard they go to somewhere after

9 they are taken out of use, but I've never been there.

10 Q. Did you -- so is it your testimony that after

11 2002, this Website was no longer on the Web, up on the

12 Web?
13 A. My pages on that Website. The Website was still
14 there. Agaricus. net has been there since 1998.

15 Q. This is Agaricus. com.

16 A. Well, my Web pages that you're talking about

17 were not -- this thing was created 2004. So that those
18 pages that you're talking about were on Agaricus .net, not
19 on Our-Agaricus. com. There was a two-year hiatus that I
20 didn't have any pages anywhere.

21 Q. All right. I guess I'm not clear.

22 A. This one, this particular Website or domain was

23 created in June of 2004. So you can't talk about it
24 existing in 2002. It didn't. That was the other pages

25 we talked about earlier, which were on Agaricus. net that
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1 I no longer had use of after 2002.

2 Q. So did you so it i S your testimony that as of

3 2004, you had no contact with this Website?

4 A. No, I say that i s when it was created. George

5 created it in June of 2004.

6 Q. Okay. As far as you i re aware, did it have any
7 information for you on this Website, any contact

8 information for you?

9 A. Yes. It had my name, address and telephone

10 number.

11 Q . And were you aware that your name, addres sand

12 telephone number were on that, on the Website?

13 A. Yes. That i s where -- that i s how I expected
14 people to contact me.
15 Q. And when customers placed orders through this

16 Website for RA, how did they contact you?

17 A. Well, by calling.
18 Q. Do you know how many orders were placed for RA
19 to you via Our-Agaricus. com?

20 A. i didn i t keep records that way. No way I could

21 tell you.
22 MS. BOLTON: All right. I would like to mark

23 this as Exhibit 2.
24 (Complaint Deposition Exhibit No. 2 was marked

25 for identification) .
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1 BY MS. BOLTON:

2 A. i did a sampling one time and I estimated about

3 two-and-a-half percent of my orders, and they were almost

4 always a sample type order, like one bottle or something

5 like that that came off this Website.

6 Q. And how did you come to that figure?

7 A. I sampled a two-year period.

8 Q. And what two-year period was that?

9 A. Probably from May of 2008 going back two years,

10 something like that. At one point in time you had asked
11 for information that started and ended in May, and so I

12 had made that sample, try to recreate how many orders I
13 was getting from this Website.
14 Q. Mr. Isely, can you identify what this document

15 is?
16 A. This is a WHOIS search results on the domain

17 Agaricus. net. And it i s kind of interesting, I notice
18 that my name is misspelled, which I don't deliberately
19 do.
20 Q. But you i re noting that your name is listed as
21 the registrant; is that correct?
22 A. Yes.

23 Q. And are you also the administrative, technical
24 and zone contact?

25 A. Let i s see. On the next page still misspelling
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1 my name and giving my wrong telephone numer. And the

2 contact is given as e-mail address.gottoØtakesun.com.

3 And he also puts his name alongside mine. And I asked

4 him about tha tone time.

5 Q. And when was that?

6 A. Hm?

7 Q. When was that?

8 A. The spring of this year, where I was working

9 pretty hard to get my name off of any of his material. I

10 asked him about that. And he said, oh, I needed or I
11 wanted to have an address in the United States. And he
12 says, I only listed you as a contact point, I didn i t put
13 you down as a registrant. Well, I guess you have to get
14 the experts on the registrant company to explain how they
15 could put two names down in one place and get my

16 telephone wrong and use George Otto's e-mail as to the
17 point of contact.
18 Q. Mr. Isely, do you remember having a telephone

19 conversation with me in March of 2008, after you received
20 the Commission's

21 A. Yes.

22 Q. -- proposed complaint?

23 MR. VAN HORN: Hold on. Don't interrupt. Let

24 her finish, first of all. Second of all, you need to

25 listen to that question closely.
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1 THE WITNESS: Yeah, okay.

2 MR. VAN HORN: Because I'm just going to object

3 to the extent you're stating evidence that's not in the

4 record. You stated that after he received a letter from

5 the FTC?

6 MS. BOLTON: No, I didn't say a let ter from the

7 FTC. I said, after he received our proposed complaint.

8 MR. VAN HORN: Okay.

9 Q. Do you recall receiving our proposed complaint

10 package in March of 2008?

11 A. Yes.

12 Q. And did we have a telephone conversation on

13 March 28th?

14 A. About that time. I couldn't -- you know,

15 wi thou t looking at a cal endar and my records, I couldn't
16 be sure that was the date. But I think it's in that time
17 period.
18 Q. And do you recall telling me during that
19 telephone conversation that you had given Mr. Otto
20 authorization for you to be a contact point for
21 Agaricus .net?
22 A. No. I'm sure that at the time I was -- if I
23 said anything like that, I was talking about
24 Our-Agaricus. com. And I don i t think you knew, at that
25 time, that there were two Websites. And they sound very
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1 similar to somebody who is just getting into it. I
2 suspect that was a mistake you made.

3 Q. The complaint lists the Website Agaricus .net.

4 It cites a complaint of Agaricus. net. So we were talking

5 about Agaricus. net at the time because Our-Agaricus. com

6 wasn i t in the complaint.

7 A. I know it wasn't in the complaint, but it was in

8 my conversation upon explaining it to you, as to what I

9 had done and why you might be confusing me with George

10 Otto.
11 Q. All right. And do you recall me asking you how

12 it was that your name would have appeared on the domain

13 registration for Agaricus. net, notOur-Agaricus . net?

14 A. I certainly gave - - I certainly wouldn i t have

15 told you that I gave him permission, when I didn't.

16 Q. Okay. So you did not give -- is it your
17 testimony that you did not give Mr. Otto permission to
18 use your name as a contact in the United States for the
19 purposes of Agaricus. net?
20 A. No.

21 MR. VAN HORN: Did you understand that?

22 THE WITNESS: Well, it's a very general

23 question. For the purposes of
24 MR. VAN HORN: If you need her to specify and

25 clarify, you know, you can ask her that. You don't want
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1 to --
2 THE WITNESS: We were talking about registration

3 and now you just broadened the question to any purpose.

4 And maybe we could get back to a more specific question.

5 MR. VAN HORN: I think her question is fairi I

6 just wanted to make sure you understood it.

7 Q. What -- why don't we say it this way. What

8 permission did you give Mr. Otto in the sale of Agaricus

9 products to use your name? When was he allowed to use

10 your name and your address in the United States and your
11 telephone number i to use your personal information for
12 business purposes?

13 A. I never gave him permission to do that. Now i

14 we've been talking about putting it on his Website. Are
15 you expanding it beyond that?
16 Q. Noi you said his Website. Is there -- you said
17 that you allowed him to use your name and information on

18 his Website. Were there any other instances where you

19 allowed him to use your information?
20 A. The information about my cancer.

21 Q. No -- okay.

22 A. That wasi at some pointi if you want to know the

23 recreation of the statement that I allowed him to usei we
24 can put that into evidence. I don't know. Do you want
25 to do that?

For The Recordi Inc.
(301) 870-8025 - ww.ftrinc.net - (800) 921-5555



52

1 Q. Well, no. I mean, I don't -- we don't need to

2 do that. That's fine. So you i re saying then that to

3 register Agaricus.net in your name as it's done here was

4 done without your permission?

5 A. Yes. I really didn i t know the details of how

6 you go about registering it. All I knew is he was going

7 to provide a service. And I couldn't have given him

8 permission, when I didn't even know what he would do with

9 it.
10 Q. When you say he was going to provide a service,
11 what do you mean?

12 A. He was going to -- part of his business
13 arrangements for his customers was to provide free either
14 Web pages or Web domains for their use. And he would

15 manage them in terms of putting the material up and
16 paying for the rental and that sort of thing. Now, I
17 expect him to use my name for registering the Website
18 that I would be using.

19 Q. Which was?

20 A. Our-Agaricus. com.

21 MS. BOLTON: Mark this as Exhibit 3.

22 (Complaint Deposition Exhibit No.3 was marked

23 for identification).
24 BY MS. BOLTON:

25 Q. Mr. Isely, if you would take a look at this.
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1 And this is Exhibi t A to the complaint, to the
2 Commission i s complaint in this matter.

3 A. (Witness peruses document) .

4 Q. Do you recognize what this is?

5 A. Well, it i S an image of one of the pages off of
6 Agaricus. net and it seems to be featuring questions or

7 statements about RA11.

8 Q. And I just want to read from the first colum
9 here. Especially at breast cancer, the OPC Agaricus

10 protocol shows that it works in 99.9 percent of all
11 cases, even at late Stage iv it seems to work. From late
12 2004 to today, about 5,217 women took the protocol. Many

13 doctors allover the world are reporting since he is
14 using the OPC Agaricus protocol, nobody of his patient
15 died. We received this positive message every day from

16 allover the world. Now many, many patients entered into

17 protocol from UK where many clinics started to use our
18 special protocol. If you are living in the U. S., just
19 call Mr. Isely and he will explain how it works or fill
20 out form.
21 Now, were you aware that your name appeared on

22 this page?
23 A. No. See, i explained earlier that i -- the
24 reason for getting Our-Agaricus. com was to isolate myself
25 from this aspect of his business. i was selling RA as
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1 a dietary supplement. He was -- maybe legally in Brazil i

2 i don't know i he was selling RAX as a medicine. So I

3 figured even the less I knew about what he was doing i the

better. And the only reason I go to his Web pages after
I got my own was to go to a shopping cart and check his
prices, just to make sure mine were lower than his.

Q. And when you say, he was us ing it as a medicine,

4

5

6

7

8 are you talking about for cancer treatment?

9 A. Well, he's talking about a cure here. And this

10 may be a true statement. On the other hand, I'm not
11 going to protect George Otto and prove it is. That i s his
12 business.
13 Q. Right. And when you say cure, you're talking

14 about a cure for cancer?
15 A. Yeah.

16 MR. VAN HORN: You're talking about -- you i re

17 referring to the language she just read?
18 THE WITNESS: I'm saying the language right here

19 is George Otto i s and I don't pretend to protect him.

20 That's his business.
21 Q. And in the second colum, in the middle, it
22 says, Even very resistant Leukemia cells die off,
23 informations U.S.A., 828-369-7590. Is that your
24 telephone number?

25 A. Yes.
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1 Q. Okay. And, again, do you know how that got into
2 this Website?

3 A. Well, obviously the person that had control of
4 this Website with the password, the PIN number and the

5 account numer was the one, only one who could post that.

6 So it wasn i t me. And I have to assume it was George

7 Ot to, since he owns, runs the company. Bu t I have no

8 proof of it.
9 Q. Do you know if you received calls from consumers

10 who got your number via this Website?

11 A. No, I don 't.
12 Q. So, do you know if consumers ordered product

13 from you because they got your telephone numer via this
14 Websi te?

15 A. I don i t know that.

16 Q. And at the bottom, on the first page, where it
17 says manufacturers FDA registered, is that referring to
18 your registration?
19 A. No . George Ot to, in order to import to the

20 United States, had to register his facility as a
21 importing manufacturer. And he told me he had done that,
22 I believe, the --
23 MR. VAN HORN: We provided you with this.

24 THE WITNESS: You have that.

25 MR. VAN HORN: That i s Otto iS. That i sour 00060.
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1 A. "Manufactured FDA registered" is kind of an

2 awkward phrase.

3 MR. VAN HORN: I want to meet this George Otto

4 guy.
5 MS. BOLTON: I would like to mark this as

6 Exhibit 4.
7 (Complaint Deposition Exhibit No.4 was marked

8 for identification) .
9 BY MS. BOLTON:

10 Q. Okay. Mr. Isely, do you recognize Exhibit 4?

11 A. Well, I'm not familiar with the page. It

12 appears to be another page off of the Agaricus. net
13 domain.

14 MS. BOLTON: And I will add, this is Exhibit C

15 to the Commission's complaint.

16 MR. VAN HORN: Thank you.

17 Q. And in the middle of the first colum, where it

18 says contact i there i s an international telephone number,
19 828-369-7590, u.s. telephone numer, 886-944-7359 and

20 there's a fax numer listed, 828-369-5861. Do those
21 numers belong to you?

22 A. Yes. They did at this point in time. I either
23 had the tollfree numer or the fax numer.
24 Q. And at the bottom of the page, I'm just going to
25 read it from the last paragraph. In a recent study, 91
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1 women who were suffering from breast cancer at Stage IIIB

2 or iv took part in our RA protocol. By April 2004, 41

3 women had totally recovered, 23 women were in remission,

4 27 were stable and only 9 had not survived. A survival

5 rate of 91.27. If you would like to find out how you too

6 can participate in our ongoing study in the U. S .A., call

7 828-369-7950. And, again, is that -- that i s your
8 telephone numer; is that correct?

9 A. Yes.

10 Q. Okay. And what study does this refer to?
11 A. i have no idea. My personal belief is that

12 George Otto was using this as a sales ploy because -- to
13 try to get people to buy his product, but i i ve never seen

14 a study. He never sent me anything like that.

15 Q. Did you get telephone calls from consumers that

16 inquired about a study?
17 A. i think i had two and i told them that i didn 't

18 know what the study was and it was no part of anything i
19 was doing.

20 MS. BOLTON: Let i s go off the record for a

21 second.

22 (Off-record discussion) .
23 MS. BOLTON: i would like to mark this as

24 Exhibit 5.
25 (Complaint Deposition Exhibit No.5 was marked
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1 for identification).
2 BY MS. BOLTON:

3 Q. Mr. Isely, do you recognize this document,

4 Exhibit, is it 5? I'm sorry.
5 A. As a mailing envelope, flat rate, Priority Mail.
6 Q. And is that your return address on there,
7 William Isely, Walnut Creek?

8 A. Yes.

9 Q. Okay. Do you recall sending out this envelope?
10 A. Not particularly.
11 Q. But is this -- do you typically, when you mail

12 out RA product, is this typically how you mail it out,
13 in an envelope such as this?
14 A. Well, when it's a small order like this, yeah.
15 Q. Okay.

16 A. This one obviously went through the sorting

17 machine in the post office and got tromped on. First one
18 i i ve heard about.
19 Q. But this -- do you acknowledge that you sent

20 this out?
21 MR. VAN HORN: Is there any date on here or

anything?

MS. BOLTON: Up at the --

MR. VAN HORN: Oh, there it is. January 10th.

A. It looks like I mailed it. It was marked

22

23

24

25
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1 liquid.
2 MS. BOLTON: Next will be No.6.

3 (Complaint Deposition Exhibit No.6 was marked

4 for identification).
5 BY MS. BOLTON:

6 Q. All right. Mr. Isely, to the best of your

7 ability, given that this is very difficult to read,
8 Exhibit No.6, do you recognize what this is?

9 A. Recognize what?

10 Q . Wha t thi s is, Exhibi t No.6?

11 A. It would appear to be an invoice for this bottle

12 of RA that went to Fox Road.
13 Q. At the top, it says National Customer 3005.

14 What does that number signify? Is this an invoice of
15 yours that you would have sent out
16 A. Yes.

17 Q. -- with a bottle of RA?
18 A. Yes.

19

20

Q. And what does that mean, National Customer 3005?

A. Well, I also had international customers, so --

21 but the actual numer I'll try to remember. I started

22 out and, of course, I have a lot of products that

23 aren't RA. So that wouldn't -- that was 3005 order for
24 RA. But I also had a break in the numering system.
25 I'm trying to remember how big the break was. Like I
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1 might have been in the 1000 number at the end of a time

2 period, I started over again with a 2000 serial numer.

3 And so there's not much to be gained or to be -- in terms

4 of the number, other than it i S unique. I wou1dn i t have

5 two numers that were the same. And then they increased

6 with time, but there were gaps in there.

7 Q. Does this number refer to the number of the

8 customer ordering RA, particularly?

9 A. No. The numbers increase sequentially by
10 calendar time. In other words, if the next day after
11 this one, if I had an order, it would likely have been

12 3006. I had some competition buying from me and

13 sometimes I wanted to mislead them as to what I was

14 doing, so i would put in a gap of maybe 50 between the

15 time they bought and the next time.
16 Q. And on your invoices, do you typically include
17 your e-mail address and your telephone number?

18 A. Yes.

19 Q. And at the bottom --
20 A. Uh-huh (affirmative).
21 Q. -- it says, William Isely, General Manager of

22 Takesun, U. S .A.
23 A. Uh-huh (affirmative).
24 Q. Now, what does that mean?

25 A. I've explained in this here what Takesun U. S .A.
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1 was. At one point it was the importing business name,

2 Gemtronics was the retail. And although I generally

3 dropped Takesun, U.S.A. after the time period when I had

4 that partnership, I had a computer blank form that I

5 would just fill out the details of this order and
6 invoice, so i wouldn i t type the whole thing allover

7 again. And I had several blank forms and some of them

8 have the Takesun, U. S .A. on there and some of them

9 didn 't.
10 Q. And on this, it i s difficult to read, but it
11 looks like method of payment, PayPal?

12 A. As I recall, this one was PayPal.

13 Q. Now, how would you know this was PayPal? How

14 did you know this order was PayPal?

15 A. Because this order was sent to me in an e-mail
16 from George Otto. And he would tell me in his e-mail
17 that he had collected by PayPal. So i would know that

18 the order had been paid for and I was authorized to send
19 it out. He wasn i t necessarily going to pay me, but he

20 wanted to know that it was, it was clear it could be sent
21 out. It wasn i t being held up for lack of payment.

22 Q. Now, when you say it wasn't clear that he was

23 going to pay you, what do you mean by that?
24 A. On these sample orders, this is obviously a

25 sample order, somebody buying one of a kind. The reason
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1 that I was asked to do it was that selling a sample order

2 of one from Brazil -- if it had been a lucrative order,

3 like 10 bottles or something, I never would have heard of

4 it. He would have supplied them from Brazil. But for one

5 bottle, it would cost him more to send it than he was

6 getting because of various fees, like exporting, customs,

7 banker i s fees on collecting the money and whatever. So

8 he would ask me to send that sample or fill that sample

9 order as a drop ship. And thi s was a drop ship.

10 Q. And sample order, you just meant, again, like if

11 it was one bottle?

12 A. Yeah.

13 Q. You call that a sample order?

14 A. Yeah, yeah.

15 Q. So he would ask you to send it out?
16 A. Send it from my stock. And he -- even though it

17 would cost me $7.00 to send it, and so i would do that.
18 And sometimes he reimbursed me and sometimes he didn 't.

19 And in this case, my records don't show that he
20 reimbursed me.

21 Q. And why would you fill an order that you

22 wouldn i t be paid for?
23 A. Well, I had a profitable business and it was

24 based on being able to buy from this guy. And I wasn't
25 going to quibble over one or two bottles a year, if he
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1 didn't pay for them.

2 Q. And how would it benefit you to fill this order?

3 A. Well, probably the most benefit was maintaining

4 a good relationship with the company that was supplying

5 me with $5,000 or so of stock a month that I was paying

6 for, of course, which was -- I was able to make a

7 business. It's like people give samples away. It i S a

8 matter of building good relations or maintaining good

9 relations.
10 Q. Did you think that there was the potential that
11 if this person were to order the product again, they

12 would order it from you?
13 A. Well, they might. You know, they are free to go

14 on the Web and find out what their prices are. I think
15 if they did that, they would probably buy from me because

16 that was my, that was my business model, have the low

17 price.
18 MS. BOLTON: Let i s go off the record for another

19 second, if you don i t mind.
20 (Off-record discussion) .
21 (Complaint Depos i tion Exhibi t No. 7 was marked
22 for identification).
23 BY MS. BOLTON:

24 Q. All right. Mr. Isely, this page is Exhibit 7.

25 A. Yeah. This one?
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1 Q. And do you recognize what that is?
A. Yeah. This is an Express Mail, otherwise it's

the same as the other one. Tha t's one I sent to -- it i S

for one bo t t 1 e of RA. Method of my getting the order

was the same as the other one. I got an e-mail message

2

3

4

5

6 that said please drop ship this and also informed me that

7 it had been paid for by PayPal.

8 Q. And that e-mail message would have been from

9 Mr. Otto?

10 A. Dh-huh (affirmative).
11 Q. Okay.

12 A. I know the customer likes to have a receipt for

13 what he bought, so even though I didn i t receive the
14 money, I knew about how much they paid for it, so I would
15 include that on the invoice.
16 MS. BOLTON: Okay. And I would like to mark

17 this as Exhibit 8.
18 (Complaint Deposition Exhibit No.8 was marked

19 for identification).
20 BY MS. BOLTON:

21 Q. And would this be the invoice that you were

22 referring to?
23 A. Yeah.

24 Q. Now, do you know if you were compensated at all

25 or do you know that you weren i t compensated from Mr. Otto
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1 for this order?
2 A. Well, George Otto was very irregular about --
3 and it wasn i t very often that he had anything to pay me

4 for, but in that time period I don i t have a record of

5 receiving PayPal payment from him. I have -- he owed me

6 some shipping. He paid me, I think, some months after

7 this, he paid me for shipping some products he had sent

8 me by mistake. I was holding them, asking him what was I

9 supposed to do with them. Eventually he had me send them

10 to Europe. I think that i s the -- in my PayPal account
11 records, that i s where I have it, but I can i t identify
12 these.
13 Q. How frequently would Mr. Otto ask you to either
14 fill one of these, what you call a sample order --

15 A. Dh-huh (affirmative).
16 Q. -- or a larger order?

17 A. Rather infrequently. I would -- I think I went

18 back in that two-year sample period that I mentioned, and

19 I think in the second year back there weren i t any. And

20 these two were probably -- I mean, very frequently, you
21 know, it might be six, eight months apart before I got to
22 having these two so close together. I thought at the
23 time, hey, I wonder what i s happening.

24 Q. And let i s go back to the invoice. You have a

25 note at the bottom of the invoice.
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1 A. Uh-huh (affirmative).
2 Q. Please order direct by phone or e-mail in the
3 future.
4 A. Uh-huh (affirmative).
5 Q. And why did you put that in there?

6 A. Well, it was kind of cumersome to get orders

7 from George. And I preferred to get them directly. And

8 normally, in this case it wasn 't -- George was running a

9 special, but normally I'd be able to offer customers a

10 special price.
11 MS. BOLTON: Mark that as Exhibit 9.

12 (Complaint Deposition Exhibit No. 9 was marked

13 for identification) .
14 BY MS. BOLTON:

15 Q. Mr. Isely, I'm showing you Exhibit 9. Do you

16 recognize what this is?
17 A. Yes. This was front side of my brochure.

18 Q. And is this the brochure that you were referring

19 to earlier that you put together?
20 A. Yes. My brochure was dynamic, as I told you.

21 As products changed, different products would be on here.

22 And
23

24

Q. But this is something that you created?

A. Uh-huh (affirmative).
25 Q. Is that correct?
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1 A. Yes.

2 Q. I wanted to draw your attention to the lower

3 left-hand portion, where it says, For more information,

4 go to Website, go to ww. Agaricus.net, click on U.S.

5 sales. So why did you direct customers to go there for,

6 to purchase?

7 A. This was really archeology, in a way. This is
8 what I had put on there when I had my earth Nature

9 First link and I just hadn i t taken it off. This didn 't

10 go -- in this time period, this would go nowhere because

11 there i s no U. S. sales on the home page. They have a
12 U. S., which -- but it doesn i t go to my pages. And so
13 just a matter of omission, I hadn i t removed it. But

14 people would be mystified looking for U. S. sales button
15 on Agaricus .net. If you look at the home page, you won 't

16 find it. The U.S. they put on there in place of it was

17 to go to English speaking pages that George was using to

18 sell directly to American customers in competition with

19 me, so --
20 Q. But at one time, if you went to Agaricus.net and

21 you clicked on U.S. sales, would that go to you or to
22 your Web pages?

23 A. It would go to the Nature First Web pages that

24 we talked about that were in existence for about two
25 years and were taken down six years ago. There i s another
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1 artifact on here, which is the Takesun, U.S.A. And

2 Takesun do Brasil is part of a sentence. I just

3 highlighted it so because people expect to know who

4 makes the products they are getting. So I left the name

5 Takesun on there. It says Takesun do Brasil, then

6 packages the mushrooms in various ways, so on, so on.

7 Q. And in the middle colum

8 A. Uh-huh (affirmative).
9 Q. -- the third paragraph down --

10 A. Yes.

11 Q. -- it says, Agaricus b1azei Murill mushrooms

12 were found to have other beneficial properties as well.
13 Besides immune enhancing, they are anti-tumor, interferon
14 and interleukin enhancing, anti-viral, cholesterol
15 reducing, and a blood sugar modulator. You said you
16 wrote this. What do you mean in that paragraph?

17 A. I was just listing phrases that I found in the,

18 some of the reference documents on Sloan-Kettering, on

19 the Agaricus, on their Web pages where they have about 13

20 articles listed of characteristics of the Agaricus blazei

21 Mur i i i mushroom.

22 MS. BOLTON: I need to mark that as Exhibit 10.

23 THE WITNESS: That i s my best recall. That was

24 what -- that language probably goes back to when I first

25 created this about eight years ago. So I i m a little bit
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1 fuzzy about which article or -- but I i m pretty sure it
2 was Sloan-Kettering.

3 (Complaint Deposition Exhibit No. 10 was marked

4 for identification).
5 BY MS. BOLTON:

6 Q. Mr. Isely, I i d like you to look at Exhibit 10.
7 A. Uh-huh (affirmative).
8 Q. And do you recognize this document?

9 A. Yes. This was a thing I created at a time,
10 let i s see, a little more than a year ago. George was

11 pushing e-mail I i d get from him, what he called the
12 RA/ Agaricus OPC Protocol, which was a schedule of use
13 of certain dietary supplements that were common in some

14 insti tutions in Europe. And he was talking about curing
15 and remission and using terms like that, and as a result
16 of what he called a study.
17 It bothered me because they didn't go so far as

18 to have double-blind control. And the reports I tried

19 to find out from him, is it really true? You know, what

20 medical journal i s reporting it? And I never got any
21 answers. And so in my mind, the data was no better than
22 just group testimonials.
23 But somebody who was buying RA -- my preferred

24 method of dealing with a customer was to talk to them and
25 explain that I was just selling dietary supplements and
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1 that I didn 't -- wasn i t giving them medical advice. And

2 if they wanted to buy it, they should recognize that I

3 was not representing it that way.

4 And occasionally people would go to Agaricus. net

5 and eventually order product. And like these box

6 shipments, I didn i t have an opportunity to talk to those

7 people. And so my approach on that, substitute for a

8 conversation, was to reduce what George had been putting

9 out as a sophisticated study as to be no more than

10 testimonials.
11 So I changed the terms of the things like,
12 improvement or no improvement. I mean, what does that

13 mean? I t means you don i t have a headache today or, you
14 know, your nose is no longer dripping or whatever. And
15 give them a more objective view of what is here, at least
16 in terms of the degree of sophistication with which the

17 resul ts were reported.
18 Q. So did you create Exhibit No. 10?

19 A. Pardon me?

20 Q. Did you create this?
21 A. This was actually something that George sent me.

22 And i wouldn't use it the way it came. It i s the same as
23 he sent me, except his description of the improvements,
24 in his case it was remission or cure or, you know, no

25 change. And that that is getting into what I consider to
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1 be medical descriptions. I wanted to correct that

2 impression that people might have had that led them to

3 buy this product. And when I was drop shipping, I was

4 adding this as a necessity to that.

5 Q. So this is your version of the --
6 A. Yeah.

7 Q. -- data that George supplied you?

8 A. Yeah. I tried to make it well, I think he

9 had it on his Website, too. I was my idea was to

10 concert it to a testimonial level. And I think, I think
11 I did that.
12 Q. Okay. So you are confirming that you did, in
13 fact, create this; is that correct? I mean, you printed

14 this up, you
15 A. I printed it. But the data is, data is -- other

16 than the labeling of the colums, it i S data that George
17 gave me.

18 Q. And this is something that you submitted in

19 packages of product that you shipped to consumers?

20 A. Only, only when they had already bought the

21 product and I didn i t have an opportunity to explain it to
22 them, which was the case of the two box shipments. That
23 was a very unusual circumstance I run into where I used
24 it. I did not use it for advertising or try to get sales

25 from it, but I figured if these people were buying anyway
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1 and wanted to continue to buy, then I J d offer them the

2 low price. That J s why the price was on there.

3 Q. In the second sentence here, it says, The RAll
4 Agaricus OPC Protocol for Stage iv conditions is the

5 taking of 500 ML of RAll and 1000 ML Agaricus OPC over

6 a period of a month. What do you mean by Stage iv

7 conditions?

8 A. i lifted that from George J s material. i guess

9 i J d leave it up to people to decide what they -- in other

10 words, it i S a testimonial, it J S ambiguous, and i want
11 people to recognize that.
12 Q. But what does Stage iv conditions refer to?
13 A. Well, typically people use that for talking
14 abou t cancer. And i J m sure George was.

15 Q. And in the last sentence in that paragraph, it
16 says, for cases at lower levels, such as Stage Ii, et
17 cetera. What does Stage II refer to?

18 A. Well, that would probably refer to cancer as
19 well.
20 Q. And in the next paragraph, the second
21 sentence well, let i s start with the first sentence.
22 In the past it has been hard to collect
23 A. I don't know where you are.

24 Q. I J m sorry. The second paragraph.

25 A. Okay.
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1 Q. In the past, it has been hard to collect

2 meaningful results other than occasional testimonials.

3 It was difficult to tell if the users followed the

4 protocols, and in most cases were not observed by health

5 professionals. One study using the older RFI000/RAll

6 Protocol yielded a successful response in 80 percent of

7 breast cancer cases over a one-year period.. What study

8 does that refer to?

9 A. That J s the one that you brought up somewhere

10 earlier in one of the Web pages of George 's, where he

11 talked about, I think, 91 women. I think that was a
12 European study in Dr. Schnookles J laboratory somewhere or

13 clinic in Germany. I think, I think that J s identified on
14 some of the material that you imaged, that you sent me.
15 Q. Okay. And the second to the last sentence?
16 A. You notice I point out that it J s difficult to
17 tell because the cases were not observed by health

18 professionals.
19 Q. The second to the last sentence in the paragraph

20 before the graph, the information on RAll/Agaricus ope
21 Protocol covers over 1000 cases and is tabulated below.
22 Did you do that tabulation below?
23 A. That was -- other than the labeling of the
24 colums, that was material that was, by George's account,
25 was collected from three clinics in Europe. I think one
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1 in, let i s see, one is, I think, in Spain, one in

2 Swi tzerland and one in Germany.

3 Q. And then it says, for more information, contact

4 William H. Isely, then it has your e-mail address and

5 your that i s your telephone number?

6 A. Yes.
7 Q. Okay.
8 A. And I put that in there particularly to be able
9 to make sure that they understood the nonrigorous nature

10 of this study. That they probably encountered a

11 different version of it before they bought the RA on
12 George i s Website.
13 Q. And there's a graph below, and it says -- it

14 starts, condition, number of cases, number responding.

15 All of these conditions, what kind of conditions are they
16 referring to?
17 A. Well, I guess, the conditions in the -- well,
18 George has listed just about all the organs of the body
19 that condi tions that are nonoptimum. I didn i t know.

Q. Are these referring to cancer, as far as you

know?

A. I don't know. i would presume so.

Q. Okay. And in the upper right-hand corner where

20

21

22

23

24 it has the price for RA, was that your price for RA,

25 $119 per bottle?
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1 A. At the time this was published. I sold it as
2 cheaply as about $50, when I was closing down the

3 company, but this is before that.

4 MS. BOLTON: Okay. We'll mark this as Exhibit

5 11.
6 (Complaint Deposition Exhibit No. 11 was marked

7 for identification).
S BY MR. BOLTON:

9 Q. Mr. Isely, I i d like you to look at Exhibit 11.
10 And can you identify what this is?
11 A. What are you looking at?

12 Q. That piece of paper.
13 A. Well, this is the back side of the --

14 MR. VAN HORN: Back side of Exhibit 10?

15 THE WITNESS: Not that. It's the back side of

16 the brochure, right.
17 Q. Exhibit 9. Back side of Exhibit 9?

lS A. Yeah.

19

20

MR. VAN HORN: Okay.

Q. So as the back side of Exhibi t 9, this is part

21 of a brochure that you put together and printed out?
22 A. We're talking about the same thing? You're

23 talking about this?
24 Q. Yes, talking about Exhibit 9.
25 A. You're looking at something else.
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1 Q. No, no, mine is just in black and white. I
2 wanted to give you the color version.

3 A. Yeah, this looks like the back of mine.

4 Q. Okay. And, again, this is something that you

5 sent to customers in their orders, in their shipments?

6 A. Dh-huh (affirmative).
7 Q. In the middle column it says, Extract for

8 Therapy Purposes. What therapy are you referring to?

9 A. Whatever the person wants to use it for. I had

10 customers who were therapy specialists and so i would
11 assume they were buying for that reason, but I didn't
12 know what their therapies were.
13 Q. All right. As far as you know, is RAll used

14 for any particular therapeutic effect?
15 A. Well, you have to ask the people that buy it.
16 I'm not, I'm not a therapy person and I don't treat
17 people.
18 Q. And it says in the last paragraph, in the middle

19 colum, Depending on their status, people who take the
20 extract for therapy reasons may use up to 10 bottles of

21 it in a month. For preventive purposes many people

22 normally will use one bottle a month.
23 For prevention of what? What preventive

24 purposes are you referring to?
25 A. Well, this ratio of 10 to 1 is really based on
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1 my experience with customers. I'm just passing that on.

2 Some people will want, will want to use 10 bottles a

3 month, and some will just take a half a teaspoon or a

4 teaspoon a day and use it for one month.

5 Q. And what would they be looking to prevent?

6 A. I don't know. You know / I was in the business

7 of selling dietary supplements that people wanted to buy

8 and that was basically all I needed to know to run my

9 business. Now/some people would volunteer things. And

10 over the long period of time, i would learn what a lot of
11 people thought / which is quite variable. And some people
12 talked about prevention. They said they wanted to buy it
13 for prevention. Fine. You're the one who is deciding

14 why you want to buy it.
15 (Complaint Deposition Exhibit No. 12 was marked

16 for identification) .
17 BY MS. BOLTON:

18 Q. All right. Mr. Ise1y / you have in front of you

19 Exhibit 12.
20 A. Yes.

21 Q. All right. Do you know what that is? Can you

22 identify that?
23 A. We11, it i S another WEOIS read out/ and this one

24 happens to be on domain Our-Agaricus. us / which is our /

25 you might say, the mirror Website to Our-Agaricus. com.
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1 Q. Are you --
2 A. The idea was that whatever is on

3 Our-Agaricus. com will automatically be put on

4 Our-Agaricus. us, just so somebody searching on the Web

5 will have twice the chances of finding you than if you

6 just had one.

7 Q. And is this a Website that you agreed with

8 Mr. Otto that would be your domain, that you would use to

9 sell your product?

10 A. Your domain is ambiguous because he maintained

11 control of it. It was for my use, but I wouldn i t say

12 that it was my domain, in terms of owning it, because he

13 had the credentials that were required to post anything
14 on it.
15 Q. It lists your name as the registrant?

16 A. Uh-huh (affirmative).
17 Q. Is that correct? And is that your address and

18 toll phone numer listed as well?

19 A. And it lists my e-mail as

20 georgeot to~ takesun . com.
21 Q. And is this -- I'm sorry. Go ahead.

22 A. Which says that someone else, George Otto,

23 actually did the registration, even though he put me down

24 as the registrant.
25 Q. Is this a domain that you agreed to have your
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1 name put on?

2 A. Let i s see. i didn i t agree in terms of an actual

3 incident in which I said, yes, do it. I guess by asking

4 for him to get me a domain that indirectly I agreed for

5 him to do it.
6 Q. Did you ever independently get a domain name on

7 your own?

8 A. Yes.

9 Q. And what was the name of that?

10 A. About six weeks ago, in terms of educating

11 myself about domains, I bought one for $9.99. And it was
12 called convertacar. corn. And so I went through the whole

13 process. There were 10 steps to actually get the domain.
14 And the only important step was when I paid for it.
15 Because when I paid for it, I then had a password, I had
16 a PIN numer and I had an account number. And after I

17 got done, I went back and I found that by using those
18 tools, I could, again, get access to my domain.

19 I did not put it on a server. Actually, a

20 domain is worthless unless you find a server and have it
21 installed. And that i s another step which also has its

22 own security steps.
23 Q. And from what period of time did you post your
24 information on Our-Agaricus. us?
25 A. I didn i t post it. I explained to you that
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1 George Otto posted it.

2 Q. But did he post information that you asked him

3 to post?

4 A. Yes.

5 Q. Okay. And this is information that you supplied
6 to him?

7 A. In a general way. I didn't, I didn't layout
8 formats. You know, I didn't -- i would say, I want a
9 picture of this and a picture of that. And some people

10 will actually design their own Websites in Web language

11 which I'm not familiar with and then all you do is like
12 attach it to an e-mail, you just put it onto a Website.

13 But I don i t know how to do that. I didn't do that.
14 Q. And was this a Website from which consumers

15 could place orders for product from you, from RA11, for
16 instance, from you, for you?
17 A. It was a mirror image. It did exactly the same

18 things that . com did.
19 Q. That Agaricus.com did?

20 A. Our-Agaricus. com.

21 Q. Our-Agaricus.com. Thank you. And by that, you
22 do mean that consumers could order products from you from

23 that Website?

24 A. Yeah. I never really thought about the second

25 one, because I think, in fact, when you went to -- I
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1 never did this. But I believe the way it works is when

2 you go to our-Agaricus. us, it just links to
3 Our-Agaricus. com. In other words, it's sort of a ghost

4 Websi te and collects people and then funnels them over to

5 the other one. So, in effect, there was probably only

6 one Website that was active, that was actually involved

7 in a -- that related to customers. I found out yesterday

8 that George has 15 Websites. And I think most of them

9 are of that nature. I don't think they are stand-alone,

10 they just -- you have 15 times as many chances that

11 somebody is going to find you, when they are -- you know,
12 if we i re on, if you were trying to get people to hit on

13 Agaricùs, for example, there's 998,000 Websites that will
14 tell you something about Agaricus, if you go searching

15 for that. So your chances of being found are very small.

16 Well, you can increase your chances by just

17 having more Websi tes. But they are not necessarily going
18 to add anything to the other Websites. Of course, the
19 real way to get there is to pay the you pay to have
20 your Website put near the front, so that people will see
21 it right away, won't have to click down 2000 pages to

22 find you.
23 MS. BOLTON: Okay. Mark that as numer 13.

24 (Complaint Deposition Exhibit No. 13 was marked

25 for identification).
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1 BY MS. BOLTON:

2 Q. And, Mr. Isely, I i d like you to look over
3 Exhibit 13, and can you identify this?

4 A. Well, this is something put out by a company

5 called Internet Corporation Listing Service. And they

6 get paid for e-mail rentals. See, when you so-called buy

7 a domain, you're only renting it. It's like . com is one
8 set of domains. And somebody somewhere has all, has a

9 listing of like a phone book of every domain that says

10 . comi to make sure that nobody duplicates domains. And
11 you're offered two yearsi four years i ten years of rental

12 when you sign up for a domain. But eventually that
13 rental comes due. And the people that rent domains are

14 actually brokers. They are not the people -- they are
15 not the . com.
16 The . com is just one placei but there are many

17. people. Like many real estate people can sell a house.

18 Many of these Internet brokers can register or
19 re-register when the rental has run out. And so this to
20 me looks like a form that somebody was sending out to

21 probably thousands of domain registrants. And the way
22 they know when to send them is do a WHOIS. It will show

23 you when that thing is going to run outi so just ahead of
24 time they send you -- and they hope that their price of
25 renting you will be cheaper than the one you're paying so
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1 that you i 11 switch over. And this was sent to me because

2 of some dómain. I have to find out which one.

3 Q. The domain at the time, it says

4 RA/ Agaricus. com?

5 A. Oh, okay.

6 Q. And is that -- was that a domain that was

7 registered in your name?

8 A. Probably was. I wasn i t aware of it. But I
9 said I checked yesterday and something I clicked on

10 showed me that George has 15. So I know he had

11 registered three of his domains in my name. And I
12 wasn 't, I wasn i t aware of this one.
13 Q. So is this this is not a domain that you

14 registered or it is a domain that you registered?

15 A. I didn't register. This is registered by

16 George. Let i s see if it says somewhere. No, this guy
17 is -- this is not a WEOIS, this is just somebody that i s

18 trying to take George's Website away from whoever has

19 registered at the time before.
20 Q. Well, it's mailed to you.

21 A. That i s because George put my name down.

22 Q. Okay. So it looks like a bill.
23 A. I think somewhere it says, This is not a bill.

24 It says, This is a so1ici tation --
25 Q. Okay.

For The Record, Inc.
(301) 870-8025 - ww.ftrinc.net - (800) 921-5555



84

1 A. -- for the order of goods or services and not a

2 bill, invoice or statement of account. You i re under no

3 obligation to make any payments. When you get one of

4 these, you know it i S a guy trying to take the business

5 away from the guy that has it.

6 Q. But is it your understanding that this was sent

7 to you because you were the -- listed as the registrant

8 of the domain?

9 A. That i s my assumption.

10 Q. But it i S your testimony that you did not
11 register this domain?
12 A. No.

13 MS. BOLTON: Mark this as Exhibit 14.

14 (Complaint Deposition Exhibit No. 14 was marked

15 for identification).
16 BY MR. BOLTON:

17 Q. Mr. Isely, I i d like you to look at the document

18 that i s marked Exhibit 14. It is a WHOIS search result
19 for the domain Takesun. com.

20 A. Takesun is the mother company of Agaricus. I

21 think it i s where they keep their -- if they are a
22 corporation or whatever, where they keep their business.
23 Q. Now, if you look on the second page, where it
24 says the registrant --
25 A. George Ot to .
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1 Q. -- at 964 Walnut Creek Road, Franklin --

2 MR. VAN HORN: Does he live at your house?

3 Q. -- 28734.

4 MR. VAN HORN: Has that been redacted somewhere

5 in there?

8

MS. BOLTON:

MR. VAN HORN:

MS. BOLTON:

MR. VAN HORN:

MS. BOLTON:

printed out.

MR. VAN HORN:

No. I know, it looks like that.
9 It's just something. I got you.

10 But not by us. That's how it

11

13 BY MS. BOLTON:

14 Q. And that's your home address; is that correct?
15 A. Yes.

16 Q. Okay. Did you give Mr. Otto permission to use
17 your home address

18

19

A. No.

Q. -- in the registration of this domain?

20 A. No, I didn't.
21 Q. Okay. And you are listed as the administrative
22 contact
23 A. That i s interesting.
24 Q. at your home address. And, again

25 A. My name misspelled again. I think you'll find
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1 almost everyone, where he misregistered it without my

2 permission, he probably did them all at the same time and

3 misspelled my name. Every time it i S misspelled like
4 tha t .
5 Q. And the e-mail address next to your name on the

6 administrative contact, Webmaster at Agaricus .net; is

7 that your e-mail?

8 A. No, that i s Brazil i s Website. The Webmaster for
9 Agaricus. net, the guy that changes the prices of things

10 on Agaricus.net would be George Otto.

11 Q. And have you ever seen the Websi te Takesun. com?

12 A. Yeah, about eight or nine years ago. I think
13 that was the first Website that I found for George. And
14 he -- Takesun i s main business is bulk wholesale. At that

15 time he was a bulk wholesaler of commodities. You know,

16 so many kilo, so many hundred kilos of peppers or ground
17 nutmeg and stuff like that. And last night I was just
18 Googling around and I found his Takesun. com now has

19 Agaricus mushrooms on it, probably the rest of the
20 Agaricus products, but I didn't spend much time looking.
21 Q. Did -- when you sold RA products, did you sell
22 them wholesale or just retail or both?
23 A. That has a gray answer. I didn i t have a
24 straight schedule that says these are the retail prices
25 or these are the wholesale prices. I did have a price
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1 list that was -- I used actively up until about two years

2 ago, which gave a price in terms of a discount based on

3 the dollar value of the order. If the order was more

4 than 300, I think they got something like 15 percent off

5 the retail price. And if it was over 600, maybe it was

6 25 percent.

7 After a while, I felt the prices were just too
8 high at retail and I basically was selling at one price

9 which everybody -- in terms of profit, it would have been

10 the wholesale price. In other words, $120 for a bottle
11 of RA was the same price that someone would pay if they
12 bought 10 bottles or bought one bottle.
13 Q. And did you fill large orders for the product?

14 A. Occasionally.

15 Q. What would you categorize as a large order?

16 A. Of RA? A dozen bottles. That would usually
17 go to somebody who was reselling them themselves.

18 Individuals wouldn't buy that many at once.
19 Q. And would these typically be stores that would

20 be purchasing them from you or --
21 A. The names sounded to me like they were more than

22 a home business. In other words, it would be -- it might
23 be a center or something like that. Might be a health
24 food store, but you can i t always tell from the name.
25 Q. And the only way you would know would be because
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1 of the name?

2 A. In a couple cases we i ve had reason to discuss

3 what kind of business they were in, so I would know that

4 way.
5 Q. Did you ever have distributors as part of your
6 business?

7 A. I tried to set up distributors back in -- formal

8 distributors. I had a distributor agreement form when I

9 first started with -- I had an agreement with Jane X, for

10 instance, which was back in 2000. The main thing I was
11 interested in was that they didn i t represent the products
12 for medical purposes and that they paid their taxes.
13 Those are the two main reasons that I wanted them to
14 sign. But it seemed to pullout of vogue if people would

15 sign up as distributors. The ones that bought in
16 quanti ty already had their own businesses, I think, and
17 didn't want to think of themselves as a distributor of
18 somebody el se . So I'm not sure that - - I don i t think
19 anybody signed a distributor form for me in more recently
20 than maybe six years. I sent them out a couple of times.
21 Q. And when you sent these out, were they under the

22 name Gemtronics or did you send them out as individually?
23 A. Well, back originally they were under Takesun

24 U.S.A., when I was, when I was trying to build a
25 business, which was just wholesale. And that's when I
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1 worked up the distributor form. And I think that some

2 people would sign up. I frankly can't tell you whether I

3 changed it or not, because the name is Gemtronics now. I

4 don i t remember.

5 MS. BOLTON: And this will be Exhibit 15.

6 (Complaint Deposi tion Exhibit No. 15 was marked

7 for identification).
8 BY MS. BOLTON:

9 Q. All right. Mr. Isely --

10 MR. VAN HORN: Exhibi t 15.

11 Q. you have Exhibit 15, which is a WHOIS search

12 resul ts for domain OPC-Agaricus. net. Are you familiar

13 with this domain?
14 A. Never seen it before. It's a very interesting
15 document, though. I notice something different from the
16 others. It tells me something about the intent of George

17 Otto, which I've never been able to figure out, other
18 than I know he's lying. This one was created in June of
19 2006. He told me that in 2004 he made a mistake and

20 that i s how my name got attached to these domains. But
21 here two years later it i S done again, so I think it i s
22 intentional.
23 Q. All right. And you i re referring to the fact

24 that your name and address and telephone numer appear

25 as -- under the registrant category, the administrative
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1 contact and technical contact listings?

2 A. Yeah, right. But, again, he is using his e-mail
3 address after my name.

4 Q. So you are -- is it your testimony that you're

5 not familiar with this domain or any Website that it may

6 pertain to?

7 A. That i s correct. I wasn't even aware it existed.

8 But it's one of those so-called 15 that I stumbled on

9 yesterday. i stumbled on a listing that said Takesun and

10 had 15 domains. It didn't list what they were, but this
11 is another one, I guess.
12 Q. And let i s talk about Mr. Otto for a second. And

13 I'm referring to George Otto Kather. And you -- we seem

14 to mutually refer to him as George Otto. And I don 't
15 mean to repeat myself, but how did you get to know him?
16 A. I was looking for a reliable source of Agaricus

17 blazei Murill, which I had difficulty buying in the
18 United States because the only people that had it were
19 health practitioners that basically bought it for their
20 own clients, and sometimes didn't have enough stock to
21 share with anyone else. And so I just got on the net and
22 was surfing around until I ran across what looked like
23 somebody who was anxious to sell to English-speaking

24 people.
25 And I confirmed with one of the health
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1 practitioners that that was the source that they were

2 get ting it from. So rather than wait for six weeks

3 before I could get my product for myself and maybe not

4 get it at all, I decided I could import it, also.

5 Q. And this was approximately when?

6 A. 2000.

7 Q. And you said you were a - - you were an importer
8 for Mr. Otto or importer of Takesun products; is that

9 correct?

10 A. I became an importer wi th Takesun product.

11 Q. And as far as you know, you're not the sole
12 importer
13 A. No.

14 Q. -- in the United States?

15 A. Oh, no. George Otto is quite aggressive in
16 having other distributors. In fact, he did get some that
17 were stupid enough to sign his agreement and showed up on

18 Web pages as representing distributors of Takesun in the
19 Uni ted States.
20 Q. And what was the extent of your business

21 relationship with Mr. Otto?
22 A. I described that before as basically a buyer of

23 products from a foreign manufacturer.
24 Q. For the purposes of resale?
25 A. For the purposes of resale.
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1 Q. Did Mr. at to help you in any way wi th your

2 business, other than before when you mentioned the two

3 domains that you, that he registered with your

4 permission?

5 A. No. He tried to -- he offered, offered me his
6 brochure, some of his advertising material, which I

7 rej ected out of hand. First place, because they were not

8 written in good English, but largely because they were

9 they reflected the medical claims that he had on his

10 Website, which I knew were not proper for the United
11 States.
12 Q. Did he provide you with any technical

13 assistance, in terms of setting up computers or access to
14 the Internet or anything of that nature?
15 A. It wouldn't have been feasible, let alone I

16 didn i t want to. To do that from Brazil with his lack of
17 English skills, it was hard enough to order from him. I

18 mean, we went through sometimes three or four e-mail

19 responses back and forth before I could get a simple
20 number of what I wanted in the order and when I wanted
21 it. I mean it, was bad enough to order from him, I

22 didn i t want to complicate that with anything else. And
23 looking at his end product, his Web pages aren't really
24 the best. So there would be no reason from that point.

25 Q. Did he at all facilitate your setting up the FDA
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1 registered warehouse for the product in the United

2 States?

3 A. Again, this is a gray area. I can't say -- I'll
4 explain it, rather than say yes or no. He was required

5 as an importer of the United States to engage what's

6 known as an FDA special agent. I hope you know what they

7 are.
8 Q. (Shakes head negatively) .
9 A. This came about, I think, because of Homeland

10 Security requirements that anybody importing to the
11 Uni ted States -- well, let's see. Exporting. Got to get
12 the words right. Anyone sending products to the United

13 States that were either food or for dietary supplements,
14 was required to engage what you might call a broker.
15 They were usually and quite often ex-FDA employees who

16 were familiar with FDA regulations and products and

17 categories of codes of foods and so on. And these agents
18 had to maintain a 24-hour office.
19 Let i s say some product came in and there was
20 some question about maybe a safety issue of what was in
21 this product. They wanted somebody they could calIon a

22 24-hour time period that would be able to -- that would
23 know more about George Otto than was on file. And could

24 act for him. If it was necessary to dispose of, for

25 security reasons, to dispose of the item that they had
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1 prior permission to act for him. This was with the

2 understanding that sometimes hard to get in touch with

3 somebody in a foreign country and you don i t know who they

4 are and these people were bonded agents for doing that

5 purpose. And you had to pay a fee for that.

6 And in the process of his doing that, he

7 mentioned to me that this broker company, whatever you

8 want to call them, special FDA agent, would facilitate my

9 registering my business as an FDA food warehouse. I

10 found out since that I could have done that myself, if i
11 had known. I mean, all you needed to do was know where

12 the Website was to go to do that. But this agent that he
13 had engaged for another purpose helped me do that. So it
14 was indirect help.
15 Q. Do you still maintain an FDA registered

16 warehouse?

17 A. Let's say that I haven i t canceled my

18 registration with the FDA. I don't think -- I don 't
19 maintain my house for that purpose any more, but I could
20 start importing again and I guess I would still be on

21 their list of approved warehouses, because I haven't told

22 them I'm not doing it.
23 Q. Now, you mentioned in your -- there was a

24 reference in your Answer to Interrogatories about
25 redesigning labels for Takesun products; is that correct?
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1 A. (Nods head) .

2 Q. You have to give an audible response. You can 't
3 nod your head. She can't take that down.

4 A. Yeah.

5 Q. Can you explain what that was all about?

6 A. I was turning my head, because one of my ear

7 phones was buz zing.

8 Q. Oh, I'm sorry. I thought you were nodding.

9 A. Let's see. The question was

10 MR. VAN HORN: She i 11 repeat it.

11 Q. Oh, yeah. Explain to me about the redesigning

12 labels.
13 A. Oh, yeah. Oh, yeah. My first large order as
14 Takesun U.S.A., which was a joint order between myself
15 and with Jane X. I'm trying to remember. It was 3 - or
16 $4,000. And up to that point in the small quantities I'd
17 bought it corne through okay. This was a big order. You
18 know, probably weighed 40 kilos or something.
19 Q. And this is of Takesun products?

20 A. Takesun products, which I had gotten before, but

21 this is my first big order. Carne in to Miami and I guess

22 they picked it to inspect. And the FDA would not pass it

23 because there's a special form that goes on --
24 MR. VAN HORN: It i s that FDA product code there.

25 A. Not only that, but you've got to say what a
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1 serving size is and how many servings are in a bottle and

2 what it contains. And whereas George's labels were --

3 what he i d done is taken his previous labels and I think

4 he'd done a literal translation. I didn't know who he

5 had translate it for them: But anyway, there was some

6 violation of the method.

7 FDA is very specific. You leave out a comma and

8 it i S bad. Or if you don i t identify the preservative,

9 just say preservative, they knock you on that. So anyway

10 they said, we're rejecting this, this order, this
11 shipment, have to go back. So I talked to Takesun. And
12 Takesun said Brazilian company doesn't allow products to
13 be sent back. So here I had spent about $5,000 and

14 products were stuck in Miami and I couldn i t get them back
15 to Brazil.
16 And so there were several back and forth
17 discussions with the FDA, as to how we could salvage the
18 shipment. And they said, well, if you get proper labels
19 that pass our requirement sent to Miami and have your

20 agen t go in there under - - in other words, my broker, go
21 in under supervision of the FDA, they allow you to remove

22 the old labels and put on the new ones. And so between

23 myself and Takesun, we got the labels corrected. He
24 printed them out, sent them to me. I sent them down to

25 Miami to the - - I think it was DHL was the shipper, I
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1 believe, at the time. These were still in a bonded

2 warehouse. I mean, and they are in the bonded warehouse.

3 He spent a couple days with -- cutting open boxes. I

4 think there were five boxes involved. And re-labeling

5 every bottle, every bag, every whatever. And then he

6 passed them and I finally, after about six weeks delay, I

7 got my shipment.

8 Q. And did Takesun continue to use the labels that
9 you designed, thereafter?

10 A. Oh, yes. Matter of fact -- well, let i s see.
11 Almost eight years went by without any question of the
12 labels. Now, there were sometimes they would pull off a

13 product and they would send it to a lab and it would get
14 delayed a couple weeks. It always passed. But sometimes

15 a new agent for the FDA would corne in who wouldn 't

16 recognize the Pinnacle names that were on the label and I
17 would have to -- they would get in touch with me, I would
18 have to send literature to describe what the thing was so
19 that they could accept it.
20 On the very last order I had, which was not --
21 it was not for RA, it was something else. They noticed

22 something that had slipped by them for eight years, and
23 that was that in the area where you say, preservative,
24 that's all it said. Now, normally you say, preservative

25 with what the name of the preservative was. And that had
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1 been left off. And they said, well, the next time you

2 buy this, make sure the label had been changed. And they

3 pu tit through wi th the label.

4 Q. And when is it you did this label redesigning,

5 approxima tely?

6 A. Well, since it was my first large order, that
7 would have been in the year 2000. I'm not telling you

8 that from looking at the documentation of the letters

9 wi th the FDA, but I'm pretty sure that's when it was.

10 MS. BOLTON: I'm done. I'd like just a couple

11 minutes to look through my notes and I might have a
12 couple questions, but that's pretty much it for me.
13 MR. VAN HORN: All right.

14 (Recess taken from 1: 50 p.m. to 1: 53 p.m.)

15 MS. BOLTON: All right. We're back on. I've

16 concluded my deposition. Thank you, very much,

17 Mr. Isely. I appreciate your attendance and your

18 answers.

19 MR. VAN HORN: All right. I'm just going to ask

20 him a couple questions, go over a couple documents here.
21 (Respondent's Deposition Exhibit No.1 was

22 marked for identification) .
23 EXAINATION
24 BY MR. VAN HORN:

25 Q. All right. This is a four-page document or
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1 four-page exhibit. It i S actually two documents. And I

2 represent that I i ve pulled this from the North Carolina

3 Secretary of State iS Website. I think you i ve probably

4 seen these.

5 I don't have a copy for you.

6 MS. BOLTON: That i s all right.

7 Q. I just wanted to get this into the record. You

8 just want to take a second to look at that? I i 11

9 represent to you that that's information pulled from the

10 North Carolina Secretary of State Website regarding the
11 corporation Gemtronics, Inc. And you i re holding the last
12 two pages.

13 A. This is what I filled out.
14 Q. Okay. That's what I was going to ask you.
15 You're holding the last two pages of this exhibit. This
16 exhibit contains four pages. And these are Bates
17 Nos. 0054 and 0055, respectively. Are you familiar with
18 this document?

19 A. Yes.

20 Q. What's the title up there?
21 A. Articles of Incorporation, State of North

22 Carolina, Department of Secretary of State.
23 Q. Okay. So you want to flip to the second page
24 here, or the fourth of the exhibit. That's your
25 signature down there?
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1 A. Yes.

2 Q . And --

3 A. That i s my signature.
4 Q. And there i s a s tamp under it tha t says
5 incorporator?

6 A. Yes.

7 Q. So you formed or you caused the corporation,

8 Gemtronics, Inc., to be formed; is that correct?

9 A. That i s correct.
10 Q. Okay. And that was -- the document speaks for

11 itself, but September 20th of 2006 i does that sound about

12 right?
13 A. Yeah. That was right after our visit to Raleigh
14 in the sumer to discuss this with my oldest son.
15 Q. Okay. Have you ever done anything else
16 mechanically or administratively with regards to this
17 corporation since you caused it to be formed?
18 A. I investigated what it would take to keep the

19 accounts and turn in the tax forms for a corporation.
20 Q. Okay.

21 A. And I had thought that I had somebody who had

22 the software to do it for a very low cost, but that
23 source disappeared. And the cost of then continuing with
24 the corporation looked exorbitant to me and I wasn 't
25 about to learn how to file taxes for a corporation, so I

For The Record, Inc.
(301) 870-8025 - ww.ftrinc.net - (800) 921-5555



101

1 thought of an alternative which would be a Limited

2 Liability Company.

3 Q. Uh-huh (affirmative).
4 A. And neither one looked attractive, and so that
5 was the end of it. I never went further with it.
6 Q. Okay. Now, this page three of the exhibit, line
7 two, I i 11 represent states that the number of shares of

8 the corporation was authorized to issue was 10,000 ¡okay?

9 You understand what that means, the number of shares the

10 corporation --
11 A. Yes.

12 Q. So it's authorized to issue 10,000, according to

13 the stock. Have any shares ever been issued?

14 A. No. They insisted I had to put some number

15 down. That was just an arbitrary number. But no shares
16 existed.
17 Q. Any members of -- any board of directors?

18 A. No officers, whatever, other than myself as the

19 agent that sent the application to the state.
20 Q. Did you ever obtain a Federal tax ID number?

21 A. i did not.

22 Q. Did you ever obtain a state tax ID numer

23 through the Department of Revenue, State of North
24 Carolina?

25 A. No.
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1 Q. Have you ever executed any documents on behalf

2 of this company?

3 A. No.

4 Q. For instance, a contract --
5 A. No.

6 Q. And

7 A. No bank account, nothing.

8 Q. All right. So for all practical purposes, it i s
9 an inactive corporate shell; is that correct?

10 A. Oh, yes.

11 Q. Have you been filing your annual reports, to
12 your knowledge?

13 A. I'm supposed to file an annual report on a
14 corporation that hasn't come into existence?
15 Q. Well, these are legal terms.

16 A. Oh.

17 Q. In effect, it has come into existence, because

18 you formed it.
19 A. Oh.

20 Q. And

21 A. But there's nobody to fill out a report.

22 There i s no board of directors. Who is going to do it?
23 Q. Yeah, that's an interesting question. Well,
24 i'll just represent that the state law requires that at

25 the end of each year, you have to file what's called an
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1 annual report, and you have to pay a $25 fee.

2 A. Who is required to? Which officers of the
3 corporation is required to do it?

4 Q. Somebody has to. But the answer to the question

5 1S, that has not been done; is that correct?

6 A. Tha t hasn't been done.
7 Q. All right. Here i s that.
8 A. Now I just committed a misdemeanor or something.

9 Q. No, you didn't. They just dissolve your

10 corporation, is what they do.
11 MS. BOLTON: Do you want me to wait till your

12 done for any follow-ups I have?
13 MR. VAN HORN: Oh, if we're on that subject now,

14 if you want to go on, just to keep it consistent.

15 EXAINATION
16 BY MS. BOLTON:

17 Q. If you registered -- Mr. Isely, did you register

18 Gemtronics as a for-profit corporation?
19 A. Yes.

20 MR. VAN HORN: Hold on. I i m going to obj ect to

21 that question just because -- I don't think that -- well,
22 just the term
23 THE WITNESS: I i m not sure.

24 MS. BOLTON: We can do it in the negative. Did

25 you register it as a not-for-profit organization?
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1 MR. VAN HORN: I'm not objecting -- the only

2 reason I'm obj ecting is the terminology assumes facts not

3 in evidence. Just for the record, because --

4 MS. BOLTON: No. Is it a 501(c) (3), that's all

5 I'm asking him.

6 MR. VAN HORN: Oh.

7 MS. BOLTON: Under technical terms. I'm not

8 asking whether he made a prof i t or not. I'm asking how

9 he incorporated himself.

10 MR. VAN HORN: Okay. Well, I was confused. I

11 thought, I thought -- my confusion was the difference
12 between filing an assumed name filing.
13 MS. BOLTON: No, no. I'm just asking --

14 MR. VAN HORN: You're asking whether it's a

15 not-for-profit corporation.
16 MS. BOLTON: Yes.

17 MR. VAN HORN: Okay. I was confused.

18 THE WITNESS: The only filing is this piece of

19 paper. If that doesn't say, then we don't know.

20 BY MS. BOLTON:

21 Q. All right. And did you ever have any employees

22 at Gemtronics?

23 A. No.

24 Q. And you mentioned that Gemtronics did not have a

25 bank account under --
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1 A. Gemtronics, Inc.

2 Q. Gemtronics Inc. never had a bank account?

3 A. No.

4 Q. The monies that you -- the monies that you

5 obtained from your transactions in selling the

6 supplements, did you isolate them in a separate account

7 or were they intermingled with your personal funds?

8 A. They went into an account that was called

9 Gemtronics.

10 Q. And it was not a corporate account?

11 A. No.

12 Q. And is that the same account that you listed in

13 your Answers to Interrogatories?
14 A. Dh-huh (affirmative).
15 MS. BOLTON: Okay.

16 EXAINATION
17 BY MR. VAN HORN:

18 Q. So it's a -- you've been operating Gemtronics by

19 yourself; is that correct?
20 A. Dh-huh (affirmative).
21 Q. As a sole proprietor?
22 A. Sole proprietor.
23 Q. Okay. Have you ever filed any assumed name

24 filing documents with the --

25 A. A what?
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1 Q. I'm sorry. Have you ever filed a, what's called

2 an assumed name filing document with the Register of

3 Deeds in your county, indicating to the public that you,

4 William Isely, are operating as sole proprietor under the

5 name of Gemtronics?

6 A. No.

7 (Respondent i s Deposition Exhibit No. 2 was

8 marked for identification).
9 BY MR. VAN HORN:

10 Q. Okay.

11 A. April 17th, it was a capricious date.

12 Q. It i S a what?

13 A. It's an important date. These guys were piling

14 on by that date.
15 Q. Have you seen that before, the document before?

16 A. Yes.
1 7 Q . Wha tis tha t ?

18 A. This was a warning letter from the FDA about the

19 Website. I presume it was part of a concerted program

20 with the FTC, in which they warned me that this
21 Website -- they call it my Website.
22 Q. What Website?

23 A. They say your Website.

24 Q. What is that Website?

25 A. Agaricus .net and RA/Agaricus. com.
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1 Q. Okay.

2 A. And they are complaining about the products as

3 being drugs, since there are therapeutic claims made for

4 them.

5 Q. Okay. Now, how was this, how was this letter
6 sent? How was this correspondence sent, according to

7 thi s document?

8 A. I believe it was by registered mail.

9 Q. Okay. I think -- I'll just represent for the
10 record on top, on the first page --
11 A. Oh, it says by Federal Express. Okay.

12 Q. Do you remember receiving this?

13 A. I can i t remember the specific time.

14 Q. Do you remember if your signature was required

15 when it was delivered?
16 A. I don i t know.

17 Q. So where did you receive this?

18 A. Oh, i probably received it at my front door.

19 These guys don i t have an office in our town.
20 Q. Okay. And so -- and that letter is addressed to
21 who?
22 A. William Isely, Gemtronics, Inc.

23 Q. And what i s the address?
24 A. 964 Walnut Creek Road.

25 Q. Which we i ve previously established is your horne
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1 address?

2 A. Yes. And it was the same address that was used

3 for registering Gemtronics, Inc., which they put on here.

4 Q. Okay. All right. And I guess you flipped to

5 the second page. It directs you to contact who? What

6 does it do, direct you to what?

7 A. Philip S. Campbell, the compliance officer at

8 the FDA.

9 Q. Okay.

10 A. And because I was already involved with the FTC

11 and had you as my counsel, I passed this letter to you,
12 rather than contacting Philip. I i ve never talked to him
13 myself.
14 Q. Okay. Do you remember what -- how he handled

15 this matter?
16 A. Well, yes. We responded to his warning and

17 pointed out that Agaricus was a Brazilian Website that
18 was managed by parties other than myself.
19 Q. And that was done through a letter written by my

20 office; is that correct?
21 A. That was a letter that was written -- that your
22 office submitted to him.
23 Q. Right.
24 A. I believe you had some conversations with him.

25 Q. Okay.
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1 A. And he responded after that with some questions

2 about how to contact George Otto and so forth. And I had

3 given you some information on how to, to pass on to

4 Campbell. And he wrote another letter thanking us for

5 our corporation. I haven't heard from him since.

6 MR. VAN HORN: Okay. You want -- I'm moving

7 along.

8 MS. BOLTON: Keep going.

9 (Respondent J s Deposition Exhibit No. 3 was

10 marked for identification).
11 BY MR. VAN HORN:

12 Q. Okay. This is No.3. Exhibit No.3, I'm going
13 to introduce. It J S a three-page document and I've

14 written some hand notes on the first page. But I
15 represent this was received through discovery by the FTC.

16 Okay. You want to take a moment just to look at that
17 document. And what is it?
18 A. (Witness peruses document). You know, I've seen

19 this recently. It's FTC Item 00195. This was the

20 initial warnings.
21 Q. What J s the date on it?

22 A. The date on it is -- letter is the 23rd of

23 October of 2007.

24 Q. Okay. When did you -- do you remember when you

25 first saw this letter?
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1 A. I think I first saw this with material that the

2 FTC sent us in the last month or so.

3 Q. Okay.

4 A. And it was -- I heard about this letter. And

5 that the FTC counsel had sent this to Agaricus .net. So

6 the letter is actually addressed to the Website. It's

7 not addressed to me.

8 Q. Okay. Looking up above there, there's a --
9 above that area of the letter, which says who it's to and

10 who it is from, from being the FTC, Federal Trade

11 Commission, it looks like it's a chain of e-mails¡ is
12 that correct?
13 A. Well, let's see.
14 Q. I'm going to represent -- I think it's an
15 internal chain between people at the FTC. I don't know

16 how relevant it is, frankly. But, again, the letter, it
17 says it i s to the e-mail isaddressedtoAgaricus.net?
18 A. Yes.

19 Q. What is your opinion as to why you never

20 received this on October 23rd, 2007?
21 A. Well, I presume at that time the FTC hadn't

22 identified me as having any connection with Agaricus .net,

23 so they sent it to whatever they had, which would be the

24 Website. To consider it to be a proper warning letter to
25 me, I think, is improper because it wasn't addressed to
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1 me. I didn 't -- it wasn i t sent by a method where I could

2 give them a receipt for it, if it was meant for me. So

3 it probably would have ended up in Brazil and they looked

4 at it and said, what do these crazy yankees think they

5 are doing and threw it into the wastepaper basket because

6 they have their own regulations and laws and they are

7 probably operating - - I don i t know. They may think they

8 are operating according to Brazilian law and that this

9 would be presumption to tell them what to do, but

10 MR. VAN HORN: This can be off the record.

11 (Off-record discussion) .
12 BY MR. VAN HORN:

13 Q. Okay. Previously introduced, or complaint
14 counsel previously introduced and spoke to you about
15 their Exhibit 2.
16 A. Which one of those is that? I'm nearsighted.

17 Q. You remember when he we went through some of

18 these?
19 A. This is Agaricus.net. Sure.

20 Q. Okay. On page two, you remember going through

21 this document earlier today?

22 A. Yes.

23 Q. Okay. On the second page, you identified this
24 before, but you identified the contact information for
25 who -- for who is the administrative contact person
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1 identified for Agaricus .net; do you remember that?

2 A. Yeah.

3 Q. Okay. Administrative contact here; right? On
4 the first page of complaint counsel's Exhibit 2. And

5 then continues here; right?

6 A. Dh-huh (affirmative).
7 Q. On the second page -- and according to this
8 document, the administrative contact person is who or

9 what persons in this case?

10 A. William Isely, misspelled, and George Otto, both

11 of us living at 964 Walnut Creek Road in Franklin, with

12 the wrong telephone numer.

13 Q. Why is it wrong?

14 A. Well--

15 Q. Is it close to your phone numer?

16 A. It is close?

17 Q. Close, but it's not. So it appears someone

18 attempted to put your phone numer down?

19 A. And also to George Otto's e-mail.

Q. What is tha t ?

A. What is tha t ?

Q. Wha t ' s his e-mail address?

A. George Otto at Takesun. com.

Q. No, it i S not.
A. Sorry. G Otto.

20

21

22

23

24

25
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1 Q . Okay. So if the e-mail contact for Agaricus.net 

2 is G Otto, just like you represented, and like this

3 document says, do you think that i s why you may have not

4 received it, received Exhibit 3?

5 A. Well, see, ww. Agaricus.net is not an e-mail
6 address.

7 Q. I understand.

8 A. So I don't know where it went. See, to have an

9 e-mail address, you have to have some name with an ø.

10 And you would leave off the ww.SoIdon i t know how it
11 was delivered to them from this documentation.
12 Q. Okay. But repeating ourselves, you did not
13 receive this documentation?
14 A. No.

15 Q. Until when?

16 A. I don i t think -- I think you were supposed to

17 have it in your office sometime this year, but I don 't
18 think I saw it until it showed up with this FTC number on

19 the bottom, which was in the last month.
20 Q. Okay. Okay.

21 A. Can I make a comment on it?

22 Q. Certainly.
23 A. Well, I think it's quite relevant on the last

24 page that the writer of this document was in a quandry as

25 to whether they had jurisdiction. Because it says, If
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1 you are not located in the United States -- which maybe

2 they didn i t know at the time -- we have referred the

3 claims on your Website to the Consumer Protection

4 Enforcement Agency that has jurisdiction in your locale.

5 So at the time, at least, this warning letter was
6 wri tten, they didn i t know if they had jurisdiction or
7 not. I don i t know if they have ever established it or

8 not. Have you? Well, I can i t ask her.

9 Q. You can do that in the parking lot.
10 A. I'm the only one that can answer questions.

11 (Respondent i s Deposition Exhibit No. 4 was
12 marked for identification) .
13 BY MR. VAN HORN:

14 Q. You want to take a look at that?
15 A. Yes.

16 Q. Have you seen that before?

17 A. I think I saw it when you I think you dropped

18 this off, got this off the Website for trademarks and

19 sent it to me.
20 Q. Yeah. I i 11 represent that that came from the
21 Website for the U.S. Patent and Trademark Office.
22 A. And you showed it to me --

23 Q. Okay.

24 A. -- I think the first time we met.

25 Q. Okay. What -- the trademark appears to be RA,
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1 that we've discussed, and capital R, cap A, cap A, cap X,

2 and the numer 11.

3 A. Dh-huh (affirmative). And I think actually, the
4 actual trademark has to also specify colors used in

5 various areas.

6 Q. Well, let's see if it does.

7 A. Here. The color red letters on the yellow
8 background is claimed as a feature of the mark.

9 Q. And that trademark, that's put on the bottles of
10 RA that are manufactured or at least distributed by
11 Takesun¡ is that correct?
12 A. Dh-huh (affirmative).
13 Q. Takesun being Takesun do Brasil?

14 A. Dh-huh (affirmative).
15 Q. Owned and operated by George Otto ¡ is that

16 correct?
17 A. To the best of my knowledge, yes.

18 Q. Okay. But this, the trademark represented in

19 this Exhibit 4, which the Exhibit 4 states it i S a valid
20 trademark, recognized by D. S. Trademark or D. S. Patent

21 and Trademark Office. That trademark, does it say who

22 the owner is on here?
23 A. Oh, applicant is one of Takesun i s branches.

24 This one is Takesun Portugal, LDA. And he also lists a
25 German company, that's his European business, I guess.
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1 Q. Okay. Bu t tha t's the same mark or the same,
2 same font, same writing that i s found on the bottles of

3 RA that you --
4 A. Dh-huh (affirmative).
5 Q. -- have purchased from Takesun do Brasil i is

6 that correct?

7 A. Dh-huh (affirmative). That i s correct.
8 Q. I want to go back a little bit, if you can go

9 back to when Barbara Bolton was asking you questions

10 about the purchases made by her office or undercover
11 agents from her office. And she introduced some

12 envelopes. And from -- they were sent by you, according
13 to your testimony, in response to an order for bottles of
14 RA. Do you remember that testimony and that line of
15 questioning?

16 A. Dh-huh (affirmative). Yes.

17 Q. And if i remember correctly, it was those
18 products were paid for through PayPal, Inc. i is that
19 correct?
20 A. They were, they were paid to the Website.

21 Q. Okay. Paid to the Website. What Website?

22 A. Agaricus.net.

23 Q. Okay. Were they done so by PayPal?

24 A. Yes. And the PayPal, I think it i S Takesun. com i s
25 account that accepted the payment --
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1 Q. Well, let i s --
2 A. -- in one case, and the other case I think it

3 was to one of the European branches that took the money.

4 Q. Okay. Well, I'm going to introduce this
5 four-page exhibit and it i S related to one of the
6 purchases.

7 A. Dh-huh (affirmative).
8 Q. -- made by someone identified as Riece, is it

9 Miles?

10 MS. BOLTON: Miles.

11 Q. Whose name we saw on one of the envelopes that

12 you had mailed out.
13 A. Dh-huh (affirmative). Right.
14 Q. So going back to that -- what did you want to

15 say? Did you want to say something?
16 A. Well, that documentation shows that --

17 Q. Hold on. The one that I'm introducing?
18

19

A. Yeah.

Q. Hold on. Let's get it stamped, then we'll get

20 you to look at it.
21 A. What do you want me to say? What's the question

22 you want me to answer about it?

23 Q. I'm just going to ask you about it. I don't

24 know. I want you to look at that document.
25 A. Oh, okay.
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1 Q. Tell me what you know about it. I want to

2 understand how this PayPal thing works.

3 A. I haven i t seen this document until it was

4 produced by FTC.

5 Q. Okay.

6 A. But PayPal is a method of transferring --
7 Q. Hold on. Let her put that sticker on there.
8 You don i t need to tell me tell me what PayPal is.

9 Frankly, I don't know how it works.

10 A. There's been a problem with International trade
11 of sending money back and forth.

12 (Respondent i s Deposition Exhibit No. 5 was
13 marked for identification) .
14 BY MR. VAN HORN:

15 Q. Okay.

16 A. In the olden days it was done by going down to

17 your bank and sending a wire transfer. It might take
18 half an hour or two hours, depending on where your bank

19 was and how you got waited on. Actually, this is a way I
20 paid for most of my purchases.
21 But this guy in California came up with a scheme
22 where he would hold the money on the Internet. And

23 people would -- got where they would, trust him. So you
24 would pay into his account and he would transfer that
25 money to who you say you want it to go to.
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1 So you'd have -- anyone around the world can

2 become a member in PayPal. And this got around to

3 banking regulations and money importing and made Internet

4 commerce much more feasible. And so a lot of people that

5 work on -- particularly people who are in countries that

6 have very strict control on financial transfers, they can

7 maintain a PayPal account in Germany, live in Brazil, and

8 that money never comes to Brazil.

9 Q. Oh, okay.

10 A. Now they can accept it in Germany and send it to

11 Spain or something like that, and it doesn't have to go
12 across --
13 Q. State lines or country lines?

14 A. Yeah. Yeah. And so that's, that's the kind of
15 system that George has adopted. He didn't, he didn't
16 have it until about four years ago. He went to -- he
17 went back home, put his boys in school in Europe, I
18 understand, and set up banking arrangements there so he
19 wouldn't have to deal with the complications of Brazilian
20 banks.

21 Q. Well, here's what I want to you say, is I want

22 you to look up here at the top here.
23 A. Yeah. Here it says that
24 Q. Well, I want to just see who this, who this

25 payment was made to via PayPal.
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1 A. Well, this is a receipt to Riece Miles.

2 Q. Okay.

3 A. Telling him that his payment has gone to George

4 Otto, I mean gotto&takesun.com, 130, no, $119.90.

5 Q. And then -- but the product was shipped from

6 your house on Walnut Road; right?

7 A. Yeah.

8 Q. So how -- I may be -- we may be covering old

9 information, but how did you know to ship it to Riece?

10 A. Well, George, in this case, sent me an e-mail,

11 which is not in evidence here, that he had, he had
12 somebody he i d like me to send a bottle of RA to, and
13 this was the address. And that he had received payment

14 for it by PayPal.
15 Q. He said he had received payment for it by
16 PayPal?

17 A. Yeah.

18 Q. And so you dropped it in the mail ?

19 A. Yeah.

20 Q. And that i sit?
21 A. Yeah.

22 (Respondent i s Deposition Exhibit No. 6 was
23 marked for identification).
24 BY MR. VAN HORN:

25 Q. Okay. Same exerc i se here wi th thi s next exhibi t
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1 I i m going to introduce. This is Respondent i s 6. And

2 same questions.

3 A. But not the same --

4 Q. And this is the second of the two undercover

5 purchases. You can let counsel see that.

6 A. Okay.

7 Q. Three pages to it. Actually, I just found it.

8 Just put them in the right order, actually.
9 A. All right. This is again a statement by PayPal

10 that they have --
11 Q. Who is the -- I i 11 represent the name on there.
12 A. Okay.

13 Q. First page is it Dana Long?

14 A. Dana Long, who is in Roanoke Virginia.

15 Q. You remember the previous line of questioning

16 related to the undercover purchases. The first person
17 that did undercover purchase was Riece Miles; right?

18 A. Yes.

19 Q. And the second person is this person, who is
20 A. Dana Long. And the second page here is a
21 receipt from PayPal.
22 Q. What i s it say?
23 A. An e-mail to Dana Long saying that they are in
24 receipt of his payment to Takesun Portugal LDA.

25 Q. Okay.
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1 A. On one of these they had a Takesun logo, but I
2 don i t see that on this one.
3 Q. And if you go down, that second page says

4 business information, contact e-mail.

5 A. Yeah, contact is ven dos, that probably means

6 the giver of information, at TakesunPortugal. com.

7 Q. Do you know who that is or what e-mail that is?

8 A. All I know is that TakesunPortugal.com is one of

9 George i s businesses. I one time, when he had products

10 that had been sent to me by mistake instead of to Europe,

11 why he had me forward them to that address or that
12 company, Takesun Portugal.

13 Q. So for both those transactions, how much money

14 did you receive of those?
15 A. According to my PayPal records, I never received

16 any.

17 MR. VAN HORN: Okay.

18 MS. BOLTON: And I have a couple of follow-ups

19 on this.
20 MR. VAN HORN: Sure.

21 EXAINATION
22 BY MS. BOLTON:

23 Q. And do you recall whether or not you received

24 reimbursement from Mr. Otto with regard to these orders?
25 A. Specifically for these, no. He has paid me on
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1 occasions, but --

2 Q. All right. So you're saying, no, you don't

3 recall or, no, you didn't receive any reimbursement from

4 Mr. Otto?

5 A. For these purchases? I don't remember ever

6 receiving anything and my PayPal records don't show that

7 i did.
8 Q. Can you read this bottom line here into the
9 record?

10 MR. VAN HORN: Tell them what page you i re

11 reading off of. First page?
12 MS. BOLTON: Off the first page.

13 A. I think that's an optional way of charging.

14 Q . Can you read it in to the record, so we know what

15 you're talking about?
16 A. If Dana Long had, Dana Long had selected to pay

17 by credit card, then I would have been, I would have

18 received his credit card numer and I would have charged

19 it.
20 Q. Okay.

21 A. So that he would -- when it showed up on his

22 account, he would know this is the person that charged
23 it.
24 Q. The record doesn't indicate what it is you're
25 talking about, that's why I want you to read the record,
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1 the sentence into the record.

2 A. Your credit card is charges using SSL secured

3 server. On your statement will appear Gemtronics secure

4 payments.

5 Q. All right. Now, explain what you just said

6 because I'm not sure. If -- did you just say that if the
7 person had paid for this on a credi t card

8 A. If he had selected to pay by credit card --

9 Q. Dh-huh (affirmative).
10 A. -- which he did not, then George had the option

11 of asking me to collect for the money.
12 Q. So it would have gone to you?

13 A. What would have gone to me?

14 Q. The payment.

15 A. Yes.

16 MR. VAN HORN: All right.

17 THE WITNESS: In this case he selected PayPal.

18 MR. VAN HORN: All right. This is six pages.

19 THE WITNESS: I think I should put a postscript

20 on it. I think it's perfectly fair to charge for product

21 that I was sending. You missed part of that.

22 MR. VAN HORN: Yeah.

23 (Respondent's Deposition Exhibit No.7 was

24 marked for identification) .
25 EXAINATION
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1 BY MR. VAN HORN:

2 Q. This is a -- I' 11 represent this 1S a WEOIS

3 search result document --

4 A. Uh-huh (affirmative).
5 Q. that's similar to the ones we've gone through

6 before with Ms. Bolton, when she was asking you

7 questions. This one, however, is regarding the domain

8 OPC Agaricus .net.

9 A. Uh-huh (affirmative).
10 MR. VAN HORN: And I don't think we -- we didn't

11 go over that one.
12 MS. BOLTON: We did.
13 MR. VAN HORN: We did. That is has been

14 introduced, OPC has? Good.

15 THE WITNESS: This is the one I had not seen

16 before.
17 MS. BOLTON: Yeah, he did not know about it.

18 MR. VAN HORN: Let me just make sure.

19 MS. BOLTON: It i s the last one, I think.

20 (Respondent's Deposition Exhibit No.7 was

21 stricken and another document was marked No.7) .

22 BY MR. VAN HORN:

23 Q. What is that document?

24 A. This document is an invoice from the Takesun

25 company to me listing the contents of a shipment of a
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1 number of different items.

2 Q. And you received that why?

3 A. This kind of a document is required in

4 international trade, in order to pass through customs and

5 the FDA. They have to list what it is. You notice it

6 has the -- these are the, what do they call that,
7 harmonized tariff codes. In other words, for common

8 products like Agaricus mushrooms, for example, the world

9 has agreed that they will use the same number to

10 designate.
11 Q. Oh, i understand.

12 A. And like for dried mushrooms, this is the code,

13 0712.31.10.00. So actually when the FDA looks at what i s
14 in a package, they look at this. Only one of maybe 20

15 times do they actually go down and verify it. The
16 package sits unopened in their bonded warehouse. I mean,
17 in the bonded warehouse of the shipper company. And they

18 just go through this document and say, yeah, we recognize

19 what that is and it i S all right to import it. This was
20 in February of 2003.

21 Q. So is this, is this a good example of an invoice

22 that you would get as a result of buying products from
23 A. Well, this is the English version. Now, in

24 order to export, he fills out a Brazilian version.
25 Q. Okay.
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1 A. So both papers come in the package.

Q. Okay.

A. And they put them in a transparent envelope and

paste it over the box with tape so any agent along the
way wants to look at the paper can slit it open, look at

2

3

4

5

6 it, put it back in. And this clearly shows me as a

7 purchaser, separate from the company selling the product,

8 Takesun. And at the time they were operating out of

9 Ibuna SP, which is their state in Brazil, which is up

10 near the rain forest. They have since moved away south

11 from there. They are now in a town called Joinville.
12 MR. VAN HORN: Okay. That i s all I have on that.

13 Here's No.8.
14 (Respondent i s Deposition Exhibit No. 8 was
15 marked for identification).
16 BY MR. VAN HORN:

17 Q. Okay. Have you seen this document before?

18 A. Yes.

19 Q. How did you come to see it or do you know --

20 tell us about it.
21 A. I believe that you got this document in response

22 to a query to these guys Domain Discover, and I think you

23 sent me a copy of it. This is a statement by Pablo
24 Velasco, who is a supervisor in Domain Discover, states
25 that -- he says, I hereby confirm that the information
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1 listed for the domain of Agaricus .net is legitimate and

2 listed below. It was registered to Agaricus

3 International, BR, 101 KM, 22.5, Joinville, SC, and

4 postal code numer, Brazil, and lists the telephone

5 number. And it i S George Otto Takesun. com. BR. And the

6 name, domain name is Agaricus .net and administrative

7 contact, technical contact and zone contact, those are

8 all the same as the registrant was.

9 Q. Okay. But in previous, in a previous document,

10 it i S Deposition Exhibit 2 introduced by Complaint

11 counsel, these people, these titles, registrant
12 administrative contact
13 A. Yeah, they --
14 Q. Those -- the documents speak for themselves, but

15 the registrant was identified as you?
16 A. Uh-huh (affirmative).
17 Q. And the administrative contact was you,

18 identified as you and George Otto. And now this

19 document

20 A. Well, this postdates -- this date is later than
21 that.
22 Q. Why do you think they are different?

23 A. Well, the reason it's different is I obj ected

24 and they corrected it to the proper owner and the proper
25 registrant. And in addition, they add down here, domain
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1 created 13 June, 1998 and expires 12 June, 2009. So he 's

2 had this domain for that length of time. He just changed

3 the registrant for whatever purpose this might have been,

4 because he avoided taxes or something, I don i t know.

5 Q. So back to Exhibit 2, it also says, does it not,
6 that the domain was created June 13th, 1998?

7 A. Yeah.

8 Q. Back over here?

9 A. Yep. That date and this date is the same.
10 Q. Okay. Because we're talking about the same

11 Websi te

12 A. Yeah.

13 Q. -- or domain?

14 A. Yeah.

15 Q. When i s the first time you met George Otto?

16 A. I never met him.

17 Q. Well, when did you come to know him?

18 A. Oh, about in the year -- well, maybe late '99 to

19 2000.

20 Q. So you met him, first spoke with him on the

21 Internet
22 A. Yeah.

23 Q. -- after this domain was created?

24 A. Yeah.

25 MR. VAN HORN: Okay.
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1 MS. BOLTON: I'd like to have a couple follow-up

2 questions.

3 MR. VAN HORN: Sure.

4 EXAINATION
5 BY MS. BOLTON:

6 Q. If you met him after this domain was created,

7 how do you think your name got on it?

8 MR. VAN HORN: I think he just testified to

9 that. Just said that they -- he switches them from time

10 to time. But go ahead.

11 A. I i 11 give you his explanation and I i 11 tell you
12 what I think really happened. His explanation is that at
13 the time he created Our-Agaricus. corn, he had just created

14 that new domain for me in June of 2004. And when you

15 create -- when you i re doing business at one of these

16 domains, one of the things they do before you sign off is
17 they ask you, is there any other domain that you would
18 like to renew, because they are always trying to get

19 business.
20 And he realized that he had these three domains
21 that were about to, rent was about to run out, and so
22 while he was still in the account that he had created for
23 me, he then put in the names of these other domains that
24 he wanted renewed. And the computer automatically picked

25 up the account information that he had inserted for my
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1 domain and attached them to all of his.

2 Now, that's his explanation. But then why did

3 it happen again 2006? One of his newer domains that

4 didn't exist in 2004, in 2006, also had my name attached

5 to it. And so the only thing I can come up with is that

6 Brazil is a very corrupt country where everything

7 requires a gift.
8 MR. VAN HORN: Right.

9 A. And there's taxes on everything and there i s
10 probably some way of saving money by having these domains

11 registered outside of the country. And when I called him
12 on it, why he promptly changed it.

13 Q. And I want to point out for the record that
14 this, this Pablo Velasquez letter / which is the

15 Respondent's last exhibit, is undated.
16 Secondly, it also says that it was -- that it
17 records that the last updated date for the domain is
18 April 15th, 2008.
19 Mr. Isely, would you speculate that this was
20 updated after you contacted Mr. Otto?
21 A. Yes. I contacted, I contacted him immediately

22 after I received your information from you. I was pretty

23 blunt with him that I considered it in a category of
24 identity theft and expected him to correct it
25 immediately. So I'm sure that i s why it happened then.

For The Record, Inc.
(301) 870-8025 - ww.ftrinc.net - (800) 921-5555



132

1 MS. BOLTON: 1'm done.

2 MR. VAN HORN: And just for the record, there is

3 a -- this is an attachment to an e-mail. And i will get

4 you the transmittal e-mail with that.

5 MS. BOLTON: Okay.

6 MR. VAN HORN: So I i 11 clear up that date issue.

7 EXAINATION
8 BY MR. VAN HORN:

9 Q. Did you have -- well, you were looking at those
10 interrogatories earlier. Do you have those in front of

11 you? I just want to clear up a couple things, Bill. You
12 remember we replied to FTC's interrogatories?
13 A. Yes.

14 MS. BOLTON: You want this on the record?

15 MR. VAN HORN: Yeah. It is on.

16 Q . Thi s is our answer here. Thi s is number five,

17 interrogatory numer five. Okay. I'm just giving you
18 some background. Interrogatory numer five, she asked

19 you a series of questions or a question and we responded.

20 And the question was, how many, total amount of sales of
21 RA
22 A. Uh-huh (affirmative).
23 Q. -- bottles. And you broke it down. And she

24 asked from i 04 to the present. Question speaks for
25 itself. But -- so you provided the information for the

For The Record, Inc.
(301) 870-8025 - ww.ftrinc.net - (800) 921-5555



133

1 year' 04 through '08. And the numbers -- the total

2 bottles sold here, if you add these up, is 918 bottles.

3 i i 11 just represent that to be the case. Barbara added

4 those up earlier.

5 A. Dh-huh (affirmative).
6 Q. Okay.

7 A. So I'm off in my counting somewhere.

8 Q. Well, yeah. If you continue down to your

9 answer, total bottles sold is 1,134. Is there any reason

10 that that's different? I mean, I maybe it's just like

11 you say, an accounting error, but can you explain that?
12 A. I can't explain it at the moment.

13 Q. Okay. That i s fine. Okay. Gross sales
14 estimates, 1'm going back to answer numer five, year '04
15 was 7,200; i 05 was 4,400; for year 2006 was 17,640; year
16 2007 was 26,880; 2008 is 18,960. Those are gross sales
17 estimates; is that correct? That i s what you indicate on

18 here. That's what it states.
19 A. Yeah, that's before expenses and profit and so
20 forth.
21 Q. Okay.

22 A. I mean, I mean --

23 Q. No, I understand. It's gross.
24 A. I didn i t make -- I didn i t mean profit on that.

25 I mean fixed expenses.
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1 Q. Sure.

2 A. It's not net profit. Noi that's gross sales.

3 In other words i that is basically taking -- well i the
4 first year RA was quite expensive and it was declining

5 in price and I estimated an average bottle cost $400.

6 And so after that I pretty well leveled out on a price of
7 $120 a bottle. So I -- that's why I called it an
8 estimatei because I really counted the bottles. I didn't

9 add up i when I came up with this i I didn't add up with

10 every sale because it would be kind of hard to doi
11 because you'd have to pullout the RA from everything
12 else that was sold.
13 Q. But the way this has been answered herei this
14 is -- these gross sale estimates are for RA?

15 A. Yes i only RA.
16 Q. Okay. So the gross sales estimate -- so this
17 number does not include subtracting what you had to
18 pay
19 A. Ohi no.

Q. -- to George Otto --

A. No.

Q. -- to wy the produc t ?

A. No.

20

21

22

23

24 Q. Okay. So your net on there - - I mean i I know
25 you don't have your numer or your books in front of YOUI
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1 but what do you think your net profit is for i 04?

A. Net profit?
Q. I mean --

A. I had priced it --

Q. estimate.
A. af ter my first year i s experience, so that my

2

3

4

5

6

7 gross profit, take the difference between what I paid for

8 a product and sold it for was ranging around 25 percent.

9 And by the time I took my expenses and shipping,

10 importing and things like that, it care out to about a 10
11 percent net profit, which was -- but was carried through

12 on my income taxes.

13 Q. So the, I guess -- yeah, your net income

14 includes Social Security and you say you have a pension
15 or something?

16 A. No, my net income for this item?

17 Q. Right. But I'm saying, what do you think that

18 is?
19 A. 10 percent of that.
20 Q. Okay. $720. And would you, would you think
21 about the same, 10 percent each year?
22 A. Dh-huh (affirmative).
23 Q. So the year 2005, 440; 2006, whatever that is,
2 4 1, 164; 6 , 88 0, 8 , 0 0 0 - - 1, 8 0 0 . Okay.

25 Okay. So for each year you'd say your net is
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1 probably 10 percent; is that right?

2 A. Yeah.

3 Q. Okay. Let me ask you what -- since this action
4 was initiated, what steps have you done to cease doing

5 business? You testified earlier that you're no longer
6 you're not in the dietary supplement business at all any

7 more; is that correct?

8 A. Yes, that's correct. I have closed out my sales

9 tax account with the state. I don't have any inventory.

10 I stopped importing. Last order was the one that I said

11 was held up by the EPA, because it didn't identify the
12 type of preservative. And I think I took delivery on
13 that in about July time period. And so I have no

14 inventory to sell and -- well, I've got that bottle. But
15 i don't want to sell it, because I might need it as a

16 sample. I'm supposed to -- I think one of your
17 directives said, if I came to a hearing, i should bring a

18 sample of my product. So I'm saving that one.
19 Q. All right. So your -- so you've ceased -- not

20 only have you ceased selling RA, you've ceased selling
21 any dietary supplemental products; is that right?
22 A. (Nods head affirmatively). Yeah. Actually, one

23 of the reasons I did that is my name is poisonous to some

24 of these people that might buy from me, the concern that

25 they might have a similar experience.
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1 Q. I got you.

2 A. But I don i t have any customers.

3 MR. VAN HORN: Let's see. All right. I think

4 that i s all the questions I have.
5 (Deposi tion concluded at 2: 52 p. m. )

6

7
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9

10

11
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14
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1 CERTIFICATE OF DEPONENT
2 I hereby certify that I have read and examined the

foregoing transcript, and the same is a true and
3 accurate record of the testimony given by me.

4 Any additions or corrections that I feel are
necessary, I will attach on a separate sheet of paper to

5 the original transcript.
6

7 WILLIAM H. ISELY

8
I hereby certify that the individual representing
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me this
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11 executed the above certificate in my presence.
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Domain Name: OUR-AGARICUS. COM
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Expires on: 01-Jul-08

Last Updated on: 31-Mar-08

Administrative Contact:

Isely, William gottotgtakesun.com
964, Walnut Creek. RD
Franklin, North Carolina 28734
United States
8283697590

REGISTER NOW! I

Technical Contact:

Isely, William gottotgtakesun.com
964, Walnut Creek, RD
Franklin, Nort Carolina 28734
United States

8283697590

Domain servers in listed order:
NS35.DOMAINCONTROL COM
NS36. DOMAINCONTROL COM , DEPOSmON

l EXHIBITI~ L
I lJ. loSt.i. 2l '1)0 ,

t)itYÙ'O'BRegistry Status: clientDeleteProhibited
Registry Status: c1ientRenewProhibited
Registry Status: clientTransferProhibited
Registry Status: clientUpdateProhibited

Se!:. Uricler!yjnggagist~Pa.\i
ReP-Çlrt Invali.d.WhPiS

h n p:1 IW ho. secu repa yn et.net/Wh 0 r s .aspx? d oma in=our-agari cus. com&prog_i d=dom ains 4/9/2008



V¿hols Search Results Page 2 of2

Slor.e H.Qnl~ I çat.alQQ I ~f:QP.P.J.i:!~.ç~i: I M~WJ I Freauenlly Asked Questions I ~llQJ I Wh.Q§ I \Nal's Ne~ I Leaal Aare..s

(;ON~~~M~f)

NowPaywlth

PayPat

- EXTEnDED
UrlL.IDMlun SSL

Starfield
(UO; 1'0 un If"

-'3"':~"" ,~."~F.Y~:~~~E:É..

tt't'tn -t,'

http://who.seeurepaynet.net/WhoIs.aspx?domain=our-agaricus.com & prog_ i d=dom ains 4/9/2008
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Log r Cusloiner S'.!r\~ìr.t
Call us 1011 Iree

Your can .IS emply
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WHOIS Search Results

Available agaricus extensions:

I ~ I ;: I
SAVE over 70%

. .'... .... ---.....-..---.-.....1_~f(jer Selected Dol/ain(s.!~

when you . ~:.::'..;';':.~;,
your domains to
Nehvorl Soiutions - your

trusted domain name provider!

. Go /T i____I
Your WHOIS Search Results

f;li ~~."

.¡ agaricus.net
Sel'!ices from Nelwor. ~iolutions:

Choose Your Domain Name
Provider.Wisely and Transfer
Domains for S9.991yr~T::; ,;.~'I

~---.' _..... -_.'
":".-

c('~t¡ij¡;;cI Olief Ser á:a - lei us heh you gel Ihis domain name!

G;l~~f)f(¡Gr . Try 10 gel Ihis name ..1P. ii becomes available.

SSi-c,"!"'.iririllS ' 3et peace of mhd wilh ? secure cenificale.

Enhp.r.c~d Busine! .S Lislni9 . Prorr )ie your bUSiness 10 millions 01
viewers for only S' ;1 month.1

learn lhe do's and don'ts of
search engine optimization.
Downlqaq our Guide to Gettng
Found Online now,

This WHOIS database is provided ioi inlormalior, t.urposes only. 'Va.do
not guiirinlee the acclIacy ollhis ualil. The foUo Ning uses of :hi~

syslem are expressiy protiibiled.ll) use of (his s~ slem lor unlaivfil
purposes; (2) use of Ihis Syslem 10 colleci inlorm, I'on used in Ihe
mass transmission oj unsolicited commercial me~ sages in any mE'd~lm:

(3) use 01 high volume. aulomaled, electronic pre ;l!SSes against l' 
liSdatabase. By submitting this query. you agree 10 ibide by thIS

poiicy.

Learn the Secretsi of Search Engine

Optimization
Attend our
SEO SemÎnar

....._..__._-....., _.

le3rnMore~ I

.-;r!i~::":;i
i;r;~.~ \ r:": .'.:'

Registrant:
, William Isley

964 Waliiul Creek Ad
Frankiin, NC 2873A-9533US .

r~ I
i. i ()¡.' :'.FI"rn r I
~ :::0t~+~L.. ,.,,':, -;. : ~:~'''''_'

Domain Name: AGAAICUS~JET

Adminisiralive Contaci, T2chnical Contact, Zon 1 Contact

, DEPOSmON

I EXHIBIT~~.~
r' ~ 2-ll/fDe;

Ot) :0:2 $3

hrt,,,.I¡'n;\l'\l1 l'Øhll/-....i~c-AJ.lt,"~(' '"r''../ll/h,.,;I'!.c...llltr ;I"l"t'rl 'n""';"'-J)rw"I~""'U' nnt
i.. nnn('()ì



William Isley
George 0110

964 Walnuf Crel;k Rd
Franklin, NC 28734-9533
US
(828)389-7590
gotlo ~ fa kesim. com

Domain Crl;3 led on 13-JlIrr-! 998
Domain expires On 12-Jun-2008
lasl updalM on 26.Nov-2Ç07

Domain servers lIllsred order:

DNS1.SUPREMEDNs.cm,i
DNS2SUPREMEDNS.COM

--~..~- ,,_. ....,,-................ ........, .'.....r.....ii.. ~..Jl'-I'.VllÙ'

Donialn regis/ra liOn and hosting POWered by Darn" nDiscover
As row as Sg/~'ear, inCluding i=REE; responsive roll./ree SUpport,
URUlranieiemail forwarding. easy ITlanagemeni sy;lem. and filII (e,lurer) DNS.

The previous information has been obtained E'il'er direciiy (rr.m lhe regislrani Dr a regislrar
of Ihe domain name other than Network SO/ulons. Network f,olulions. therefore. does nol
gUòranlee its accuracy or completeness.

Sti9.\'jundq,rlYing ;GgIStr~: ((major Ih'5 'Poco rt

Current Registrar:
IP Address:
IP Location:
Record Type:

Server Type:

Lock Status:
Web Site Status;
DMOZ
Y! Directory:
Web Site Trt/e;

Meta Keywords:

Secure:
E'commerce:
Traffic Ranking;
Data as 0(;

OOMAJNOISCOVE ~
20,92.:U70.23 fARI \J & RIPE IP SEarch)
UKiUNITED KING( OM)
Domain Name
Apache 2
clienrT ransierProhil ';¡ed

Active

L!!Jftlft~
~e.~.li§.tUil,S-
-Agaricus blaze; Miiril . Allemarivi, Therapies
Agaricus blaze; Mu'¡';, Mushrooms Allernative Cancer
Therapies. HIV. FreE! VISlls, Icacot ilaume,Chrysobalëlus ¡cacD
"'mela name=
No
No
Nol available
13-Sep-2005

h..... Ii"". ..., ....''',,,..1, ~,,'.. "....~ ~"..i... h",~ i-,,~.. ¡,,, ;~.. ')-/ ,..".., _ "n '. ~ ....,. n",

J CJbt; ~ UI J

r
~~tK~

SEARCH AGAIN

Enter a search term;r
e.g. networksOlufions.com

Search by:
r. Domain NlIme

r NiC ffi!idie

'ODD 2'9

I -ir.,rir"(l(n



r~eed to get your IHlSiness

oni:ne?
aui pr:.i€-s~!r-:r~.i~ (Í1;~~i~V'H;j"S
Gal1 ljuilr. cl eus)orn \I~el) site
for ~tal;i- t)lJSirlt~SS.
S 1 U¡:,'m"nth, pi"s õl 5499.00
desl'Jn fee

Perfor;nal1ceCi:cl~sW from
Network Solutions
C;i:~,~l(~ fHlCi mêtri:~gG l/f)ur p:=y

pr,r click .Jd'J2rllslng Iion~ as
!ow as S125/rnonlli "ius S99

one time sel-up fee

Î IP Address

Search q!

Go;; i

~._~,.
(%áf¡~':, 'Fh~:i~~;i:,~ ;:~:..-.Ir".:r
l~'JlLØ.~? 50'::-. ;;"e ~.~ N'~~i'

=:~~;lt~~' . J.n .~:L,.. ô,.s ~~w.

...1'~i--:' . dv.. '.'
M .. _.~-:
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For your protection, this Wnb sile is secur'id with the highest level at SSL Certificate encryption.

..... ...... ¡:'r""'''if¡~'

. . GHifi.ër

I 00% ~'.ecure Transaciion

(Ç Co wright 2001 Nel'lOrk Soluli0l15. All rignis reserved.
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Cancer-~_._- ..,--_.", -, -- ...-"--~_. ._- -

Breast Cancer'--'___-,.0" _ _ _ .
Cancer Form
Leukemia
Liver-_. - - .
Lunq Cancer
Prostate

Cancer
Chemo

Therapy
Cancer
research
HIV T!.E!tri!lnt

Shoppinq
CartSales
Research
Wholesales
Products-,-_.--- ~--,- '-" ---- -- -_.._--

ßM1L...
Testemonials
Home

l DEPOSmON

! EXHIBIT'l~. 3~w. i. 2.NloL;

Cannot find your XML file.
You nee to upload ii fo
thi, form to work

Has a cancer
killer been

discovered?
RAAX 11 Extract FDA regIstered .

Brazilan scientists have discovered a
tropical plant substance that holds
greatpromlse In the fight against
various types of cancer. Up to now,
this South American folk remedy has
mainly ben used against diabetes.

Scientists report that during laboratory tests

the substance destroyed cancer cells tht had

been resistant to treatment up to now. This is a
.. rare occurrence. The substance is so promising

it is being kept under wraps at present. Even
very resIstant Leukemia cells dIe off

Speially at breast cancer the OPC Agarlcus proocol Informal/ons USA 828.369-7590 or Brail 55
shows that i1work in 473001.5260 or UK 44 020 8133 2n4

99.9% of all cass. Even atlale stage IV it seems to
work. From lale 200 to today about 5217 womn
took the protocol. Many doctors all over the world
are, reporting, since he is using the OPC Agaricus
protocol nobod of his patient died. So we receive
this positive messge everyday from all over the
world. Now many, many patients entered into the
protocol I rom UK, where many clinic started to use
our speial protocol.

II ',-" íq ~nd riG 'iene

You need help?
Let's talk about it.

Anti cancer effect: ABM contains
natural steroids, known for it's anti cancer
effect. (It is different from the chemically
produced steroids that enhance the body
that is often said to be the cause 01
cancer). It is partcularly effective in
prevention of uteran cancer.

If you are living in the US, just call Mr. Isely
and he wil explain how it works. Or fil out
form

· R.eQulred

(EXDliiniitlon) --.~-
. Manufacture is FDA registered

Exhibit A
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tested very positive with other forms of
cancer, and. In 200 we later develope a
new formula with even stronger rainforest
hers fo women who had been diagnosed

1) B.S Canada - 04.200 (started IV) as hopless. That product is our
2) S.R Canada. 05.200 (started IV) RAAX11.
3) F.B China - 05.200 (started IV) In 200 we begn a trial wih 91 women
4) A.H. Hong Kong. 05.200 (started wh were sufering from breas cacer and

IV) were diagnosed as either stage IIlb or stage
5) D.F. Macau - 05.200 (started IV) lV, and who deide not to partcipate in a
6) A.S. Germany -05.2006 (started IV) progam of chemotherapy or use some
7) V.T. UK - 06.2006 (started IV) other chemical therapy. These women
8) T.U. Norway - 06.2006 (started II) be following a natural Agaricu

9) J.R. Spain. 06.2006 (started IV) program, where the Agaricus extract
10) R.L. Australia 06.2006 (started II) RF100 was manly used. By April, we had
11) BW. USA 06.200 (started IV) received cofirmation tht 3 women were
12) L.A. USA 07.2006 (started IV) 100% car free. That same month we
13) F.G. USA 07.200 (started III) added the new RAAX11 extract to the
14) H.L. USA 07.2006 (stared IV) RF100 protocol. Here are the results so
15) U.L. USA 07.200 (started IV) far:
16) V.S. USA 07.2006 (started II)
17) J.S. UK 07.2006 (started IV)
...eet..

In a reeent study, 91 womn who were
sufering from breast cancer at stage IIb
or IV took part in our RAAX11 protocol.
By April 200, 41 womn had totally
recovered, 23 women were in remission.
27 were stable, and only 9 had not
survived, a survival rate of 91.27%. If
you .~ould '.ike to find ~ut how y~u too can These figures show an extremely
partcipae in our onoing study in the encouraging survival rate during our trial of
USA, call 828-369-7590 91.27%. We are proud to say that our new

program may offer hope for women who are
looking for alternatives.

. . .

Cancer
Breat Cancer

Leukemia
Liver
Luni: Cancer

Discount
HIV Treatment
Shoppini:
CartSales
Resarch
Wholesales
Product
RAA11
Testemonials
Home

Breast Cancer Patients in remission
(2006)
621 out of 749 People in remission

taking
the RAA11 protocol:

Contact:
Inti. Tel.xx1 828-369-7590
US Tel. (free) 866-947359

FAX. 828-369-5861

RAA11 Ofer Ne Hope for an
Alternative Breast Cance Treatmt

. DEPOSmON

Ir~ß ~BIT1~'1
History

'-'

Resuns:
41 Patients, entered with stage IVllllb,
taking RAA11 plus RF 100. are in total
recovered.
23 patients, entered with stage IVmlb,
taking RAA11 plus RF 100, are in
remissio.
27 Patients, entered with stage IV/llb,
taing RAA11 , plus RF 100, are in the
same stage. no change.
9 Patients, entered wih stage IVllllb, taking

RAAX11 , plus RF 100, did not survive
treatment.

Exhibit C
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For personal reasons, in 1999 we began
to try to develop a natural alternative to
help women with breast cancer whose
only choice seemed to be chemotherapy.
So we developed the RF100 protocol,
which also

L-
i.-
i

!..

all rights Agaricus Net 1996 . 2004

riie:iii U :/agaricusLlbreast.htrr

If you are interested in this program, feel
free to contact us and we will set you up
with an alternative clinic.

..'1 C'''fVO '1.1 A nft..
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Shipment Invoice - National Customer #3019f

From Gemtronics,
964 Walnut Creek Rd.
Frankln, NC, 28734

USA

Date 1-24-08

Tel: 828-369-7590
w .isely~ftmailbox.com

Ship to:
Customer: Dana Long

Roanoke, VA, 24018

Pbone:703 emaü:

Item Unit price No Cost

RAll $119 1 $119

Method Of Ship: UPS shipping & Handling Cost: 15
--________

Method of payment: Pay Pal Total $134

Authentication # WH

!\otc: l)lease tn'tler iHrect hy phone OJ" trnail in the rutH re.,

'l'hanks~ BiB lsdy

. DEPOsmoN~~.I~ 2jLl lot¡
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T
he A

garicus blazei M
uril M

ushroom
s

a
r
e
 
g
r
o
w
n
 
i
n
 
t
h
e
i
r
 
n
a
t
u
r
a
l
 

location free
of any contam

inants, dried so as to
conserve their im

portant nutrients of
w

hich B
eta G

lucan is critical for
strengthening the im

m
une system

.

T
a
k
e
5
~
u
n
 
d
o
 
B
r
a
s
i
l

T
hen packages the m

ushroom
s in

various w
ays: dried, pow

der, extracts,
capsules, and also in com

bination w
ith

other rain forest herbs for exporting to
m

any countries around the w
orld.

For m
ore inform

ation go to w
eb site:

G
o to w

w
a/laricus.net

C
lick on U

S
Æ

 sales. or
w

w
our--agaricY

s.com
G

em
tronics

T
e
l
:
 
8
2
8
-
3
6
9
-
7
5
9
0

E
m

ail:w
.isely~pm

ailbox.com

T
h
e
 
A
g
a
r
i
c
u
s
 
S
t
o
r
y

S
om

e years ago a Japanese reS
earcher

In the P
iedade section of B

razil noticed
that the native people of the i"aih forest
w

ho used the A
garicus blazei M

uril
m

ushroom
s as part of their diet W

ere
m

uch healthier than the W
esterners w

ho
ate a conventional diet. H

e noticed that
they w

ere particularly free of conditions
that w

e today call degenerative ones.

Sam
ples of the m

ushroom
s W

ere sent to
Japan w

here the m
ushroom

s w
ere seen

to have beneficial effects w
hich w

ere
attributed to the fact that the m

ushroom
s

w
ere found to have the highest know

n
natural source of beta glucan, am

ong
other nutrients. B

eta gluean has long
been know

n as a substance that stim
u-

lates kiler cells of the im
m

une system
,

cells very critical to the ability of the im
-

m
une system

 to handle degenerative
conditions.

A
garicus blazei M

uril m
ushroom

s w
ere

found to have other beneficial properties
as w

ell. B
esides im

m
une enha'ncing,

they are anti-tum
or, interferon and inter-

leukin enhancing, anti-viral, cholesterol
reducing, and a blood sugar m

odulator.

A
garicus has also been found valuable

for certain conditions w
hen com

bined
w
i
t
h
 
o
t
h
e
r
 
r
a
i
n
 
f
o
r
e
s
t
 
h
e
r
b
s
:
 
e
a
t
'
s
 
c
l
a
w
,

pau'd'arco, m
utam

ba,. cam
u cam

u, and
C

hrysobalanus Icaco.
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R
A

A
X

11 
I A

G
A

R
IC

U
S O

PC
 PR

O
T

O
C

O
L

 D
E

SC
R

IPT
IO

N
 A

N
D

 R
E

SU
L

T
S

T
akesun has been developing varous A

m
82n R

ain F
orest derived liquid extract blends, all involving the A

garicus
brazei M

urll m
ushroom

, principally for slW
port of com

bating varous degenerative health conditions. T
he R

A
I i I

A
garicus O

PC
 protocol for stae iv conditions is the tang of 500m

l of R
A

 1 i and 1000m
l A

gancus O
PC

 over a
period of a m

onth. T
he A

garcus O
P

C
 pa is gradualy introduced over a period of a m

onth to six w
eeks to allow

 the
a
d
j
u
s
t
m
e
n
t
 
o
f
 

t
h
e
 
b
o
d
y
 
t
o
 
t
h
e
 
h
i
g
h
 
l
e
v
e
l
 
o
f
 

w
aste elim

ination tht results. For cases at low
er levels, such as stage II, the

protocol m
ay be adjusted dow

nw
ard to 300m

l ofR
A

A
X

l i and 500m
l of A

garcus O
PC

 over a m
onth's tim

e period.

In the past it has been hard to collect m
eanngful results, other th occasional testim

onials, as it w
as diffcult to tell

i
f
 
t
h
e
 
u
s
e
r
s
 
f
ó
l
l
o
w
e
d
 
t
h
e
 
p
r
o
t
o
c
o
l
s
 
a
n
d
 
i
n
 
m
o
s
t
 

cases w
ere not observed by health professionals. O

ne stdy, using the
o
l
d
e
r
 
R
F
I
 
0
0
0
 
I
 
R
A
l
l
 
p
r
o
t
o
c
o
l
,
 
y
i
e
l
d
e
d
 
a
 
s
u
c
c
e
s
s
f
u
 
r
e
s
p
n
s
e
 
i
n
 
8
0
%
 
o
f
 

b
r
e
a
s
t
 
c
a
n
c
e
r
 
c
a
s
e
s
 
o
v
e
r
 
a
 
1
 
y
e
a
r
 
p
e
r
i
o
d
.

R
A

A
X

ll ~ l00m
l

(A
garicus and C

brysoba-
Janus Ieaeo)

T
akesW

l has now
 been able to gather m

eaningful data from
 professional practitioners and natual health clinics in a

n
u
m
b
e
r
 
o
f
 

E
i.opean countres, G

erm
any, the U

K
, A

ustra, and Spain. T
he results, if com

pared on breast cancer only,
are that the R

A
X

I 1 I A
garcus O

PC
 protøcol has im

proved the positive response from
 80 to 92%

 over that w
hich

w
as dem

on.strated by the older protocol, R
A

X
I 1 w

ith the R
FIO

O
O

. T
he older stdy did not gather inform

ation on
other conditions. T

he inform
ation on the R

A
 1 I I A

garicus O
PC

 protocol covers over 1000 cases and is tabulate
below

. For m
ore inform

ation contact W
iliam

 H
. Isely at w

.isely~ftpm
aiIbox.com

 or call 828-369-7590.

$119 E
ach

Protocol.. S bottles/m
onth

C
O

N
D

IT
IO

N
N

o. O
F C

A
SE

S
N

o. R
E

SPO
N

D
IN

G
%
 
R
E
S
P
O
N
D
I
N
G

%
 
N
O
T
 
R
E
S
P
O
N
D
I
N
G

L
ung

413
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E
urope-

ans. S
om

eone on the protocol also going onto a M
editerrean diet, avoiding m

ost m
eat, using organic sources as $130 E

ach
w

ell as using good supplem
ents, includinganti-oxidents, could reasonably expect an even better outcom

e. Protocol _ 2 bottles/m
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N
orm

ally packed in an air-tight bag for
long-term

 preservation, the m
ushroom

s
can be soaked and cooked before eating
or just soaked and cooked and the w

ater
then poured off to drink as a tea for
t
h
e
r
a
p
e
u
t
i
c
 
p
u
r
p
o
s
e
s
.

T
he active constituents are B

eta G
lucan

(1-3-3 glucan) and E
rgoaterol

(rovitam
in D

2) derivatives.
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F
or those m

aking large quantities of
tea, m

ainly for therapeutic purposes,
the m

ushroom
 pow

der is available as
the m

ost econom
ical form

 to take the
A

garicus m
ushroom

. For best results,
A

garicus should be taken w
ith about

6,000 m
g of vitam

in C
 every day, w

hich
can be in the form

 of C
am

u C
am

u. F
or

good health it is also recom
m

ended to
keep the body on the alkaline side.
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$12

T
he capsules are com

m
only used for preven-

tative purposes, s'im
ilarly to taking vitam

ins.
U

sually several capsules are opened into a
cup of hot w

ater to m
ake a tea.

E
xtracts For T

herapy Purposes
A

garicus and blends of it w
ith other rain

forest herbs ii, the extract form
 are w

hat
are usually used for therapy purposes.
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M
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E
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M
any W

esterners consider
the m

aking of the tea each
day to be an inconvenience
and prefer to take their
A

garicus in the form
 of an

e
x
t
r
a
c
t
.
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can be m
ade by adding

5 m
l ( 1 teaspoon ) of the

extract to a cup of w
ater or

other drink.

D
epending on their status,

people w
ho take the extract

for therapy reasons m
ay

use up to ten bottles of it in
a m

onth. F
or preventative

p
u
r
p
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s
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s
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o
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F
or som

e conditions, the A
garicus

w
orks best w

hen it is com
bined w

ith
other herbs. T

he R
F

 1000 is a com
bin-

ation w
ith C

at's C
law

 and P
au d'A

rco. .
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R
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 1000 extract is
available in w
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the C

ats C
law

 has
been replace w

ith
the herb M

utam
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w
hich is better for

som
e conditions.

A
s w

ith the A
garicus

pow
der, a liquid ex-

tract is available in
the R

F
 1000 fQ

r those
w

ho prefer to use the
liquid to m

ake a tea.
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Whois.Net ai DEPOsmON
!~EXHIBIT

tí, . O~.. -
. Net"

DOr-1ALN-BASED RESEM~CH SERVICES

WHOIS Lookup

~¡üj",ain r:.';"gi';t:'i1tL:.H:

our-agaricus.com WhQ.is

our-agaricLls. net W1iojs

our-agariciis.biz Whliis

our-agaricus.info Wli9jS

Similar Domains Available for
$9.95

Ci ouragaricus.com

CJ ouragaricus.net

c: ouragariciis.org

CJ myoiiragaricus.com

LJ bestouragaricus.coii

CJ ouragaricuslive.coin

=:1 easyouragaricus.coii

o ouragaricusonline.c...

U ouragaricusstore.co...

:J myouragaricus.net

:: bestouragaricus.net

:J ouragariciislive.net

CJ easyouragaricus.net

r= ouragaricusonline.n...

,-i ouragaricusstore.ne...

~J niyouragaricus.org

ci~'rl~mi~.~

¡(regIQ 3"7

.com . Go! : Lookup registratIon data for
domains~

Click hei'e for a SiteTiki.coli article about our-agai-clis.lIs

WHOIS information for: our~aricus.u~:

rwhois. nic. us i
Domain Name:

Domain TD:

Sponsoring Registrar:
Domain Status:
Domain Status:
Domain Status:
Domain Status:
Registrant 10:
Registrant Name:
Registrant Organization:
Registrant Address1:
Registrant City:
Registrant State/Province:
Registrant Postal Code:
Registrant Country:
Registrant Count ry Code:
Registrant Phone Number:
Registrant £mail:
Registrant Application Purpose:
Registrant Nexus Category;
Administrative Contact 10:
Administrative Contact Name:
Admnistrative Contact Organization:
Administrative Contact Addressl:
Administrative Contact City:
Administrative Contact State/Province:
Administrative Contact Postal Code:
Admnistrative Contact Country:
Administrative Contact Country Code:
Administrative Contact Phone Number:
Administrative Contact Email:
Administrative Contact Application Purpose:
Aåmnistrative Contact Ne~us Category:
Billing Contact ID:
Billing Contact Name:
Billing Contact Organi zation:
Billing Contact Addressl:
Billing Con tact Ci ty:

Billing Contact State/Province:
Billing Contact Postal Code:
Billing Con tact Coun try:

Billing Contact Country Code:
Billing Con tact Phone Numbe r:

Billing Contact Email:
Billing Contact Application Purpose:
Billing Contact Nexus Category:
Technical Contact 1D:
Technical Con tact Name:
Technical Contact Organization:
Technical Contact Addressl:
Technical Contact Ci ty:
Technical Contact State/PrOVince:
Technical Contact Postal Code:
Technical Contact Count ry:
Technical Contact Country Code:
Technical Contact Phone Number:
Technical Contact Smail:
Technical Contact Applicatio~ Purpose:
Techni=al Contact Nexus Category:
Na.me Server:

ii Up:! /VIW\V. wliois. netlwhois _n ew.cgi?d=our-agaricus&tld=us

OUR-AGARI CUS. US
D6352363-uS
WILD WEST DOMAINS, INC.
clientDeleteProhibi ted
cl ien tRenewProh ibi ted
cl ien tTrans fer Prohibi ted
client Opda teProh ibi ted

GODA-07167987
William Isely
Onknown
964, Walnut Cree~, RD
Franklin
North Carolina
28734
Oni ted States
US
+1.8283697590
gotto~takesun. com
1?3

CLL
GODA-27167987
William Isely
Unknown
964, Walnut Creek, RO
Fran U in
North Carolina
28734
United States
US

+1.8283697590
got ~o~tdkesun _ com

P3
Cll
GODA-37167987
William Isely
Unknown
964, Walnut Creek, RD
Franklin
North Carolina
28734
United States
US

+1.8283697590
gotto~ta kesun. com
P3
eii
GODA-17l67987
William Isely
Unl:nown
964, Walnut Creel:, RD
Franklin
North Ca rol ina
281 )4

United States
U3
+1.8283697590
got t o~ta kesun . com
P3
Cll
N33!;. D0l1AINCOlITROL. COM

Page lof2
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Whois.Net

Domain Information
f)olllil!n.Níll1i-t.ll::gÜ.¡.i.rntiJ!!i. N~\-ys
Daily DNS Changes. (("ANN

Copyright CD 1999-2008

Page 2 of2
Name Server:
Crea ted by Regis t ra r:
Last Updated by Registrar:
Domain Registration Date:
Domain Sxpiration Date:
Domain Last Updated Date:

NS36. DOMAINCONTROL. COM
WILD WEST DOMAINS, INC.
WILD WEST DOMAINS, INC.
Thu Jul 01 18:27:23 GMT 2004
Mon Jun 30 23: 59:59 GMT 2008
Mon Mar 31 15:08:49 GMT 2008

~))) Whois database was last updated on: Wed Apr 09 14 :56: 59 GMT 2008 ,~~~

NeuStar, Inc., the Registry Administrator for .US, has collected this
information for the WHOIS database through a . US-Accredi ~ed Registrar.
This information is provided to you for inro~ational purposes only and is
designed to assist persons in åetermining contents or a domain name
registration record in the NeuStar registry database. NeuStar makes this
information available to you "as is" and does not guarantee its accuracy.
By submitting a WHOIS query, you agree that you wiLl use this data only tor
lawful purposes and that, under no circumstances will you use Lhis data:
(1) to allow,. enable, or otherwise support the transmission of mass
unsolicited, commercial advertising or solici tations via direct mail,
electronic mail, or by telephone; r2ì in contraver.tion of any applicable
data anå privacy protection laws; or (3) ta enable high volume, automated,
electronic processes rhat apply to the registry (or its systems). Compilation,
repaci:aging, disser.nation, or other use af the WHO!S database in its
entirety, or of a substantial portion thereof, is not allowed without
Ne~StarJs prior written perm~ssion. NeuStar reserves the right to modify or
change these conditions at any time without prior or subsequent notification
of any kind. By executing this query, in any manner whatsoever, you agree to
abide by these terms.

NOTE: FAILURE TO LOCATE A RECORD IN THE WHOIS DATASAS~ is NOT INDICATIVE
OF THE AVAILABILITY OF A DOMAIN NAME.

All domain names are subject to certain additional domain name registration
rules. For details, please visit our site at www.~hois.üs.

Verio Inc. - Growing Your Business, One Click At A Time

Hosting Resources
W".h_..lJJ~Jing. yps. Managcil-l-lostill!,

~iidow5 Hosting. Windows Servers
Dedicated Web Hosting

00.038

h Up: 11\V"vw. who i s.n et/w hoi S _iiew.cgi ?d=.our-agarícus&tld==us

4/9/2008



p. 1

Cv Q .:¡ .~. /~~ (." ,
raaxagaricus.com
DG158918

July 15, 2008

Internet Corporation
Listing Service

lCLS.NET
Domain Name:
Customer Number:
Notice Date:

DESCRIPTION OF SERVICES
ANNUAL \tBSITE SEARCH ENGINE LISTING

FROM July 15,2008 THRU July 15, 2009

TOTAL
$40.00

$40,00

SUBSCRIPTION INCLUDES
DOMAIN NAME SUBMISSION TO 25 ESTABLISHED SEARCH

ENGINES, QUARTERLY SEARCH ENGINE POSITION AND

RANKING REPORTS FOR EIGHT KEYWORD/PHRASE LISTINGS

FROM 25 MAJOR SEARCH ENGINES

INQUIRIES
E-mail: inquirie~~icIs.nei
Website:ww.icls.net . DEPOSmON

~ EXHIBIT

~~'13
I V . I S~c. '2 Jo:

THIS INTERNET LISTING OFFER IS PROVIDED TO MllL/ONS OF WEBSITES THROUGHOUT THE UNITED STATES
TO ENHANCE THEIR WEBSITE EXPOSURE. THIS /5 A SOLICITATION FOR THE ORDER OF GOODS OR SERVICES,
OR BOTH, AND NOT A BILL, INVOICE, OR STATEMENT OF ACCOUNT DUE. YOU ARE UNDER NO OBLIGATION
TO MAKE ANY PAYMENTS ON ACCOUNT OF THIS OFFER UNLESS YOU ACCEPT TH'S OFFER.

$40.00

Please make checks payable 10: Internet Corporation listing Service.
Amount Paid ¡ IMPORTANT

, Please provide us with your current e-mail address. Submission
instructions will be sent to you when payment ;s processed.

Customer Number Listing Date

DG158918 July 15, 200B ¡

f)ayment Options

o 1 Year ($40.00) 02 Years ($70.00)

Amount

""-

I E-MAIL ADDRESS:

Please remit paymenifõ-¡Ú:lekëss on reverse side. do nor staple

I

05 Years ($160.00)

.......AlJTO**3-DIGIT 287
William lsdy
%4 Walnut Creek Rd
FrunlJiii. NC 28734 -9533

1..1.".. ,,,. II /.. II "I.. 11.1.,.' ''..1 II. ..11..1'.., 1..1,"..1

TZIS Pl

THIS IS A SOLICITATION FOR THE ORDER OF
GOODS OR SERVICES, OR BOTH, AND NOT A
SILL, INVOICE, OR STATEMENT OF ACCOUNT
DUE. YOU ARE UNDER NO OBLIGATION TO
MAKE ANY PAYMENTS ON ACCOUNT OF THIS
OFFER UNLESS YOU ACCEPT THIS OFFER.

00051
SB91B

W~IIIIIIII ~i1 ~m IIIB mi 1IIIIIUlIII Hfi



leLS.NET

HOW TO MAKE PAYMENT:
Please make checks payable to Internet Corporation Listing Service
Please write your customer number on the front of your check
Enclose check in the addressed envelope provided

DO NOT SEND CASH

WEBSITE ADDRESS LJSTING INCLUDES:
Domain name submission to 25 established search engines
Initial and quarterly search engine positions and ranking reports sent to you via emaif for eight
keYWord/pnrase-/ìstihgthatyou'selecttom 25 MAJOR search engines' _.____.. _..Complete details are located on the internet at www.icls.net

PAYMENT INFORMATION:
Please remit payment on or before July 15, 2008
All listings are final

Current Payment Details

Annual Listing ( July 15, 2008 to July 15. 2009)

Amount
Total

$40.00
$40.00

Tolal

$40.00

Payment Information

Please make checks payable to Inlernet Corporation Listing Service
Please write your customer number on the front at your check
Do not send cash

Internet Corporation Listing Service
303 Park Avenue S, #1073
New York, NY 10010 00052
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Netw.orkSoiutions
Login Cuslomer Service

Call us toll free

WHOIS Search Results

Available takesun extensions:

,-~~~'- ---- . - ~- --.~. ~.~-------.--~ 1I Orde Selcted Domain(s) Â;

Your WHOIS Search Results

IMAGE NOT

AVAILABLE

takesun.com
Services Irom Network Solutins:

ç~møg.Q!1r. Sen¡lçg - Let us help you get ttis domain name!

SaÇ.!Ç!(Q!1f - Try to gel \his name when it becme avaJlable.

S$L Ç~rtiHca!e.!; - Gel peace of mind Wi a secure certicte.

tri!iancø Busino¡ss- Lis,irig . Promote your business to millios 01
viewers for only $1 a month!

The data contain il \his Registrats Whois database,
while beieved by \he registrar to be reliable, Is provided "as is.
wit no guarantee or warranties regardin its accracy. This inlormtion
is provid for the soe purpose of assisting you in obtaining

informatio about doain nae rtislrali recrds~ Any use of

this data for any other purpse is expres lo witut
\he prir written permisSion of ttis regl8trar ~ By submitting an
inquiry, you agree to these term of usage and limittions 01 warraty.
In particular, you agree not to use this data to allow, enable, or
ollerwise make possible. disseminati or coUecon of this data, in
part or In its entirety. lor any purpose, suc as the transmisio of
unsolicited advertising and solicttios of any kind, including spam.

You furtr agree not to use this data to enable high voume. autated
or robtic eleconic press designe to col/e or comle \hîs data
for any purpoe, including mining \his data for your own persal or
commercl purpses.

Please nole: lhe ower ollle doain name Is speilie in lIe "regiilrant field.

h~~/""J"'''' ,.Qlh"""..l.conl.,l.n'nC" """,""I",hl"i,"l..ø~"hCl ;C"n?rln..I",,)i"-ll'¡'~(i"" ,,/"..

FTC-00190

Ci1gt: 1 VI ..

Your cart is empty

; Ð- lA
, Pr Ewr .:l.! Get 25.10 OF

Ch90n VO"'! OomailiN.a1M
~!ovld~érWls~eLy and Transfer
Doains for S9.99/yr

~. .?

Learn the cI's and don'ls of
se8rcl.i~engine optimiztion.
D.own~d our Guide to Geffng
Found Online now.

Learn the Secrets
of Search Engine
Optimization

Attend our
SED Seminar

"'~i:~~r:~e-j;J

j S~äC~h ~~9iQe.

,ÇT~P ~fCRETJ. .
~:'Ø"r;l.~~:;', " ~. -~ :,': _ ' -,; ,:"' :":',.¿; --é::,,~~~;-__:-:.-~~~;:-i;';'~;'

. DEPOsmON

~nW ~rrfi~
t'lnnnfV7
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In mot cases, the Registrar is not the owner of domain names listed in this database.

Regtrant:
George Oto
96 Walnut Creek Rd

Franklin, NC 28734

Registered throug: Cheap.DoainRegistration.co
Domain Name: TAKESUN.COM
Created on: 23-Mar-OO

Expires on: 23.Mar-08
Last Updated on: Oe.Mar-07

Administrtie Contact:
Isley. Wiliam webBster~agarius.net
96 Walnut Creek Ad

Franklin, NC 28734
us Fax -

Technicl Contact:

. noctactsfound ~ secureserver. net

Fax-

Domain serers in listed order:
DNS1.SUPREMESERVER20.COM
DNS2.SUPREMESERVER20.COM

The previous information has been obtained either direly from the registrant or a registrar
of the domain name other than Network Solutions. Network Solutions, therefore. dos not
guarantee its accuracy or completeness.

-Show.unde rlyiri9. regjslry9.ill;-lLt.tiis ~~C.Qd

Current Registrar: WilD WEST DOMAINS, INC.
IP Address: 209.25"170.23 (AAIN & RIPE IP search)

IP Location: UK(UNITED KINGDOM)
Record Type: Domai Name
Server Typ: Apache. 2
Lok Staus: clientDeleteProhibited
Web Site Staus: Active
DMOZ no listings
VI Direcory: see listings
Seure: No

httn,/I",u,ni nølninri.conl.it;","", ,-t"rn/,,,h,,,C'/roC'..llC' i",.,?rln1"",n-lO'l,¡:",.," ".n...

rage ¿, or .j

.seaÏëï.jl

SEARCH AGAIN

Entr a search term:I. ..-
e.g. networksoulions.com

Serch by:
(i. Qørln. Nlirrli
C NIC Handle

FTC-DO 191

t" nnn(\'7
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E-commerce:
Traffc Ranking:

Data as of:

¡ Go'-ini

Yes
Not available
14-Jun-2ooS

Nee to get your business
online?
Our professional (lesigners
can build a çUslQIT Web silt¡
for your business.
S11.9S/month, plus a $499.00
design fee

1._. --I
I~=:

PerformanceClicks™ from
Network Solutions
Create and manage your pay
per clíck adiiertising from as
low as $125/month plus 599
one time set-up fee

r IP Address

fJl-tl"f.

~~~)

For your protection, this Web site is seured with the highesllevl of SSl Certilicate encryption.

; ¿;~jl

il......_.~.'"

.. ¿~..,4" . ...CU~r.

.. ~e et.-e.
\_:..:~.:::~. .JD_Pi..~

Â......,
........"........,.

-, - --, -~ ...- .~-

..
"iH;'~"i '

EOkTORS'
&HOIt:E

100% Secure Transaction

~ Copyright 2007 Network Solutins. All rigts reserved.

htln-/I...u,,,, n.øh..'n..lr~ni..t.;n,"fõ ,.n""/n,hn'¡C"frA~,.llC" 1C1n?An..,,in-t,.¡,oco.l" ,.1"..

FTC-QO 192

rage" or "

:' SëaIeh'j i

I "nol")(V\")



- NetworkSolutions,

'" --____.._u_.. .~Uy.... IVl v!--aè;C1I\.U::.II:: num l''leiWOfK ~OJutlons
Page 1 of 3

Login Customer Service
Call us toll free

Your cart is empty:~
'"

WHOIS Search Results

Available opc-agaricus extensions:

"-"-'''-~--'-''-'~~~~-~-..l¡ Order S$ctiidbOn(s) 'J.,,., ''',."" ,. -". --',- -,',-.'..' ,- ','-"'"..

Your WHOIS Search Results
'..--. .... _"_.. _"_h__.__._.,.-__._._,, ,.__",.

IMAGI NO
AVAItBLE

opc-agaricus.net
Services from Networ1 Solutions:

Ç~mfi!!~LQfs1i-S.frvigl - Let us help you get this domain name!

l?gil:k,QJger - Try to get this name when it becomes available.

s~!._ç!lriinçg!!žs - Get peace of mind with a secure certficate.

~.lll!1,ç~çtaj,l!¡n,~sJi!,!.ls-'LI1 - Promte your business to milions of
viewer for only $1 a moth!

Th data contained in this Registrar's Whois database,
while believed by the registrar to be reliable. is provided "as is.
wit no guarantee or warranties regarding it accuracy. This infonnation
is provided tor the soe purpose of assisting you in obtaining
informtio about domain name registration recrds. Any use of
this data for any other purpse is expressly forbIdden withut
the prior written pennlsion of this registrar. By submillg an
inquiry, you agree to these terms of usage and IImittlns of warranty.
In particular, you agree not to use this data to allow, enable, or
otherwise make possibe, disminatio or col/ection of this data, in
part or in it entirety, for any purpse, such as the transmiSSion of
unsolicited advertising and soicitations of any kind, including spam.
You furter agree not to use this data to enable high volume, automated
or roboti elecronIc processes designed to collec or compile this data
for any purpose, including mining this data for your own personal or
commercial purpses.

Please note: the owner of the domain name is spified in the .registrant' field.

hlln./Iu/\,IIUI "Aliu,...lrC"nl..l~,,"c- "...ft/"ihn.;c-lrøC'..ltc- ;C"n?rlnrn.,;"_,,~ Q(Y"1"'""l1c- nAt

FTC-00032

SAVE over 70%
when yá TRANSFER
your domains to
Net Soutn. - yorIn do na pr

LGtl:"il. -'.-, ._.. 'h'"~~_'~-'.____""_'______"'___n_'

GhQn~~LY_Qlr. OQmain!:-iuriJl

PrQ_I!.dQ,r.W.!!llX and Transfer
Domains for $9.99/yr

Lern the cI's and cIn'ts of
search engine optimization.
D.o.wnlQ,a.cl our Guld. to Getting

Found Online now.

Learn the Secrets
of Search Engine
Optmization

Attend our
SED Seminar

f''''.h)~r¡'~~J
-'-.h'_.._.,_._.._ ' .

Search /I-''.:.-:'--!l... .;
~.~~.~~~.~~,
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- -- ... _....-..~.. . w.,...... ivi Vl"-i:l:e: il;u:s.m::( rrom Network .solutions

In most cases, the Registrar Is not the owner of domain names listed in this database.

Registrant:
Willam Isely
964. Walnut Creek, RD
Franklin, Nort Carolina 28734
United States

Registered through: Cheap-DomainRegistration.com
Domain Name: OPC-AGARiCUS.NET

Created on: 02-Jun-06
Expires on: 02-Jun-08
last Updated on: 09-Mar-07

Administrative Contact:
fsely. Wiliam gotto~takesun.com
964, Walnut Creek, RD
Franklin. Nort Carolina 28734
United States

(828) 369-7590 Fax ..

Technicl Contact:

Isely, William 9oto~takesun.com
964, Walnut Creek, RD
Franklin, Nort Carolina 28734
United States

(828) 369-7590 Fax __

Doain servers in listed order:
DNS1.SUPREMECENTER20.COM
DNS2.SUPREMECENTER20.COM

The previous information has been obtained either directly from the registrant or a registrar
of the domain name other than Network Solutions. Network Solutons, therefore, does not
guarantee its accuracy or completeness.

S-h!Lvt-lJ1Q~rlyjn.9r~g¡sl!YJI£Ita fo lltiis_r~-nrn

Current Registrar: WILD WEST DOMAINS, INC.
IP Address: ;?Q_9.2S.JIQ,2~ (ARIN & RIPE IP search)

IP Loction: UK(UNITED KINGDOM)
Record Type: Domain Name
Serer Type: Apache 2
Lock Status: cllentDeleteProhibfted

Web Sit. Status: Active
DMOZ no listings
VI Directory: s~lis~ri
Secure: No
E-cmmerc.: No
Traffc Ranking: Not available

"'+l'l,*II"'",,,, nøh",.'IL-conJ..t.ru.,C" I"n..I."hnicoJ'IA(tull(l ;coT"?rlnrn"""_nnl" "l1'"'''~',C' ..ot
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Data 8S of:
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n .----.. ....~.......Ull ',"03UH:. IUI upc-agancus.net from Network Solutions

14-Jun-2005

'--. _._--..... .... -----,-_. ..,.' .~.. -.. ...

Need to get your business
online?
Our professional designers
can build a gysl-om Web sitfi
for your business.
$11.95/month. plus a $499.00
design lee

. PerformnceClicks™ from
Network Solutions
Create and manage your PM
per click advertising from as
low as $1251month plus $99
one time set-up feeiG;~)

~-.~.~.;~,.~.~..~. J.'i""'. "n""k'''.,
. . ~~~. ':,'" . ';." :;'. -c:":: .:~:;.:-; .: .¡~:.~,~,-,.:.: . :V:~~

.......

" "..

() IP.Addmsj!

~. '.' ....~,-!!!""r......i"\:: ~., ',.,'. "" - ,."
...,~'-.1;. . '--1f~ ò:;

.', :~.;~,!!J.\~"""'"

100% Secure TransactionFor your proteclion, this Web sile is secured with the highest level of SSl Certificte encryption.

~ Copyright 2007 Network Solutions. All rights reserved:
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North Carolina

Elaine F. Marshall DEPARTMENT OF THE

Secretary SECRETARY OF STATE
PO Box 29622 Raleigh, NC 27626-0622 (919)8()7-2000

CORPORATIONS

Corporiltions Home

Search By Carpai"ate Name

Search For New Corporation

Search By Regist.E!red Agent

Important Notice

Re~~a¡8 of Tickets On1ine

Corp(,tèIUon~:; ¡:/\Q

Homeowrie,'s' Assocíation FAQ

ToIJac:ca Mariufactui"ers

Unincorporated Non-Profïs

DissQlution R.eports

Non-Pïofit Reports

Verify CsrUlication

OnHne Annual Reports

LINKS & LEGISLATION

K6ßE B2ß Annual Reports

5051D NLJnib(-~r Corr-ection

2COL !:ill SUinrnaries

1999 Senate Bills

Annual Repor",s 1997

Corporations i 99ì

Register tor E-Procuremenl

Dept. of R.evenue

ONLINE ORDERS

.':';-itart .An Order

New Payrnent Proce.jures

CONTACT US

Corpmatìons Division

TOOLS

St.~cret!:HY of Stdte H'JrrH~

Secretary of State Site Map

P¡-intabJe Page

Date: 1/19/2009

Click here to:

View Document Filngs I Sign Up for E-Notifications I
~print apre-populated Annual Report Form I Annual Report Count I File

an Annual Report I

Corporation Names

Name Name Type

NC Gemtronics, Inc. Legal

Business Corporation Information

50510: 0867758

Status: Current-Active

Date Formed:

Citizenship:
9/20/2006

Domestic

State of Inc.:

Duration:

NC

Perpetual

Registered Agent

Agent Name: Isely, William H.
Registered Offce Address: 964 Walnut Creek Road

Franklin NC 28734

Registered Mailng
Address:

Principal Offce Address:

964 Walnut Creek Road
Franklin NC 28734

964 Walnut Creek Road
Franklin NC 28734

964 Walnut Creek Road
Franklin NC 28734

Principal Mailng Address:

Stock

Class

Common

Shares No Par Value

Yes

Par Value
10000 N/A

. DEPOSmON

ij EXHIBITi ~L5f' I
Ill.I~~ Lfcf

00053

http://www.secretary.state.nc.us/corporations/Corp.aspx?Pitemld=8063 869
i /19/2009
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Elaine F. Marshall
Secretary

North Carolina

DEPARTMENT OF THE

SECRETARY OF STATE

CORPORATIONS

Corporations Home

Search By Corporate Name

Search For New Corporation

Search By Registered Agent

Important Notice

Resale of Tickets Online

Corporations FAQ

Homeowners' Association F,L\Q

Tobacco Manufacturers

Unincorporated Non-.Profis

Dissolution Reports

Non-Profi Reports

Verify Certification

Online Annual Reports

LINKS & LEGIS LA TfON

KßßE B2B Annual Reports

SOSlD Number Correction

2001 Bill Summaries

1999 Sena te Bills

Annual Reports 1997

Corporat:ons 1.997

Register foi' E-Procurernent

DElpt. of Revenue

ONLINE ORDERS

Start An Order

r~ew Payment Proceduj(~S

CONTACT US

Corporations Division

TOOLS

Secretary of State Horne

Secretary of State ~;ite f\1ap

Printable Page

PO Box 29622 Raleigh, NC 27626-0622 (919jS07-2000

Corporate Filings For: Gemtronics, Inc.

Image'~ Document Id Document
INC - Articles of
Incorporation

Click here for help downloading forms.

00056

htt://www.secretary.state.nc.us/corporationslFilings. aspx ?Pltemld=8063 869
1/19/2009



C200626100148
S08ID: 867758

Date Filed: 9/20/2006 4:21:00 PM
Elaine F. Marshall

North Carolina Secretary of State
C200626100148

State of Nort Carolina
Depareat of the Secret of State

ARTICLES OF INCORPRATION

Pusua to §55-2-02 of the Geeral Sta of Nort CarolÙ1a, the underigned doe hereby submit these Arcles of
Incorpration for the purose of forming a business corpration.

1. The nae of the corption is: Gemtrnics, Inc.

2. The nwnber of shas the corporaon is autoriz to is.su is: 10,00

3. These shares sha be: (check eier a or b)

a. (2 al of one clas, designd as comon stok; or

b.D divide into classes or seres with a clas as provided in the atthed schede.
with the inoration requied by N.C.G.S. Secton 55-6-01.

4. The steet adess and county of th intial registered offce of th corpraon is:

Number and Street 96 Walnut Creek Road

City Franklin State NC Zip Code 28734 Cowty Macon

5. The mailin address, if diferenfrom th~ stee addess, of the initial register offce is:

Nwnbe and Stree

City State Zip Cod Coimtv

6. The nae of the intia registe agent is: Willam H. lsely

7. Prcipal offce inQnnation: (must selec either a or b.)

a IL The corpraon ha a pricipa offce.

Th street address and county of the pripal offce of the cororation is:

96 Walnut Creek RoadNwnber and Street

City Franklin State NC Zip Cod 26734 County Macon

Th mailing adess, if diferen from the stee iUres. of the pricipal offce of tle cotion is:

Number and Strt

City Stae Zip Cod County

b. 0 The corpraton does not have a prcipal offce.

CORPRATIONS DMSION
(Rised Januiry. 2002)

P. O. BOX 29622 o 0 OiMEIGH, NC 27626-0622

(Fonn 8-0/)



8. Any other provisions, which the corpration elects to include, are atthed.

9. The nae and addess of each incorprator is as follows:

Willam H. lsely, 964 Walnut Creek Road, Franklin, NC 28734

i O. These aricles wil be efecive upon fiing, uness a dae and/or time is speified:

This the 1. + Li day of ¥ 200 rd

W dP;~£', ¡,t, "o.qk
~TOR

/i.h i L ~CA "' I~ ~ r ~e.~.- A- IJ e li

Typ or Print Na e and Ti

00055

NOTES:
I. Yaling fee is siis. This document muit be rued with tbe Sereta or State.

CORPORATIONS DMSlON P. O. BOX 29622
(Reised January, 2002)

RAEIGH, NC 276260622
(Form B-01)
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~ v,s. rood and Drug Adll1inistration 4- ~':~"~"'~,,;'i',

Page 1 ot j

~~, "1_,, ,.,;'l~!i",~~, ,~~wr~:.~'i;.~t'~~~ '.~~
FDA Home PaQe I Searc FDA Sie I FDA A.Z Index I Contact FDA

/~
~ Department of Health and Human Services
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fÇil! ONQAdrnni$latn
AflantaDlstnc Of
608tSti'etN;E;
AtJar Georgia 3030
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Willam Isely
Gemtronic Inc.
96 Walnut Creek Road
Franklin, NC 28734-953

WARNING LEER
(08-ATL-Q7)

DEPOSITON
EXHIBIT

Dear Mr. IseJy:

This is to ad~seY9lJ~¡¡t~.F9Oalld,Dru,n'~nini$lraliÇl(FIA) has reviewed your websites at the Intemet
addresses h ,;:.~i"llc:~W~ø~rícùlJ:c:and has detennined that the prouc
"Agarcus d radØA;..A s dri Grade A POWdei';o.AQacus Capsules," .Agaricus swee Exact,"

"AQaricst(ong ~rac, ~"FlF 1 OQE¡ac:," "AflME~act.", "RA1,'Exact,", and .OPC Eiact~a/',
pI()()le(:jfar¥"cl~ons thiir~setlepructobe drugs undø, seOn2(l(Q)('J(B)olttl=~' FOo
Dru.a:'CæmlltipAct (the Ac)(?1, U,s.C.§ 321 (g)(1 )(13)).Tl thrapeutfcclætnoi your websites
esish that thê prOds are drs bèuse they are intde for us in th cure, mitgati, treatment, or
prevention of disease, The marketing of these prouct wi these claims violates the Act

Exaples of so of the claims obsrved on your websites includ:

RAA11 Extl'ct

."Raa 11 Agari Extact ... during labraory test th subsce destyed cancr cels that
had ben resistant to treatment up to now .... lB)eides thes car cels, leukemia cells that
are normally resisnt to a lot of medicnes and meths of treatment, were also killed' repoed
the scentist."

."Even very restt leukemia cells die 0'"

RAA11 Exact and ope Exct

· "The RA Agarius protocol is wong at over 99% of all stage IV car patits. Even
patients with no hope are recovered, if they took th right doge during the programed (sicl
time. What makes the differenc between a Chemo Thrap and this kind of treatmnt. The
chemo therapy detroys everying. Using the RAX agarcus protoc only th cacer cells are
destroyed. As ef of this, bJmors will shrink very fast. "

RF 100 Exract

."RF 100 Exra - Speially used to help at traditonal treatmnts of cancr."

Hrt..I/",,,,,,, f".r" rrn,r/tni/n't'U-n..,n lAlfA~/C'¡;''.l~ "'t""
"1 niVQ
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,-,,' Accrding to your website at ht://w.agaris.net the produc listed in this letter contain Agaricus. Your
website list several disease claims for Agarcu, including:

Page 2 of 3

."Cancr - Agaricus blazei Murill ... has an affnity for nourishing the Immune sysem ... there is
an inter-dpendent relationship between immune status and car development"

."(R)esearchers' findings suggest tht the Agaricus water extract reduces the pain assated
with breast cacer and may be a viable substitute for the pharmaceuticals that Impose side
effects. In addition, the researchers noted the anti-tumor effect of the mushroom extract ...."
Further, the "Research" page of your website http://ww.agaricus.net cites an article abut an

animal study of the "Agarius blaze; Murill" ingredient used in your product. This arcle
concerns the use of this ingredient for treatment or prevention of cancer.

When scientific publications are used commercally by the seller of a product to promote the produc to
consumers, such publications may be evidence of the product's intended use. For example, under 21
CFR 101.93(g)(2)(lv)(C), a citation of a publication or reference in the labeling of a product is considered a
claim about disease treatment or prevention if the cittion refers to a disease use, and If, In the context of the
labeling as a whole, the citation implies treatment or prevention of a disease. The citation "Tumor-speific
cyocidal and immunoptentiating effects of relatively low moleclar weight product derived from the
basidiomycete, Agaricus blazei Murill .. Anticancr Res 199 Jan-Feb;19(IA):113-S" Is a reference citation
used to market your Agaricus producs for disease treatmnt and prevention on your website.

This reference cittion and other claims quoted above are supplemented by the metatags used to bring
consumers to your website through Intemet searches. Examples of the metatags Include "altematlve cancer
therapies" an "cancr."

Your products are not generally recgniZed as safe and effecve for the abe referenced uses and,
. therefore, the products are "new drugs" under secion 201(p) of the Act (21 U.S.C. § 321 

(p)). New drugs maynot be legally marketed in the U.S. witout prior approval from FDA as describe in secion 505(a) of the Act
(21 U.S.C. § 355(a)). FDA approves a new drug on the basis of scentic data 

submitted by a dru sposor todemonstrate that the drug is safe and effecte. Your product "Agaricus dried Grade A," .Agaricus dried
Grade A Powder," "Agaricus Capsules: "Agarius sweet Exact," "Agaricus strong Extract," "RF 1000
Extact: "APM Extract: "RAAX11 Exract," and "OPC Extra are also misbranded within the meaning of
seon 502(f)( i) of the Act in that labeling for thes drugs fails to bear adequate directions for use (21 U.S.C.
§ 352(1)(1 )).

Th above violations are not meant to be an ail-inclusive list of deficiencies in your prodct and their
labeling. While reviewng your websites, we notid that you were also promoting these product for
treatment and/or prevention of diseases other than cancer. It is your responsibility to ensure that products
marketed by your firm comply wit th Act and its implementing reulations. We advise you to review your

websites. product labels. and other labling and promotional materials for your product to ensure that the
claims you make for your prouct do not cause them to violate the Ac.

You should take prompt action to corre the violations describe abve and prevent thir future recurrnce.

Failure to do so may result in enforcement action witou furter noti. Th Ac authorizes the seizure of

ilegal prouct and Injuncons against manufacturers an distributrs of thos product (21 U .S.C. §§ 332

and 33).

Please notify this office, in wriing, wihin fifteen (15) worng days of the recipt of this letter, as to the speific
steps you have taken to correc the violations noted above and to asure that similar violations do not ocur.
Include any documentation necss to show that correcon has ben acieved. If correctie actons caot

be completed within fifteen working days, state the reas for the delay and the time within which the

correcons wil be completed.

YoUrl'81!pOns ShOUldcbe..dire$dtc 
PhUip S; .Cåpbfl;. Complian 

Oficr, at the address noted in thelettmead.lf you wish to discss ths lettr, yo shduld contac Mr. Campbell at (404) 253~1280.

Sincerely,

IS!

Mary H. WOleSke, Director
Atlanta District

tn. /In in,.., ç,..i nn"/fnw """",.ft,. 'AtlA""/Il~"7At.,. h...

~11 "'Mil

FTC-00002



'. .
EQ Home Page I Most Recnt Wamini; Letters

FDA Hom P~ I Search FDA Site I FDA A-Z Index I Contact FDA I Priacy I Accesajbilly

FDA/reedom of Information

l'age j ot 3

l-""-/IUI\\1U, F"~ n,...,IF".I",,,PTtnt' IAltØl"/ir~7AI;l' ht..

l-/1 nMQ

FTC-00003



A .
Bolton, Barbara E.

From:
Sent:
To:
Subject:

Cancerl3ftc.gov
Friday, December 14, 2007 10:30 AM
Bolton, Barbara E.
FW: Urgent Message from the Federal Trade Commission Regarding Cancer Product
Advertising on Your Website

----Original Me-__
Fro: Ca(§lt.go
Sent Tuesay, Ocbe 23, 2007 3:28 PM
To: 'SUpprt(§ashow.co'
SUbj Urgen Mes fr th Fe Trae Comisson Reng Ca Produc Adertsing on Your Webte

TO:

--_.~
E...riCns.nel _¿- N iW

Federal Trade Commission

UNITED STATES OF AMERICA
FEDERAL TRADE COMMSION

WASHINGTON, D.C. 20580

~æ~f
FROM:

RE: Health Claims on Your Website for Cancer Cures and Treatment Products

DATE: October 23,2007

DeceDtive Advertisine Claims are lIeeal

The staff of the_Federal Trade Commssion (FTC) recently reviewed your website.: We ar sending you

this letter to remind you of your obligations under the law. The FTC protects consumers from unfair or

deceptive advertising or marketing practices that raise health or safety concerns.

The FlC Act prohibits deceptive advertising in any medium, including the Internet. Under the FTC Act,

advertsing claims for products and services must be trthful and not misleading. Health-related claims, like

those made abut cancer on your website, must be supportd by competent and reliable scientific evidence _ the

kind of evidence scientists who ar eltperts in the field would rely on. It is against the law to make health claims

without scientific support, to exaggerate the benefits of products or services, or to misstate the level of scientific

support you have for your claims. Please note that consÙmer testimonials are not proof that your product works.

If you make a health claim through a consumer testimonial, you must have competent and reliable scientific

evidence that your product wil have the same benefit for other users.

If your website makes express claims (literally made in the ad) or claims by implication (made indirectly

or by inference) about the benefits of any cancer-related products or services that are not substantiated by

competent and reliable scientific evidence, or are otherwise deceptive or fraudulent, you must stop making those

i! DEPOSITON

- i EXHIBITIrl~ FTC-DO 195

I



claims. immediately.

olial2 001 107lchrisenter.htm htt: Ilwww.ftc.l!ovlo1Ja/2001/07Iwestbot.htmIf your website' contains any

untrthful or unsubstantiated clams, you could face law enforcement action. That could mean:

1. A federal court injunction. Violatins of court orders could resuu in civil penalties or

criminal prosecution.

2. An order to pay consumer refunds.

3. Administrve orders with fines up to $11,000 per violaon.

Actin Requested

We urge you to review all cancer-related claims on your website. If you don't have competent and

reliable scientifc evidence to support the claims, please change them immediately or remove them altogether.

FTC investigators have saved your website and wil be revisiting it soon. Within 10 business das,

please send an email to cancer&Jftc.l!ov describing the actions you've taken or plan to take to address these

concerns.

To ensure that your website complies with the FlC Act, we suggest reviewing the following guidace

from the FlC:

I) Dieta Supplements: An Adverting Guidefor Industr

www.ftc.!!ov/bcp/conline/oubs!busoubs/dietsuPD.htm
hUI1:/lwww. ftc. flov/bcl1/conline/11Ibs/busl1ubs/dietsuDD.litm/

2. Frequently Asked Adverting Questins: A Guide for Small Business

www.ftC.!!Ov/bD/conlineipubsluspubs/ad_faqs.htm

3. Adverting and Marketing on the Internet: The Rules of 

the Road atwww.ftc.!!ov/bcp/conline/pubs!busDubs/nileroad.htm

Please remember that you ar responsible for complying with laws enforced by the Foo and Drug

Administrtion (FDA) in addition to laws enforced by the FlC. The Federal Foo, Drug, and Cosmetic Act

(FDCA) defines a drg, in par, as an aricle intended for use in the diagnosis, cure, mitigation, tratment, or

prevention of a diseas, or to affect the structure or any function of the boy. i Drugs that are not generally

recognized by qualified, scientific experts as safe and effective for the uses recommended or suggested in their

labeling are considered to be new drugs.2 It is ilegal to market a new drg in the U.S. without obtaining prior

FDA approval.3 Violations of the FDA may result in seizure of ilegal products and an injunction against the

manufacturers and distributors. We have contacted the FDA about claims on your website. Remember, too,

2
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Ehat ul'fair or deceptive acts or practices also are illegal under many state laws. The standards under those laws

may be different from the FTC Act

If you are not located in the United States, we have referrd the claims on your website to the consumer

protection enforcement agency that has jurisdiction in your locale.

We look forward to hearng from you.

21 U.S.C. § 321(g).

2 21 U.S.C. § 321(p).

J 21 U.S.C. §§ 355 and 331(d).

J
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Trademark Electronic Search System (TESS) Page 1 of2

United States Patent and Trademark Office

1-lerne I Site Index ISearch I FAQ I Glossary I Guides I Contacts I eBusiness leBiz alerts I News I Help

Trademarks;: Trademark Electronic Search System (TESS) .
!

,..~ . 4
TESS was last updated on Wed Apr 904:10:56 EDT 2008--~--~--
I Logout I Please logout when you are done to release system resources allocated for you.

Record 1 out of 1-- _ (Use the "Back" button of the Internet

Word Mark

Goods and
Services
Mark Drawing
Code
Design Search
Code
Serial Number
Filng Date

Current Filng
Basis
Original Filing
Basis
Owner

Description of

Mark
Type of Mark
Register
Live/Dead
Indicator

RAAX11

IC 001. US 001 005006010026046. G & S: Plant extracts, namely ingredients Agaricus blazeí
Muril and Chrysobalanus Icaco, used in the manufacture of Takesun do Brasil

(3) DESIGN PLUS WORDS, LETTERS, AND/OR NUMBERS

26.11.21 - Rectangles that are completely or partially shaded

77337958
November 27, 2007

18 lDD11£i

18

(APPLICANT) Takesun Portugal Lda CORPORATION FED REP GERMANY In den Herrenbenden
653879 Euskirchen FED REP GERMANY

The color(s) Red letters on yellow background is/are claimed as a feature of the mark. The mark
consists of Red Letters on a yellow background.

TRADEMARKPRINCIPAL 000 DO
LIVE~_Il__~__

r1. I . n,. 1 _ _ n _ L _.L _ 1. _ "" ~ _ 1 .. 1 A In Il"rd'iO



Pnt

From: servlce(gpaypal.com (servlce~paypal.com)
To: Rlece Miles .
Date: Thursday, January 3,20081:08:19 PM
Subjec Receipt for Your Payment to 90ttolitakesun.com

1 DEPOSITON

3 ~I1IBIT~ ' S-
~lJ . 41c1

Page lof2

PayPal' Th. ..y to '.n4 tlnd

1w.1". mon., onllM

Dear Rlece Miles,

Tllsemi!iiconfinrsttlat you have paid (~takesun.co..) $134.90 use usIng PayPal.

This credit card transacton wil appear on your bil as "PAYPAL..

Payment Details

Tnln..cton ED:

Item Price:
Totl:

Order Dellrlpton:

Item/Produc
Number:

InvoIce ID:
Buyer:

20U89Ò0657657914S
$134.90USD
$134.90 USD
11263984: 1 Agaricus blazel'murll
Raa,Xll bottle l00ml melhor qualidade
original 0 119.90
11263984

11263984
Rlece Miles

It may take a few moments for this transaction to appear in the Recent Activity list on your
Account Overview.

Business Information

au.'ne..:

Your Confirmed Address

ShIppIng infa:dE:"~
C ii, 2079

United States

VI!JøJJ.

If you have questions about the shippIng and tracking of your purchased Item or service, please
contact at gotto~takesun.com.

If your emall program has prOblems with hypertext links, then you may also confirm your emall
address by logging into your PayPal account at Y.,p.aYPill.com/us. On your My Account page you
wil find a .Confirm Your Emall Address" 

link. Click on this link and enter the fOllOWing confirmation

htt://us.mg3.maiI.Yahoo.COmldc/launch?.rand=COfaj20vnbmdn

i /3/2008
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number:

0653-8336-0122-8007 -4430

Thank you for using Pay Pall
The PayPal Te~m

Your monthly account statement Is available anytime; just log in to your account at
t:LWWWiQailc;oml.y.sL1:ISIQßV. To correct any errors, please contact us through our Help
Center at httP.iLljwww.ii~al..QIblsLI:.L!:.
-_.._---_....__._---------- _..,._._._----------._..._-_._.~._-----~..~-_._-----_.....-

FOR INTERNATIONAL PAYMENTS ONLY

Commissions and Fees incurred by sender: $0.00

-~---_..._-_._-_._~~...-._-----_._.-.-._-~_._----_.- ------ -~_._-_.-. ._-_._~..~'_.__._-_._._-..__._._-_.._,..,

Rate of Exchange: The above exchange rate Includes a 2.5% spread above the wholesale exchange rate at
which PayPal obtains foreign currency, and the spread is retained by PayPal. If and when the RecIpient
chooses to withdraw these funds from the PayPal System, and if the withdrawal involves a currency
conversion, the RecIpient wil convert the funds at the applicable currency exchange rate at the time of the
withdrawal, and the Recipient may incur a withdrawal fee.

RIGHT TO REFUND
You, the customer, are entitled to a refund of the money to be transmitted as a result of this
agreement if PayPal does not forward the money received from you wIthIn 10 days of the date
of Its receipt, or does not give Instructions committing an equivalent amount of money to the
person designated by you within 10 days of the date of the receipt of the funds from you unless
otherwise Instructed by you.

If your Instructions as to when the money shall be forwarded or transmitted are not complied
with, and the money has not yet been forwarded or transmitted, you have a right to a refund of
your money. .

If you want a refund, you must mail or deliver your written reques to Pay 

Pal at P.O. Box45950, Omaha, NE 68145-0950. If you do not receive your refund, you may be entitled to your
money back pius a penalty of up to $1,000.00 USD and attorney's fees pursuant to Section
1110.5 of the California Financial Code.

Important Note: The Right to Refund claim process applies only to payments that have not been
successfully transmitted to the recipient. With PayPal, almost all payments are transmitted to the recipient
Immediately, except for eCheck payments, and payments to non-PayPal members.

Please do not file a Right to Refund claim if your payment has already been completed. If you have
. probtems with a completed payment or neeitasstsnce wit setng ëi dispute wit a sener, go to PayPal's _
Resolution Center by logging into your account and clicking the Resolution Center sub tab located at the
top center of the Account Overview page.

You can also click the Help link at the top right of any PayPal page to look up more information about the
Resolution Center and filing complaints.

MA residents only: PayPal holds a Foreign Transmittal Agency license in the State of Massachusetts _
Ucense Number FT3345.

-..., .--_..._._.._~h_..._.._ _"'._ ,.. ...._ ,,__.

Please do not reply to this email.Thls mailbox is not monitored and you will not receive a response. For
assistance, !.Q9.i!J to your PayPal account and choose the Help lIiik located In the top right corner of any
..aYl"ai ~dyt!. .

To receive email notifications in plain text instead of HTML, update your preferences her.e.

PayPal Email ID PP120

htt://us.mg3.mail.yahoo.cOmldcllaunch?.rad=cOfaj20vnbmdn
1/3/2008
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gotto~takesun.com

Receipt r Pa § s.,, I
Ship To: _Rl!!Mill! . _ _~ _~I:rein~:majon: rttoOtakesun.com

~l.rtn. VA 22079 . ~ - v' l( "t Vfc.
United States

!ran.Ktlanrp:?()U89006S-7~S-7? 14S,

P.yment 'or

11263984: 1 Agllncusbliizei murlll Raaxll bott 100ml melhor quiilldad
arlolniil 0119.90
Item *11263984

I'c~_on Jan. 3, 200!l
Quantity Prli:e

$134.90 USD ¡
-- .....k "-,..~._--~....,....__.."h _ ,.

. , . .." "~, . 'V ... . _,. ~_'
Subtotal: $134.90 USD

511les Till(: $0.00 USD

Totl Amoull '134.80 USD

I Print i I Oone I

PayPal. The safer, easier way to øay.
For more information, read our User Aoreement and ~li.

httPs:l/ww.paypal.COmlus/cgi-binlwebSCr?Cmd=_flOW&SESSION=iyUzr5YC9QL9XljnUx...1 /3/2008
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SIa18ment Dale
011151

INDIVIDUAL CARDHOLDEK_ ACTIVITY . --~__...
C.ii Ut

01.o 01-0 2441517lWi:ias PAYPAL 40-87733 CA
TOTAL PURCHAS~ADVANC~REæTS 134.l

134.l

'Ch AdMC 1J. . po oIYØU TDØ ~ IJ
..Aii Cuh Ur ø. pD at YØ A"., CtW Ur

Pag .. at ..
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Car

T Gke~uri do ¡3ro~i/

Verifiy that you ar in foUowig countres: USA, Cana, A~ia or Asia.
Other countres wiU be delivere though other agents. Look into your
countr page. (EU-Distbutors: Austra, Germany. Portal, Span)or contact

sale~agarcus.net

Prouct Quanti
Agaricus blazei murill Raax11 bottle 100ml
mehor qualidade original

Prie Amount

119.90 119.90 '_.._---~--------_.__.__.._._----_._~.~_.._----_._-,-----..

All price are In US Dollara

Subtotal
ShippIng

119.90
15.00

"- -, .., ._-,..". .- -. -.....,_.. --- ..... '~-'--"-"-'-"" -- . -

TOTAL 134.90

US customers: UPS ground: 5 business days, UPS air: 3 business day dellveiy.
International custmers only Asia & Austrlia. Europe enter in your countr pae:
EMS shipping arres within 5-10 workng days. Global Priority Mall 10 to 18 days.

BIllng detil.
ShippIng IIdr.. (If difrent fr th
bIllng addr..)

y-el4u1e/

Payment options

i~) Credit card or dired cash pament via PayPal

CONTINUE

Your Credit Card is charged using a SSL secre server. On your sttement will

apear GEMTRONICS SECURE PAYMENTS

._- -_.. ".__...- -..- .', ---", -...

" t.~Ú.,..'..u,';i.;'~,

http://ww4.aitse.comlcf/payments.pht

FTC-00029

Page i of 1
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From: servlce(§paypal.com (servlce(§paypal.com)
To: Dana Long
Date: Wednesday, January 23, 2008 11:27:52 AM
Subjec: Receipt for Your Payment to Takesun Portugal Lda. Verkauf Deutschland

..~lInal- TI. war ta s.nd andrU, r. rft.we mon., onliiie

Dear Dana Long,

This email confirms that you have paid Takesun Portugal Lda. Verkauf Deutschland
(venc1_s-~t~esQg~.9~l,Çom) $134.90 USD using PayPal.

This credit card transaction wil appear on your bll as "PAYPAL *TAKESUNPORT".

Payment Details

TnlnACon ID:
Item Price:

Totl:
Order DeCriptIon:

Item/product
Number:

Invoice ID:

Buyer:
Phone:

00061355NC651964H
$134.90 USD
$134.90 USD
11306829: 1 Agaricus blazel murll
Raaxll bottle 100ml melhor qualldade

original (§U9.90
11306829

11306829
Dana Long
703-532-

It may take a few moments for this transaction to appear in the Recent Activity list on your
Account Overview.

Business Information

Busln...: Takesun Portgal Lda. Verkauf

DeutshlandConb E-Mail: vendasOtakesunportgal.com _. "

Your Unconfirmed Address

SMp~. i-c:. :~
IIUh. , 18

United States

~Lfd(

If you have questions about the shipping and trackIng of your purChased item or servIce, please

contact Takesun Portgal Lda. Verkauf Deutshland at vendas(§takesunportugal.com.

http://us.mg3.mail.yahoo.comldc/launch?.rand=aa7bOoil frd9
1/23/2008
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Thank you for using PayPal!
The PayPal Team

Your monthly account statement Is available anytime; just log In to your account at
bttP¡;lL..w,RaYDal.com/usLl:Il.SJ.Q. To correct any errrs, please contact us through our Help
Center at tiJt:LLw.w\Yp.a~mLsLl:i..

.--~...._.._----------,._- ......._--------_..._......__._._--
FOR INTERNATIONAL PAYMENTS ONLY

Commissions and Fees incurred by sender: $0.00

..._-_._..-----------_._..._---------------------------_._-----------_.,----

Rate of Exchange: The above exchange rate Includes a 2.5% spread above the wholesale exchange rate at
which PayPaJ obtains foreign currency, and the spread is retained by PayPal. If and when the Recipient
chooses to withdraw these funds from the PayPal System, and if the withdrawal 

Involves a currencyconversion, the Recipient will convert the funds at the applicable currency exchange rate at the time of the
withdrawal, and the Recipient may incur a withdrawal fee.

RIGHT TO REFUND
You, the customer, are entitled to a refund of the money to be transmited as a result of thIs
agreement If Pay Pal does not forward the money received from you wIthIn 10 days of the date
of its receipt, or does not give InstructIons committng an equIvalent amount of money to the
person designated by you within 10 days of the date of the receipt of th funds from you unless
otherwise instructed by you.

If your Instructions as to when the money shall be forwarded or transmited are not complied
with, and the money has not yet been forwarded or transmitt, you have a right to a refund of
your money.

If you want a refund, you must mall or deliver your writen request to PayPal at P.O. Box
45950, Omaha, NE 68145-0950. If you do not receive your refund, you may be entItled to your
money back plus a penalty of up to $1,000.00 USD and attorney's fees pursuant to SectIon
1810.5 of the CalifornIa FInancial Code.

Important Note: The Right to Refund claim process applies only to payments that have not been
successfully transmitted to the recipient. With PayPal, almost all payments are transmitted to the recipient
immediately, except for eCheck payments, and payments to non-PayPal members.

Please do not file a Right to Refund claim if your payment has already been completed. If you have
problems with a COmpleted payment or need assistance with settling a dispute with a seller, go to PayPal's
Resolution Center by logging Into your account and dicklng the Resolution Center sub tab located at the
top center of the Account Overview page.

You can also click the Help link at the top right of any PayPal page to look up more Information about the
Resolution Center and filing complaints.

MA residents only: PayPal holds a Foreign Transmittal Agency license In the State of Massachusetts _
License Number FT334S.

- .. -.--_.,_._.~......_--~.._._..__......__. '._--"-'-' "'---"--'-_.'-"-''''''-..'. -,"

Please do not reply to this email.This mailbox Is not monitored and you wil not receive a response. For
assistance, lqgJ to your Pay Pal account and choose the Help link located in the top right corner of any
PayPal page.

To receive email notifications in plain text instead of HTMl, update your preferences !:.

'--'~-"_'''__n_ __. __._ ._._.._._.________ '..._
._~ -.'-'".-- .-.~.._-. -._._.",. .'-~ --_...._----_..

PayPal Email ID PP120

http://us.mg3.maii,Yahoo.cOmldcllaunch?.rad=aa7bOoi 1 frd9
1/23/2008
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~~
TAKEfUN~~

Takesun do Brasil Ind. Com 0 Exp. Llda. r:DA Food Facility Registration Number 11841249604

r"\lI.. Y... .........'1 ....11....1""" '-'- _~Ii '1........1 V I..
Ibiúna, SP, CEP 18150-000, Brasil

Fone xx15 3248 1267 - Fax xx 15 32483270
e-mail: vendas(Ûtakesun.com

Internet: WN.takesun.com

INVOICE

paid by FDA Reaistration No. 10827550148964
Isely, William H. Gemtronics,Naturefirst
aka Nature First

Numero 306
Data 2ih February 2003

, Walnut Creek, RD, 28734
Franklin, NC, USA
Phone 828 369 7590

PURCHASE ORDER NO. SIN
TERMS Banco do Brasil

SALES PERSON George Otto
SHIPPED VIA Danzas/DHL
'INCO Terms ex works

Delivery 2ih February 2004Shipping to Danzas Acct # 56-226120600

Isely, Wiliam H. Gemtronics,Naturefirst
aka Nature First
FDA Reqistration No. 10827550148
964, Walnut Creek, RD, 28734
Franklin, NC, USA
Phone 828 369 7590

QTY NCM Brasil
KG~-
10 107.12.31.00

I

140 /1302.1900

72 11302.1900

144 11302.1900

240 12008.9900

US Tariif

Code: 1) 54FBK99 2) 54FBK99

UnIt USD Total USD

10,071 1 00.70

I

6.001 840.00
9.891 712.00
9.901 1425.60
4.15/ 996.00

Merchandise 4074.30
Insurance 0.00%

0.00
Freight 0.00

10712.31.1000 l:AgariCUS blazei Muril, dried mushrooms, packed. in
I 1 into 100g bags
11302.19.90.40 IAgaricus bl. Murill, bottle with 60 Vcaps, 500mg

11302.19.90.40 ¡Agaricus RF 1000 extract, bottle with 200m I

11302.19.90.40 ¡Agaricus ABM extract, bottle with 100ml

12008.99.6000 ./Myrciarai dubia, Camu-Camu, bottle with 60capsules

FDA Product

.
Takesun do Brasil USA FDA Agents: Gomez & FDA Associates FDA Experts, 3509 W. Beverly Blvd. ,Montebello, CA, 90640,USA,
TeL. 323-707 -2504, e-mail: irenegomez~fdaexperts.com

Boxes total:
Liq. Weight total:
Brut Weight total:
Cubic weight:
Dimensiones Boxes em:

Signed:
Name:
CPF:

8
78,2 kg

84,6kg
55,5 kg

38x42x42
DEPOsmoN

EXIB-l

ll O~

(ì"(MO'" -V'U'J34
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To whom it may concern,

I here confnn that th inf list for the doin agrius.ne is leat and
is lis below:

Regisnt
Agri Inteational
Br 101, KM 22,5
Joinville, SC 89239500
Bral
47 301 5260
goto(kesun.co.br

Doin Name: AGAICUS. NET

Administi Contct Technicl Co Zo Contct
Takesun
Att: Gerge Oto
Br 101, KM 22,5
Joinville, se 892395P.
Brail
47 301 526
gott~kesun.com.br

-Doain cred on 13-un-199
DOmain expire on 12-Jun-200
La updat on 15-r-2008

Doain seivers in lis order.

DNS1.SUPREMEDNS.COM
DNS2.SUPREMEDNS.COM

Since ,
Pablo Velasc
TierrNet Customer Serv Sup

D n Afv CM..n _ C!... n'_ft ,.a ~"Cf



COMPLAINT COUNSEL'S
EXHIBIT 4



REPORT OF OMER KUCUK, M.D.

I. Education, Experience And Traing

1. I am a Doctor of Medicine, and obtained my medical degree from Hacettepe University

Medical School, Anara, Turkey in 1975. My post-graduate training included Medical
Internship and Residency, St. Francis Hospital, Evanston, Ilinois (1975 - 1978); Hematology-
Oncology Fellowship, St. Francis Hospital, Evanston, Ilinois (1978 - 1979); and Hematology-
Oncology Fellowship, Northwestern University Medical School, Chicago, Ilinois (1979 - 1981).
I have been a practicing in the field of hematology and medical oncology for over 27 years, and
my areas of experise include cancer prevention, nutrition and cancer, chemoprevention,
chemotherapy, medical oncology and clinical trals. I also specialize in translational research
focusing on the therapeutic effects of botanical compounds on cancer patients. I am Board
Cerified with the Amercan Board of Internal Medicine, Subspecialty of Hematology, and
Subspecialty of Medical Oncology. My currculum vitae is attached hereto as Exhibit A.

2. Curently, I am Acting Professor of Hematology and Medical Oncology, Deparent of

Hematology and Medical Oncology, Emory University School of Medicine, Winship Cancer
Institute, in Atlanta, Georgia. I am also attending physician at the Emory University Hospital,
the Emory Crawford Long Hospital, and the Grady Hospital in Atlanta, Georgia. As Chief of
Genitourinary Medical Oncology at the Deparent of Hematology and Oncology, I lead a group
of medical oncologists and clinical researchers treating cancers ofthe prostate, bladder, kidney
and testis and conduct clinical research related to these cancer. I also lead the Prostate Cancer
Translational Research Group at Emory University, which conducts collaborative translational
research projects in prostate cancer.

3. I have engaged in scholarly research and writing relating to cancer and the treatment of

cancer for over 27 years. I have authored or co-authored approximately 125 articles published in
peer-reviewed scientific journals and more than 20 published book chapters and reviews. A
majority ofthese perain to cancer and/or cancer-relate conditions. Several of the peer-review
articles that I have authored or co-authored reported on the results of randomized, double-blind,
placebo-controlled clinical studies examining the effcacy of botanical compounds.

4. My research focuses on the use of clinical trals in appropriate populations to
demonstrate the efficacy and mèchanisms of cancer preventive compounds in humans.
Biomarkers of cancer risk and progression are used as intermediate endpoints and their
modulation by chemopreventive agents are demonstrated in small clinical studies prior to the
initiation of larger Phase II clinical trials. Current investigations focus on the effects of
micronutrients and phytochemicals on biomarkers of cell proliferation, differentiation, apoptosis
and oxidative stress in a varety of cancers. I also investigate the modulation of genetic and
epigenetic pathways of carcinogenesis by nutritional interventions. A major focus of my
research is bringing botanical compounds from the laboratory to the clinic by conducting
translational research studies. I have conducted the first clinical trials with tomato lycopene and
soy isoflavones in prostate and breast cancer patients.

Page 1 of 14



5. I curently am on the Editorial Boards of the peer-reviewed publications Annals of
Medical Sciences, Cancer Epidemiology, Biomarkers and Prevention, Turkish Journal of

Cancer, International Journal of Hematology and Oncology, and Advances in Molecular
Medicine. I am a Guest Editor of Cancer and Metastasis Reviews and an Assistant Editor of
Cancer Detection and Prevention. I have participated in the peer review of hundreds of papers
submitted for publication to cancer-related scientific journals, many of which concerned
randomized, double-blinded, placebo-controlled studies. In reviewing these submissions, I
evaluate, among other things, the adequacy ofthe design and conduct ofthe clinical research and
the adequacy and accuracy of the statistical analysis.

6. I keep current on new developments and research in the treatment of cancer through

memberships in professional societies including the American Society of Clinical Oncology,
American Association for Cancer Research, Amercan Society of Preventive Oncology,
American Society for Nutrition, American College of Nutrtion (Fellow), Amercan Urological
Association, Society for Free Radical Biology and Medicine, American Head and Neck Society,
and Society of Basic Urological Research. I also have had the following memberships:
Member, Scientific Advisory Board, Fift Interational Symposium on the Role of Soy in
Preventing and Treating Chronic Disease (2003); and Member, Scientific Advisory Board, Third
International Symposium on the Role of Soy in Preventing and Treating Chronic Disease (1999).

7. In addition, I have held committee memberships on national and international panels and

committees including Member of Scientific Committee, International Meeting "Molecular
Targets for Cancer Prevention, Diagnosis, and Treatment" (2007); Member: US Department of
Veterans Affairs Medical Research Service Merit Review Subcommittee for Oncology (2001-
2004); Member: NCI Special Emphasis Panel, Molecular Targets for Nutrents in Prostate
Cancer Prevention (2002); Member: Site Visit Team, NIH Cancer Center Support Grant,
University of California Irine Cancer Center (2002); Member: NCI Special Emphasis Panel,
Inovative Cancer Complementar and Alterative Medicine Initiative in Cancer Centers
(2001); Member: NCI Special Emphasis Panel for Small Grants in Cancer Chemoprevention
(2000); Member: NCI Special Emphasis Panel, Phase II Chemoprevention Master Agreement
Applications (1999); Member: NCI Special Emphasis Panel, Tobacco Use Research Center
(P50) Applications (1999); Member: NCI Special Emphasis Panel, Phase I and Phase II Clinical
Studies of Chemopreventive Agents (1999); Member of AACR Program Committee, AACR
Clinical Prevention Studies Section, Prevention Subcommittee (1998); and Member: NCI
Special Emphasis Panel, Program Project Applications for Chemoprevention Studies in High-
risk Populations (1997).

8. Honors that I have received in connection with my work in cancer research

and education include: Best Doctors in Amerca(S (2007-2008,2005-2006,2003-2004,2001-
2002); America's Top Physicians (2006); College Teaching Award, Wayne State University
(2006,2002); Faculty Research Excellence Award, School of Medicine, Wayne State University
(2000); President's Achievement Award for Outstanding Service, Kannanos Cancer Institute
(2000); and College Teaching Award, Wayne State University (1998).

9. Based upon my knowledge, experience and training, I consider myself to be qualified as

Page 2 of 14



an expert in the fields of cancer research and treatment. As a result of my own research and my
ongoing editorial duties for peer-reviewed scientific publications, I also consider myself
to be qualified as an expert in evaluating the design and execution of clinical studies in the area
of cancer research.

10. During the preceding four years, I have provided expert testimony in the following legal
proceeding: Minnesota Board of Medicine v. Fatih Ucku. I am being compensated at the rate
of $400 per hour for my work in this litigation.

II. Scope of the Report and Conclusions

Ii. The FTC staff has requested that I evaluate, from my perspective as an exper in the
research and treatment of cancer, whether the following claims for the product RAII are
supported:

A) Reliable scientific evidence demonstrates that RAAXII is effective in the
prevention, treatment, and cure of cancer;

B) RA Ii is effective in the treatment and cure of varous types of cancer,
including, but not limited to leukemia and cancers ofthe breast, brain, lung, larx, pancreas,
and bowel; and

C) RAAXII is effective in the prevention of cancer, including, but not limited to
uterine cancer.

12. To accomplish this task, I have reviewed the RAII product label, which states:

Takesun(ß RAII, Strong Water Extract, A Dietary Supplement, Net 10000.

Supplement Facts
Serving Size 2.5 ml.
Servings per container: 40
Amount Per Serving
Proprietary Blend - 2.5 ml. *
Chrsobalanus Icaco extract
Agaricus blazei Murill mushroom extract
* Daily values not established
Other Ingredients: Distilled Water
FDA Product Code: 54FB99

The suggested use is 2.5 ml. in tea or water, one to three times a day. Although the product label
states that the bottle contains 100 00., there is no indication of how much of either ingredient is
contained in the product.

13. I conducted an independent search of studies published in English language journals to
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determine whether there are studies that provide scientific support for the claims made for
RAXll and the combination oficaco and agaricus that comprises the formulation of
RAll.
14. I also have reviewed each of the documents identified in Exhibit 8 to this declaration,
which materials I am informed were provided to the FTC by the respondents in this action.

15. In brief, the studies I have reviewed do not provide reliable scientific support for any of

the challenged claims for RAAXll. With respect to the claim that reliable scientific evidence
demonstrates that RAXll is effective in the prevention, treatment, and cure of cancer, it must
be stated up-front that cancer is not a single disease but many different diseases. The existing
body of scientific evidence does not provide competent and reliable evidence that RAXll, or
either of its ingredients icaco or agaricus, alone or in combination, has been proven to or
effectively can prevent, treat or cure any form of cancer.

A. Scientific Research on RAX11

16. To my knowledge, and based on my search of the scientific literature, there is l!

published scientific literature evaluating the effcacy of RAXll. There are no Phase I or II
clinical tral data with RAll. Accordingly, there is no basis for the claims that A) reliable

scientific evidence demonstrates that RAll is effective in the prevention, treatment, and cure
of cancer; B) RAll is effective in the treatment and cure of various tyes of cancer,

including, but not limited to leukemia and cancers of the breast, brain, lung, lar, pancreas,
and bowel; and C) RAll is effective in the prevention of cancer, including, but not limited to
uterine cancer.

17. Furter, the formulation that comprises RAAXll is a combination of the two extracts
which may interact with each other and there is again no published scientific literatue (human,
animal, or laboratory) evaluating the combination of icaco and agaricus. A search ofthe
scientific literature revealed no aricle about the effcacy of taking the combination of icaco and
agaricus as a cancer treatment, or even looking at potential mechanisms Of anticancer activity.
The scientific literature concerning icaco and agaricus is limited and insuffcient to adequately
support therapeutic claims that RAAXll is effective for the prevention, treatment, and cure of
cancer.

(1) Chrysobalanus icaco

18. I am not aware of any competent and reliable scientific evidence indicating that

Chrysobalanus icaco. which is from a tropical bush, i has therapeutic benefits in humans. My
search of the scientific literature revealed only four publications with Chrysobalanus icaco.
None of these reports were on animal or human studies. Rather, they only reported the results of

The RAAI 1 package label does not indicate whether the extract is made from
the bark, leaf, root, or other par of the icaco plant.
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in vitro studies. The evidence regarding Chrysobalanus icaco is therefore considered
rudimentary and no inferences can be made on the usefulness of Chrysobalanus icaco in
humans. There are no animal or human data published in reputable peer-reviewed scientific
journals showing its effcacy, toxicity, and appropriate dosing. Before any recommendations can
be made regarding the use of Chrysobalanus icaco in humans, research including at least Phase I
and Phase II clinical trals are needed. Thus, the existing body of scientific evidence does not
provide competent and reliable evidence that Chrysobalanus icaco, alone or in combination with
agaricus, has been proven to or effectively can prevent, treat or cure any form of cancer.

19. The four publications regarding Chrysobalanus icaco that I examined were:

1) De Brito, ES et al. Anthocyanins present in selected tropical frits: acerola,
jambolão, jussara, and guajiru. J Agrc Food Chem. 2007;55(23):9389-94.

2) Ferreira-Machado, SC et al. Genotoxic potentiality of aqueous extract prepared
from Chrsobalanus icaco L. leaves. Toxicol Lett. 2004;151(3):481-7.

3) Fernandes, J et al. Pentacyclic trterpenes from Chrsobalanaceae species:

cytotoxicity on multidrug resistant and sensitive leukemia cell lines. Cancer Lett.
2003; 190(2): 165-9.

4) Alves De Paulo, S et al. Chrsobalanus icaco L. extract for antiangiogenic
potential observation. Int J Mol Med. 2000;5(6):667-9.

(2) Aiiaricus blazei murill

20. My search of the scientific literatue revealed 107 aricles regarding Agaricus blazei.
However, there are only eight publications reporting the results of clinical or human studies with
Agaricus blazei. There are no reports of properly conducted Phase I and Phase II clinical trials
regarding the toxicity and efficacy of Agaricus blazei extract in patients with cancer. Therefore,
no conclusions can be made with regard to the effcacy or toxicity of the extract in cancer
patients. No recommendations can be made regarding the safe and effcacious dose of the
extract. Here too, the existing body of scientific evidence does not provide competent and
reliable evidence that Agaricus blazei, alone or in combination with icaco, has been proven to or
effectively can prevent, treat or cure any form of cancer.

2 i. My sumar of the eight clinical publications on Agaricus blazei is as follows:

1) Liu, Y et al. Imunomodulating Activity of Agaricus brasiliensis KA21 in Mice

and in Human Volunteers. Evidence based Complement Alt Med 2008;5(2):205-
219.

Liu et al. had clinical research performed on 11 healthy subjects who were not taking any
medication prior to or at the time ofthe study. The subjects were divided into three groups,
group 2 and group 3 (total 20 subjects) were administered the normal dose, and group i (11
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subjects) were administered a 3-fold higher dose (safety clinical study group) of A. brasiliensis.

Group 1. For 6 months, the 11 subjects (mean age 43.6:f 12.6 years, male 6, female 5) were
asked to take 30 tablets/day (divided into three administrations; each tablet contained 300 mg of
A. brasilensis), which is three times the normal dose. Then, the study measured and analyzed
subjective changes in their condition, liver function (GOT, GPT, y-GTP), renal function (blood
urea nitrogen (BUN), creatinine) and nutritional status (total protein).

Group 2. For 3 months, 12 subjects (mean age 45.3:f 8.1 years, male 9, female 3) were asked to
take the normal dose of 10 tablets/day (divided into two administrations; each tablet contained
300 mg of A. brasiliensis). Then, the study measured body weight, BMI, percentage body fat,
percentage visceral fat and blood biochemical levels (total protein, blood glucose, cholesterol,
neutral fat, GOT, GPT and y-GTP).

Group 3. For 3 months, 8 subjects (mean age 22.3 :f 0.5 years, male 6, female 2) were asked to
take the normal dose, and immune function (NK cell count, NK cell activity) was measured. In
the measurement of immune fuction, the study divided the eight subjects into two groups in a
double-blind manner, A. brasiliensis group and placebo group, administered 10 tablets/day
(divided into two administrations; each tablet contained 300mg of A. brasiliensis) for 7 days,
and determined NK cell count and NK cell activity in peripheral blood. After two-month drug
withdrawal, the same study was conducted with the tablets exchanged (crossover).

Taken together, the study determined that both lipid and blood glucose levels showed a
decreasing trend for lifestyle-related diseases. In addition, an improvement in liver function was
noted.

2) Hsu C-H et al. The Mushroom Agarcus blazei Murill Extract Normalizes Liver

Function in Patients with Chronic Hepatitis B. J Alt Complement Med 2008,
14(3): 299-301.

Hsu et al. (2008) reported on four (4) patients with hepatitis B who met the critera (1)
aged between 20 and 65 years; (2) being Chinese; (3) having been a hepatitis B carer
(HBAg(+)) for more than 3 years; (4) alanine aminotransferase;: 100 IU/L; and (5) not taking
lamivudine, a-intereron, or other drugs for hepatitis paricipated in the study. The enrolled
patients were given Agaricus blazei Murll (ABM) extract of 1500 mg daily for 12 months. At
the end of the study, the mean level of asparate aminotransferase and alanine aminotransferase
decreased from 246.0 (:f standard deviation (SD) 138.9) to 61.3 (:f SD 32.6) LULL and 151.0 (:f
SD 86.9) to 46.1 (:f SD 22.5) lUll, respectively. The study concluded that their initial
observation seemed to indicate the potential benefit of ABM extract in normalizing liver
function of patients with hepatitis B.

3) Talcott, JA et al. Measuring perceived effects of drinkng an extract of

basidiomycetes Agaricus blazei Murill: a surey of Japanese consumers with
cancer. BMC Complement Altern Med. 2007; 7:32.
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Talcott et al. (2007) designed, translated and mailed a survey to 2,346 Japanese
consumers ofSen-Sei-Ro (extract of the Basidiomycetes Agaricus blazei Murill mushroom) self-
designated as cancer patients. The survey assessed consumer demographics, cancer history, Sen-
Sei-Ro consumption, and its perceived effects. They received completed questionnaires from
782 (33%) of the sampled Sen-Sei-Ro consumers with a cancer history. The survey respondents
represented a broàd range of cancer patients familiar with Sen-Sei-Ro. Nearly all had begun
consumption after their cancer diagnosis. These consumers expressed consistently positive
views, though not extremely so, with more benefit reported for more abstract benefits such as
emotional and physical well-being than relief of specific symptoms.

4) Hsu, CH et al. The mushroom Agaricus Blazei Murill in combination with

metformin and gliclazide improves insulin resistance in type 2 diabetes: a
randomized, double-blinded, and placebo-controlled clinical triaL. J Alter
Complement Med. 2007;13(1):97-102.

Hsu et al. (2007) conducted a study which was a clinical randomized, double-blind,
placebo-controlled trial of a population of 536 registered diabetes patients with 72 subjects (1)
aged between 20 and 75 years, (2) being Chinese, (3) having tye 2 diabetes for more than 1
year, and (4) having been taking gliclazide and metformin for more than 6 months were enrolled
in this study. The enrolled patients were randomly assigned to either receiving supplement of
Agaricus blazei Murll (ABM) extract or placebo ( cellulose) 1500 mg daily for 12 weeks. At the
end of the study, subjects who received supplement of ABM extract (n = 29) showed
significantly lower HOMA-IR index (3.6(standard deviation, 2.5) versus 6.6(standard deviation,
7.4), p = 0.04) than the control group (n = 31). The plasma adiponectin concentration increased
20.0(standard deviation, 40.7)% in the ABM group after 12 weeks of treatment, but decreased
12.0(20.0)% among those taking the placebo (p ~ 0.001). They concluded that the supplement
of ABM extract improved insulin resistance among subjeCts with tye 2 diabetes. The increase
in adiponectin concentration after takng ABM extract for 12 weeks might be the mechanism
that brings the beneficial effect.

5) Mukai, H et al. An alternative medicine, Agarcus blazei, may have induced

severe hepatic dysfunction in cancer patients. Jpn J Clin OncoL. 2006;
36(12):808-10.

Mukai et al. (2006) reported thee (3) cases of patients with advanced cancer who
showed severe hepatic damage, and two of whom died of fulminant hepatitis after taking
Agaricus blazei (Himematsutake) extract, one of the most popular complementar and
alternative medicines among Japanese cancer patients. In one patient, liver functions recovered
gradually after she stopped taking the Agaricus blazei, but she restarted taking it, which resulted
in deterioration of the liver fuction again. The other patients who were admitted for severe
liver damage had stared taking the Agaricus blazei several days before admission. Although
several other factors could not be completely ruled out as the causes ofliver damage, a strong
causal relationship between the Agaricus blazei extract and liver damage was suggested.

6) Grinde, B et al. Effects on gene expression and viral load of a medicinal extract
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from Agarcus blazei in patients with chronic hepatitis C infection. Int
ImmunopharmacoL. 2006; 6(8): 1 3 1 1-4.

Grinde et al. (2006) reported the effect Agaricus blazei Murrll (AbM) on gene
expression in peripheral blood cells from four (4) chronic hepatitis C patients, using global (29
k) oligo-based, single chanel microarrays. The viral load was slightly, but not significantly,
decreased after 1 week of AbM treatment. The more notable changes in mRNA levels were
related to genes involved in the G-protein coupled receptor signaling pathway, in cell cycling,
and in transcriptional regulation.

7) Yoshimura K, et al. Use of complementar and alternative medicine by patients
with urologic cancer: a prospective study at a single Japanese institution. Support
Care Cancer. 2005; 13(9):685-90.

Yoshimura et al. (2005) studied 349 patients with newly diagnosed urologic cancer who
answered a self-administered questionnaire on Complementar and Alterative Medicine (CAM)
use one year after diagnosis. General-health-related quality oflife (GHQL) of the patients was
also assessed at diagnosis and one year after diagnosis using the Medical Outcome Study Short
Form-36 (SF-36). 164 respondents (47%) admitted using some tye ofCAM, of which 73

(45%) had used multiple tyes. "Health food," in parcular, extract from Agaricus blazei, was
the most common tye of CAM used. CAM users had significantly lower scores for social
function, general health perception, and vitality domains than CAM non-users one year after
diagnosis. This tendency was more marked in users of multiple types of CAM.

8) Ah, WS et al. Natural kiler cell activity and quality of life were improved by
consumption of a mushroom extract, Agaricus blazei Murill Kyowa, in
gyecological cancer patients undergoing chemotherapy. Int J Gynecol Cancer.

2004; 14(4):589-94.

Ah et al. (2004) investigated the effects of Agaricus blazei Murill Kyowa (ABMK)
consumption on immunological status and qualities of life in cancer patients undergoing
chemotherapy. One hundred (100) cervical, ovaran, and endometral cancer patients were
treated either with carboplatin plus etoposide, or with carboplatin plus taxol ever 3 weeks for at
least three cycles with or without oral consumption of ABMK. The natural killer cell activity
was significantly higher in ABMK-treated group (ANOV A, n = 39, P 0: 0.002) as compared with
nontreated placebo group (n = 61). Chemotherapy-associated side effects such as appetite loss,
alopecia, emotional instability, and general weakess were improved by ABMK treatment.
Taken together, this suggests that ABMK treatment might be beneficial for gyecological cancer
patients undergoing chemotherapy.

22. While there is some research concerning treatment of cancer with medicinal mushrooms,

more research is needed before it will be possible to determine whether this might be an
effective cancer treatment in humans. Medicinal mushrooms contain beta-glucan, a substance
that seems to activate natural kiler cells in the immune system, which can be cytotoxic (toxic to
cells). However, these laboratory studies also show no effect in curing cancer. Additional
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laboratory studies are investigating other potential anticancer mechanisms of action, but this
research, too, is preliminar and insuffcient to support any therapeutic claims for medicinal
mushrooms.

III. Brief Overview of Cancer

23. The term "cancer" is used for diseases in which abnormal cells divide without control
and are able to invade other tissues. Cancer cells can spread to other parts of the body through
the blood and lymph systems. Cancer is not just one disease but many diseases. There are more
than i 00 different types of cancer. Most cancers are named for the organ or type of cell in which
they star. For example, cancer that begins in the colon is called colon cancer; cancer that begis
in basal cells of the skin is called basal cell carcinoma.

24. Cancer types can be grouped into broader categories. The main categories of cancer

include Carcinoma (cancer that begins in the skin or in tissues that line or cover internal organs);
Sarcoma (cancer that begins in bone, carilage, fat, muscle, blood vessels, or other connective or
supportive tissue); Leukemia (cancer that stars in blood-forming tissue such as the bone marow
and causes large numbers of abnormal blood cells to be produced and enter the blood);
Lymphoma and myeloma (cancers that begin in the cells of the immune system); and Central
nervous system cancers (cancers that begin in the tissues of the brain and spinal cord).

25. All cancers begin in cells. The body is made up of many tyes of cells. These cells grow
and divide in a controlled way to produce more cells as they are needed to keep the body
healthy. When cells become old or damaged, they die and are replaced with new cells.
However, sometimes ths orderly process goes wrong. The genetic material or DNA of a cell
can become damaged or changed, producing mutations that affect normal cell growth and
division. When this happens, cells do not die when they should and new cells form when the
body does not need them. The extra cells may form a mass of tissue called a tumor.

26. Not all tumors are cancerous: tuors can be benign or malignant. Benign tumors are not

cancerous. They can often be removed, and, in most cases, they do not come back. Cells in
benign tuors do not spread to other parts of the body. Malignant tuors are cancerous. Cells
in these tumors can invade nearby tissues and spread to other parts of the body. The spread of
cancer from one par of the body to another is called metastasis. Some cancers do not form
tumors. For example, leukemia is a cancer of the bone marrow and blood.

27. Cancer is caused by changes in genes that normally control the growth and death of cells.
Certain lifestyle and environmental factors can change some normal genes into 

genes that allow
the growth of cancer. Many gene changes that lead to cancer are the result of tobacco use, diet,
exposure to ultraviolet (UV) radiation from the sun, or exposure to carcinogens (cancer-causing
substances) in the workplace or in the environment. Some gene alterations are inherted from
one or both parents. However, having an inherited gene alteration does not always mean that the
person wil develop cancer; it only means that the chance of getting cancer is increased.
Scientists continue to examine the factors that may increase or decrease a person's chance of
developing cancer. Being infected with cerain viruses, such as the human papilomavirus
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(HPV), hepatitis B and C, and human immunodeficiency virus (HIV), can increase the risk of
some types of cancer.

28. Cancer can be treated by wide range of therapies and treatments such as chemotherapy,
radiation, surgery, hyperthermia (treating tumors with heat), angiogenesis inhibition (cutting off
blood supply to the tumor); biological therapies; and bone marow transplantation, to name a
few. These treatments are administered by experts trained as surgical oncologists, radiation
oncologists, medical oncologists, hematologic oncologists or pediatric oncologists depending on
the type of treatment used and the age group of the patient.

29. Many cancers are curable if they are diagnosed and treated at an early stage. Most
cancers are incurable when they are detected at a later stage. Generally, solid tumors are
classified as stage I to IV. The higher the stage, the more advanced is the disease. The stage
number is detenined by the size of the tumor, invasion oflocal tissues, and metastases to the
lymph nodes and distant organs. Further, the higher the stage, the more diffcult the cancer is to
cure. Early stage cancers are amenable to surgical resection or radiation therapy which is
frequently curative. However, late stage tumors, that have spread beyond the initial site of the
tumor, are generally incurable and are treated with a combination oftherapies which usually
include chemotherapy.

30. There is no guaranteed way to prevent cancer. However, individuals can reduce their risk

of developing cancer by: not using tobacco products; choosing foods with less fat and eating
more vegetables, frits, and whole grains; exercising regularly and maintaining a lean weight;
avoiding the harmful rays ofthe sun, using sunscreen, wearng clothing that protects the skin;
and talking with a doctor about the possible benefits of drugs proven to reduce the risk of certain
cancers. Although many risk factors can be avoided, some, such as inherited conditions, are
unavoidable. Not everyone with a paricular risk factor for cancer, however, actually gets the
disease. Individuals who have an increased likelihood of developing cancer can help protect
themselves by avoiding risk factors whenever possible and by getting regular checkups so that, if
cancer develops, it is likely to be found and treated early. As stated above, treatment is often
more effective when cancer is detected early. Cancer prevention studies to explore ways to
reduce the risk of developing cancer are evaluating dietar supplements, chemopreventive
agents, nutrition, personal behaviors, and other factors that may prevent cancer.

3 I . It is estimated that approximately 1.4 million Americans wil develop cancer this year

and approximately 600,000 Americans wil die of the disease. The largest numbers of cancer
cases recorded are the cancers of prostate, breast, colon and lung. These cancers are not curable
regardless of the type of treatment used when they are at an advanced stage.

iv. General Requirements For Reliable Scientifc Support For The RAll Claims

32. As noted previously, cancer is not a single disease but many different diseases, and there
is no known treatment that is generally accepted as effective for all forms of cancer. Cancer
treatment claims must be supported by randomized, well-controlled, and double-blinded clinical
trials demonstrating the product's effcacy for the specific type(s) of cancer for which the claims
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are made.

33. The FTC staff has asked me what kind of evidence expers in the field of cancer research
and treatment would require to support each of the following claims challenged for the RAI 1
product:

A) Reliable scientific evidence demonstrates that RAI 1 is effective in the
prevention, treatment, and cure of cancer;

B) RAAXI I is effective in the treatment and cure of varous tyes of cancer,
including, but not limited to leukemia and cancers of the breast, brain, lung, lary, pancreas,
and bowel; and

C) RAll is effective in the prevention of cancer, including, but not limited to
uterine cancer.

34. In my opinion, qualified experts in the field of oncology would require that all such
claims be supported by well-conducted, placebo-controlled, randomized, double-blind, clinical
trials involving a suffciently large population from which data on the appropriate endpoint(s)
are collected at meaningful interals over an appropriate perod oftime. Preferably, such
clinical trals should be "multi-center" trals conducted on like groups of subjects at several
research centers. Conducting multi-center trals helps to ensure that the study includes a
suffcient number of subjects; that the subjects are properly representative of actual patient
populations (geographic, racial and ethnic); and that the impact of any unrecognized biases of an
investigator at a single center are minimized.

35. The elements of a placebo-controlled, randomized, double-blind clinical trial are
generally as follows: A reliable clinical study to determine whether a product is effective in
treating cancer must use objective critera for patient selection and for measurng treatment
outcomes. This is essential to obtaining meaningfl data on the effect of the treatment in any
strata of persons with cancer. It also is essential, because of differences in the causes of and
treatments for the various tyes of cancer, that any clinical study to test the effect of a product on
a specific tye of cancer must be conducted on persons with that tye of cancer.

36. In order to provide reliable evidence that a treatment actually has an effect, the study also
receives a treatment which appears, in all ways possible, to be identical to the active treatment
being studied, but which does not have any effect. The control group members should meet the
same critera as members of the treatment group. A placebo group is needed to measure the
extent to which the subjects' paricipation in the study can cause a change or improvement in
their condition independent ofthe treatment. Thus, the control group provides a basis for
comparing what otherise could be expected to happen to a similar population not receiving the
active treatment over the same time perod. Another acceptable study design is a direct
comparson trial in which the experimental treatment is compared to another established
treatment which has a well documented and reproducible effect. The goal of this study design is
to determine ifthe expermental product is equivalent or superior to an established therapy.
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37. The study must be "double-blinded," meaning that the study participants and the

investigators who interact with the study patients cannot know whether a patient is in the active
product or placebo group. Double-blinding is important to prevent patients and investigators
from being influenced by a belief that a treatment wil or wil not be effective.

38. The study also must be randomized. Randomization is the method by which study

patients are randomly assigned to either the active product group or the placebo group. The
purpose of randomization is to insure that the researcher does not consciously or unconsciously
employ a selection bias in assembling the active product and placebo groups. Proper
randomization insures there is a statistical likelihood that members of the active product and
placebo groups wil be similar on all relevant characteristics.

39. In order for a study to support a paricular claim, it must measure endpoints pertinent to

that claim. Any study to determine whether a product is beneficial in treating cancer must, at a
minimum, measure and record objective response by accepted criteria (such as RECIST) and
toxicity by standard NCI adverse event reportng criteria during the study and at appropriate
intervals. Well-designed trials to test potential new cancer treatments generally measure at least
two different end points, such as disease response (complete remission, partial remission, stable
disease, progression) and disease free or overall surival in all subjects. In brief, well-designed
controlled clinical studies generally measure a treatment's effect on the cancer through the
following types of tests:

A. Radiologic measurements such as computerized tomographic (CT) scans,

magnetic resonance imaging (MRI), PET (positron emission tomography) scans,
radionuclide scans, plain x-rays);

B. Blood tests for disease markers, such as beta-HCG and alpha-feto protein in
testicular cancer and prostate specific antigen (PSA) in prostate cancer; and

C. Physical examination, endoscopic examination, biopsies, and other methods.

40. In most instances, a clinical study that is designed to produce reliable results should also:
detail the inclusion and exclusion criteria for study paricipants; provide baseline, interediate
and final data for the relevant characteristics of the subjects; specify the procedures for
collecting data from subjects, and all measures for monitoring subject compliance; specify how
subject drop-outs and withdrawals are to be handled; and specify the precise means of measuring
the primary and secondar endpoints related to determining whether the treatment had an effect.
When studies fail to meet and/or disclose these criteria, the reliability of the study data is
compromised.

41. Once a clinical tral is completed and all data are collected, the data for the treatment and
control groups must be compared through the use of an appropriate statistical analysis,
preferably conducted under the direction of a biostatistician. The treatment can only be said to
have had an effect if the results of the treatment group are statistically signficantly different
from the results obtained by the placebo group. In addition, to demonstrate that a treatment has
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an effect, the study results must be clinically significant. For instance, in order to demonstrate
that a treatment has an effect on serm PSA levels, the effect shown must be sufficient to
produce a clinically significant improvement in the patient's serm PSA levels.

42. It is generlly not acceptable to rely upon clinical testing of one preparation to support

the effcacy of another non-identical preparation. At a minmum, in order to state that clinical
testing on one preparation suggests that another preparation is likely to be effcacious, experts
would require scientific evidence showing that the second product contains the same active
ingredients as the tested product, that the dosage(s) of the active ingredient(s) in the second
product is in the appropriate range, and that the second product is absorbed and metabolized to
the same extent as the first, through the same routes.

43. A study conducted on one product containing higher doses ofthe same ingredient than is
contained in the second product would be insuffcient to support a claim for the second product.
Some products or substances may only be effective at or above a certain minimum theshold
leveL. As a result, the fact that a study shows that a product or substance is effcacious at one
dose does not show that it is effcacious at a lower dose.

44. Scientists also would not rely upon a study conducted on one product as evidence of the
efficacy or safety of another product that contains other ingredients in addition to those in the
tested product. Individual ingredients, which have been shown in one formulation to be safe or
effective for the treatment of a specific condition, may have different properties when combined
with other active ingredients. For this reason, a product that contains a combination of several
potentially active ingredients must itselfbe tested through well-designed randomized controlled
clinical trials in order to determine its effcacy in treating a given condition.

45. Anecdotal evidence ofa product's effect, such as a report on the results of individual
patients or a small group of patients, is not suffcient to demonstrate the efficacy of a product.
While anecdotal evidence can be hypothesis generating, hypotheses must be carefully tested for
the obvious reason that many do not prove to be accurate.

46. Animal studies are hypothesis-generating only and are not sufficient to demonstrate the
efficacy of a product in humans. If an investigator obtains positive data through animal testing,
that data can be an important factor in determining whether to pursue human studies. Likewise,
while in vitro or cellular studies can be an important first step in testing a hypothesis, they are
not suffcient to demonstrate the effect of a product in humans.

47. A competent and reliable placebo-controlled, randomized, double-blind tral to clinically
prove that RAXll is effective in the prevention, treatment or cure of any cancer must show
that subjects in the treatment groups had a statistically and clinically significant decrease in
disease measurements, as compared to the placebo control groups. If a product such as
RAXll is tested as an add-on to the subjects' existing cancer medications, then the control
groups must receive both a placebo and their existing medications. Well-designed trials of
cancer treatments wil assess the product's effect on the cancer and the patient through
measurements of tumor and treatment side effects, as detailed above, in order to ensure that any
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effect seen in individual markers is due to a true effect on the disease and not simply an effect on
one marker.

48. In order to demonstrate that a product such as RAAXI I can treat any kind of cancer, an

adequate clinical comparison tral would require that RAAXII be tested head-to-head against
each proven cancer treatment about which the comparison claim is made. The number of
subjects and centers suffcient to conduct such a study would depend upon several factors,
including the number and tyes of cancer medications that RAII is being tested against, the
doses to be used, and the specific characterstics of the cancer patients on which it is to be tested.
As discussed above, any such clinical study should evaluate multiple disease measurements and
markers to determine if a tre effect is shown by the treatment.

49. In order to demonstrate that a product such as RAAXII can cure any kind of cancer,

researchers would need to demonstrate through suffciently large, well designed and reliably
conducted randomized controlled trals that a statistically significant percentage of subjects in
the experimental treatment groups, respectively, were able to attain normal marker levels and
then maintain them for an extended period oftime afer subjects discontinued their use of
RAll and other cancer medications. To demonstrate a curative effect ofRAII, it has to
result in more people living for five years without disease relapse after the treatment is
discontinued in the treatment compared to the placebo group.

V. Substantiation Provided by Respondents

50. I have reviewed each of the documents identified in Exhibit B to this declaration,
which materials I am informed were provided to the FTC by the respondents in this action.
These documents do not provide any data from randomized, placebo-controlled clinical trials
with cancer patients. Therefore, these documents do not provide any additional relevant clinical
data to substantiate or otherwise support the claims challenged by the FTC for the product
RAI 1.

VI. Conclusion

51. As an expert in cancer research and a practicing medical oncologist, it is my opinion that
based upon my knowledge, experience, and training in the treatment of cancer, my general
knowledge of the scientific literature on the treatment of cancer, and my review of the
materials discussed herein, it is my opinion that there is no reliable scientific evidence to support
the claims that: A) Reliable scientific evidence demonstrates that RAII is effective in the

prevention, treatment, and cure of cancer; B) RAl1 is effective in the treatment and cure of
varous types of cancer, including, but not limited to leukemia and cancers of the breast, brain,
lung, laryx, pancreas, and bowel; and C) RAAXII is effective in the prevention of cancer,
including, but not limited to uterine cancer. Therefore, there is no reliable scientific evidence for
any of the challenged clais for RAI 1. ~ n
Dated: i ('2'6! 01 ~

Orer Kucuk, M.D. ,,,
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1975 - 1978 Medical Internship and Residency, St. Francis Hospital, Evanston, Ilinois

1978 - 1979 Hematology-Oncology Fellowship, St. Francis Hospital, Evanston, Illinois

1979 - 1981 Hematology-Oncology Fellowship, Northwestern Uiúversity Medical School, Chicago,
I1inois

COMMTEE MEMBERSHIS

NATIONAL AND INTERNATIONAL

1. Member: NCI Special Emphasis PaneL. Program Project Applications for Chemoprevention Studies in High-
Risk Populations, August 1997.

2. Member of AACR Program Commttee, AACR Cliiúcal Prevention Studies Section, Prevention
Subcommttee, 1998.

3. Member: NCI Special Emphasis PaneL. Phase I and Phase II Clinical Studies ofChemopreventive Agents.
Febru-March 1999.

4. Member: NCI Special Emphasis PaneL. Tobacco Use Research Center (P50) Applications. July 8-9, 1999.
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5. Member: NCI Special Emphasis PaneL. Phase IT Chemoprevention Master Agreement Applications. August
12, 1999.

6. Member: NCI Special Emphasis Panel for Small Grants in CancerChemoprevention. July 18-19, 2000.

7. Member: NCI Special Emphasis PaneL. Inovative Cancer Complementary and Alternative Medicine
Initiative in Cancer Centers. Februry 19-21, 2001.

8. Member: US Department of Veterans Affairs (V A) Medical Research Serice Merit Review Subcommttee
for Oncology. Meets twice a year, 2001-2004.

9. Member: Site Visit Team, NIH Cancer Center Support Grant, University of Californa Irine Cancer Center
(Frank Meyskens, PI), Irine, CA. January 26,2002.

10. Member: NCI Special Emphasis PaneL. Molecular targets for nutrients in prostate cancer prevention.
November 19-20,2002.

11. Member of Scientific Commttee, International Meeting "Molecular Targets for Cancer Prevention
Diagnosis and Treatment, Cyprus, October, 2007.

REGIONAL AND STATE

Eastern Cooperative Oncology Group (ECOG)
1983-199 i Toxicity Cointtee
1984-1991 Leukemia Cointtee
1984-1991 Lymphoma Cointtee
1984-1991 New Agents and Pilot Studies Commttee
1986-1991 Cancer Control and Health Practices Commttee
1986-1991 Biologic Response Modifiers Cointtee
Southwest Oncology Group (SWOG)
1991- Head and Neck Cancer Cointtee
1991- Cancer Control Research Cointtee
1991- Genitournar (GU) Cancer Cointtee
1992- Chemoprevention Subcommttee (Co-Chairmn 1993-1997)
1992-1997 Cancer Control Research Executive Cointtee
1998- Lung Cancer Cointtee
1999- CCRC Molecular Epidemiology Subcointtee
2000- Lung Tumor Biology Subcommttee
Radiation Therapy Oncology Group (RTOG)
1998- Chemoprevention Commttee
1998- Molecular Epidemiology Cointtee
1998- Late Effects Commttee
1998- Head and Neck Commttee
1998- Medical Oncology Cointtee

INSTITUTIONAL

University of Health Sciences/The Chicago Medical School
1986-1991 Research & Development Commttee
1987-1991 Institutional Review Board for Protection of Human Subjects
1988-1989 Academic Assembly Advisory Council
1988- i 989 Student Admissions Committee
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Veterans Administration Medical Center, North Chicago
1986- 1989 Research Audit Commttee (Chairman)
1987-1989 Huma Subjects Commttee
1987-1988 Quality Assurance Commttee
1987-1991 Transfusion Commttee
1987-1989 Tissue Commttee
Ilinois Cancer Council, Chicago, Illnois
1987-1991 Clinical Trials Executive Commttee
1987 - i 991 Hematology Commttee (Chairman)
1987-1 991 Biologic Response Modifiers Commttee
1987-1991 Head and Neck Commttee
1988-1989 Board of Trustees
Cancer Research Center of Hawaii, Honolulu, Hawaü
1991-1995 Clinical Steerig Commttee
1992- i 993 Executive Commttee
1992-1993 Research Medical Oncologist Search Commttee (Chairmn)
1992-1993 American Cancer Society Institutional Grant Review Commttee
1992- i 993 Internal Planing Commttee
1992- 1995 Clin. Oncology Research Career Development Prog. Advisory Commttee

1993- i 995 Clincal Protocol Review Commttee
i 993-1995 Shared Resource for Clinical Data Base Management (Coordinator)

University of Hawaii at Manoa, Honolulu, Hawaii
i 993- i 995 Commttee on Human Studies (Ad Hoc Commttee Member)
1993-1995 Deparment of Medicine Residency Program Oversight Commttee (John A. Bums

School of Medicine & Queen's Medical Center)
Assistant Director of Medical Education (John A. Burs School of Medicine,
Deparment of Medicine)

Queen's Medical Center, Honolulu, Hawaii
1993-1995 Cancer Commttee
1993- i 995 Cancer Institute Board
St. Francis Medical Center, Honolulu, Hawaü
1994-1995 Intituional Review Board for Huma Subjects
i 994- i 995 Intitute of Cancer Admnistrative Commttee

i 994- i 995 Institute of Research, Administrative Commttee

Kuakini Medical Center, Honolulu, Hawaii
1994-1995 Research Commttee
1994- i 995 Oncology Commttee
Harper Hospital, Detroit, Michigan
i 995 Morbidity and Mortality Committee
1995 Medication Use Commttee
Karmanos Cancer Institute, Detroit, Michigan
1995- i 998 Leader, Primary Prevention Task Force, Cancer Control, Epidemiology and

Environmental Carcinogenesis Program
Head, Cancer Prevention Research, Division of Hematology Oncology
Member (Ad Hoc), Clinical Trials Quality Assurance Commttee
Leader, Cancer Prevention Research
Protocol Review and Monitorig Commttee

1999- Co-Leader, Population Sciences and Prevention Program
2000-2004 Leader, Prevention Program
2004- Member, Population Sciences and Prevention Program
2006- Member, Promotions and Tenure Commttee
Wayne State University, School of Medicine, Detroit, Michigan
2000-2001 Human Investigations Commttee
2005-2007 Department ofIntemal Medicine Tenured P&T Commttee
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2007-2008 Research and Development Commttee

CONSULTANTSHIPS

1999 Member Scientific Advisory Board, Third International Symposium on the Role of Soy in
Preventing and Treating Chronic Disease
Member Scientific Advisory Board. Fifth Interntional Symosium on the Role of Soy in
Preventing and Treating Chronic Disease, 2003

2003

EDITORSHIPS AND EDITORIAL BOARS

2000-
2002-
2002-
2003-
2005-

Editorial Board: Anals of Medical Sciences
Editorial Board: Cancer Epidemiology, Biomarkers and Prevention
Editorial Board: Turkish Journal of Cancer
Editorial Board: International Journl of Hematology and Oncology
Editorial Board: Advances in Molecular Medicine
Guest Editor: Cancer and Metastasis Reviews

Assistant Editor: Cancer Detection and Prevention2007-

MANUSCRIT REVIEWER

Cancer
Otolargology
Free Radical Biology & Medicine
Oncology
Urology
Nicotine and Tobacco Research
Cancer Control
Cancer Epidemiology Biomarkers and Prevention
Nutrition and Cancer
The Joural of Urology
Cancer Investigation
Cancer Detection and Prevention
Lung Cancer

Genetics
Clinical Cancer Research
Cancer Research
Cancer Gene Therapy
Asian Journl of Andrology
Cell Biology and Toxicology
Ethncity and Disease

Molecular Cancer Therapeutics
PNAS
FEBS Letters
Cancer Cell International
Recent Patents on Endocrie, Metabolic & Imune Drug Discovery
Joural of Medicinal Food

Molecular Nutrition and Food Research
Head and Neck
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HONORS AND AWARS

1998
2000
2000
2000
2001-2002
2002
2003-2004
2005-2006
2006
2006
2007-2008

College Teachig Award, Wayne State University
President's Achievement Award for Community Research, Karmanos Cancer Institute
President's Achievement Award for Outstanding Service, Karanos Cancer Institute
Faculty Research Excellence Award, School of Medicine, Wayne State University
Best Doctors in AmericatI
College Teaching Award, Wayne State University
Best Doctors in AmericatI
Best Doctors in AmericatI
College Teaching Award, Wayne State University
America's Top Physicians
Best Doctors in AmericatI

PROFESSIONAL SOCIETY MEMBERSHIPS

American Society of Clinical Oncology
American Association for Cancer Research
American Society of Preventive Oncology
American Society for Nutrition
American College of Nutrition (Fellow)
American Urological Association
Society for Free Radical Biology and Medicine
American Head and Neck Society
Society of Basic Urological Research

2003

ORGANIZATION OF NATIONAL OR INTERNATIONAL CONFERENCES

2005

2008

International Soy Symposium Advisory Commttee, Orlando, Florida. (9/20/03-9/23/03)

Session Chairman and Organizer (Soy and Cancer Therapy) at the Anual Meeting of American
College of Nutrition. 9/22/05 - 9/25/05

Organizer: Chairman, First International Nutrition and Cancer Congress, Antalya, Turkey;
May 19-23, 2008 (www.nutritioncancer2008.org) Due to the meeting success, the second meeting
will be organized in 2009.

RESEARCH FOCUS

My research focuses on the use of clinical trials in appropriate populations to demonstrate the efficacy and
mechanisms of cancer preventive compounds in humans. Biomarkers of cancer risk and progression are used as
intermediate endpoints and their modulation by chemopreventive agents are demonstrated in small clinical studies
prior to the initiation of larger phase II clinical trials. Current investigations focus on the effects of micronutrients
and phytochemicals on biomarkers of cell proliferation, differentiation, apoptosis and oxidative stress in a variety of
cancers. I also investigate the modulation of genetic and epigenetic pathways of carcinogenesis by nutritional
interventions.
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GRAT SUPPORT

ACTIVE SUPPORT

1. University of Michigan Head and Neck SPORE (PI: Wolf, Gregory) "The Molecular Basis of Head and
Neck Cancer Biology, Treatment and Prevention", NI #2P50CA-097248-06A1 (2002-2013); Co-
Investigator on project: Role of Soy Isoflavones, Smoking Abstinence and Molecular Markers in Prevention
(Project total $608,339) NI #2P50CA097248-06AlO0008, 07/01/2008 - 07/30/2013. SPORE Total
$12,992.599
Note: I am a co-investigator on this SPORE; since the work is done in Michigan, I receive no funding

PREVIOUS SUPPORT

i. Chicago Medical School Biomedical Research Support Grant Program; Principal Investigator; "Effects of

Oxygenated Sterols on Tumor Cell Kiling by Lymphocytes".; 4/85-3/86; $3,400

2. Veteran Administration Regional Advisory Group; Principal Investigator; "Effects of Oxygenated Sterols
on Tumor Cell Killng Lymphocytes".; 4/86-3/87; $27,000

3. Bionetics Research Institute Contract; Principal Investigator; "Active Specific Imunotherapy in Colon

Cancer ECOG EST 5283".; 1987-1991; $10,000 per year.

4. Nll #1 S10 RR03432-01; Co-Principal Investigator; Flow Cytometry System Equipment, BRS Shared

Instrumentation Grant from Division of Reseach Resources.; 2/87-2/88; $ 1 76,000

5. Ilinois Cancer Council; Principal Investigator; "Chicago Medical School Clincal Cancer Research

Program~; 7/87-6/88; $5,000

6. Ilinois Cancer Council; Principal Investigator; "Effects of Oxygenated Sterols on Tumor Cell Kiling

Lymphocytes".; 11/87-10/88; $13,200

7. Nll #1 UIO CA 1414416; Co-Principal Investigator; "Eastern Cooperative Outreach Group (ECOG)

(Frontier Science and Technology Research Foundation, Inc.)".; 12/87-11/88; $35,744

8. Nll #5 U10 CA 1414416; Co-Principal Investigator; "Easter Cooperative Group Outreach Group

(ECOG)"; 5/88-4/89; $77,625

9. Chicago Medical School Biomedical Research Support Grant Program #BRSG S07 RR05266-27; Principal

Investigator; "Effects ofOxysterols on NK Cell Activity and Specific CMC"; 1 1/88-3/89; $3,000

10. Veterans Administration Merit Review Board #MRB TAB No.15; Co-Principal Investigator; "Effects of
Oxysterols in Sickle Red Cells".; 4/89-3/92; $221.100

11. Hoffman-LaRoche; Principal Investigator; "A Phase II Open, Randomized Trial Comparing Roferon-A and
Hydroxyurea in Patients with Ph-l Positive Chronic Myelogenous Leukemia"; 1989-1991; $9,345

12. Janssen Pharmceuticals; Principal Investigator; "Liarazole vs. Prednisone in the Treatment of Relapsed
Prostate Cancet'; 1993- i 996; Approximately $83,000 per year

13. NCI #2 R01 C45504-05 AI; Co-Investigator (Subcontract); Principal Investigator, Ernst Wynder; "Women's
Intervention Nutritional Study"; 1993-1996; Approximately $55,000 per year.

14. Hoffm-LaRoche; Co-Investigator; Principal Investigator, John Bertram; "Carotenoids and Human Health";
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1993-1994; $27,000

15. NCI #RO 1; Co-Investigator, 25% effort; Principal Investigator, B.F. Issell; "Breast Cancer Treatment
Protocols for Hawaii Minorities".; 7/l/94-6/30/97; $631,637

16. NCI #R01; Co-Investigator; PI, Loic LeMarchand; "Dietar Intervention Trial for Lung and Head and Neck
Cancers"; funded 1993-1998; $550,384/year.

17. NIH VOL; Co-Investigator; Pricipal Investigator, Zora Djuric; "Dietary Intervention in Women at High
Risk for Breast Cancer"; fuded l/l/97-12/3l/01; total cost $1,925,996; direct cost $322,223/year.

18. Cancer Treat. Res. Foundation; Principal Investigator; "Zinc supplementation in head and neck cancer";
funded 1l/l/97-5/3l/01: total cost $160.212.

19. Virtl Discovery, KCI; Principal Investigator; "In vitro and in vivo modulation of prostate cancer cell

growth and differentiation by lycopene"; fuded 3/l/97-3/3l/99; total cost $70,295.

20. Eli Lily and Company: Principal Investigator: Phase IT study of GEMT AX in previously treated head and

neck cancer. Funded: total cost $83,000. (3/98-3/01)

21. NIH R21: Co-investigator; "Zinc Supplementation Trial in Head and Neck Cancer"
Ananda Prasad (PI); fuded 4/l/98-3/31101:$195.630 total direct cost.

22. VA Merit; Co-Principal Investigator: "Prevention of colorectal adenoma recurence by folate" Adhip
Majumdar, Ph.D., PI; fuded: lO/l/98 - 9/30/03: total cost -$500.000.

23. KCI Virtl Discovery; Co-Investigator: Effect of tobacco cessation on oxidative stress markers. Funded:
$20.000.5/1/99-4/30/01.

24. KCI Virtal Discovery; Principal Investigator: Effect of zinc supplementation on oxidative stress markers.
Funded: $20.000. 5/1/99-4/3l/03.

25. Eli Lily and Company; Principal Investigator: GEMTAX for previously untreated advanced head and neck

cancer. Total cost $100.000. Funded 2001-2005.

26. Eli Lily and Company; Principal Investigator: GEMDOC for previously treated SCCHN. Total cost

$lOO.OOO.Funded 2005-2008.

27. NIHSWOG; Principal Investigator: WSV SWOG Prevention Program. $49.218/vear.

28. NIH P30 Cancer Center Support Grant; John D. Crissman, MD, PI; Co-Leader, Population Sciences and
Prevention Program. Funded 12/l/00 -11/30/02: 5% effort.

29. LycoRed; Principal Investigator; Lycopene and Soy Isoflavones in Advanced prostate Cancer. 2/1/01 _
3/1/06: $77.700.

30. Department of Defense 17-98-1-89353: Principal Investigator; "Modulation of Growth
And Differentiation in Breast Cancer By Soy Isoflavones"; fuded 10/l/98-9/30/03: total cost $742.000.

31. NIH competitive Contract NOI-CN-85083-57: Pricipal Investigator: "A Phase II Clinical Trial of
Soy Isoflavones in Patients with Clincally Localized Prostate Cancer: Modulation of Intermediate
Endpoints". Funded lO/l/98-9/30/03: total direct cost $400.020: total cost $551.527.

32. Nll competitive Contract NO l-CN-0502257; Principal Investigator: "Phàse lIb Trial of Zileuton in Persons
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with Bronchial Dysplasia. 4/1/01-9/30/06: total direct cost $1.402.882: total cost $1.729.026: 10% effort.

33. Sanofi-Aventis. Investigator Initiated. Pricipal Investigator, 5% effort. Phase II Study of Gemcitabine and
Docetaxel in Previously Untreated Head and Neck Cancer. 10/1/04 - 9/1/08. Total $100,000. (investigator
intiated)

34. Komen Foundation. Co-investigator. 5% effort. Sound speed measurement of the breast: A novel approach
to assessing breast density and cancer nsk. (Neb Duric, PI, 9/1/06 - 8/31/07. Total $112,875.

CLINICAL SERVICE CONTRIUTIONS

COMMUNITY SERVICE

1. Talked at the monthly meeting of the Fannngton Rotar Club. Topic: Cancer Prevention. August 29, 1995.
(Judy Schwartz, host)

2. Two TV interviews with Chanel 2 Health Correspondent; Topics: "Garlic and Health" and "Phytochemicals
and Health". 1995.

3. Two Chanel 4 TV Interviews regarding "Effects of Tobacco on the Lungs" and "Tobacco and Cancer".
1996.

4. Channel 7, WXYZ, Interview by Jerr Hodak on 2/18/97, broadcast multiple times: "Clinical Study of
Vitamin E in the Prevention of Oral Cancer"

5. Chaiiel2: Vitanún E and Health. May 13, 1997.

6. Multiple TV interviews in 1997 and 1998 on various nutnents and cancer (lycopene and prostate cancer,

isoflavones and breast cacer, retinoids, etc).
7. Multiple radio (WWJ AM 950) and magazine (Readers Digest 8/98, Prevention 1/99, Better & Better

Magazine for Seniors) interviews on nutrition and cancer.
8. Channel 2: Lycopene and prostate cancer prevention. August 4, 1998.
9. Numerous TV, radio and newspaper interviews on nutrition and cancer.
10. Kannos Cancer Institute Volunteer Leadership Celebration meeting. Fusion Restaurant, Fannngton Hils,

Michigan. Talk on "Diet and Cancer Prevention". September 30, 1999.

i 1. Talk: Soy in Cancer Prevention. Taubman Jewish Community Campus, Oak Park, Michigan. Made a 1

hour slide presentation on cancer preventive properties of soy isoflavones, presented scientific evidence in
lay language and anwered questions. Tuesday 3/28/00.7:30-9:00 pm.

12. Talk: Diet, soy, lycopene and cancer. Daimler-Chrsler. Introduced by Susan Weinberger, Head of 
Health

Education, Community Outreach Program, KCI. Audience -150-200 Daimler Chrsler Employees or former

employees. May 3, 2000. 10:30 - 11 :30 am. Location Daimler-Chrsler Training Facility, East Jefferson
Avertue, Detroit, MI.

PATIENT CAR

1. Inpatients (2-5 patients/day) and consults (2-4/week) seen daily at Kannos Hospital (4-8

chemotherapy admissions per week). (1995 - 2008)
Outpatients seen at Werz Clincal Cancer Center 4 half days per week (average 30 retur patients,

2. 3-6 new patients per week) (1995 - 2008)

3. Patients seen at the Multidisciplinar Head and Neck Special Clinic at the Wertz Clinical Cancer

Center, Wednesdays between 10:30 and 1 1:30. (1995 - 2008)
4. Patients seen in consultation at the Detroit Receiving Hospital during Oncology Teaching Service (3-4 per

wk) (2-4 weeks per year) (1995 - 2008)
5. Patients see for Medical Oncology Service (4-6 weeks per year). (1995 - present)
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CLINICAL STUDY PROTOCOLS (CHAIAN, CO-CHARMAN OR MONITOR)

Eastern Cooperative Oncology Group
1. Study Chairman, EST P-A185 (Completed), Pilot Study of Cisplatin and 5-FU in Previously Treated

Metastatic Breast Carcinoma
2. Study Chairmn, EST P-B586 (Completed), Phase II Pilot Study of 

Cis plat in, 5-FU and VP-16 for Advanced
Non-Small Cell Lung Cancer

3. Study Co-Chairmn, EST P-B287 (Completed), Phase II Study of Etoposide, Doxorubicin, and Cisplatin in
Patients with Advanced Gastric Cancer

4. Study Chairmn, EST 1489 (Completed), Phase II Study of Didemnin B (NSC 325319) in Previously
Treated Non-Hodgki's Lymphoma

Illnois Cancer Center
1. Study Chairmn, ICC 86Hl (Completed), Phase II Evaluation ofMenogaril in Previously Treated Multiple

Myeloma
2. Study Monitor, ICC 83H2 (Completed), Phase II Study of ATDA in Advanced Non-Hodgkin's Lymphoma

3. Study Monitor, ICC 89Ll (Completed), Phase II Study of 
New Agents in Treatment of Incurable Small Cell

Carcinoma of Lung (A TDA)
4. Study Monitor, ICC 89L2 (Completed), Phase II Study of Merbarone for Advanced Non-Small Cell Lung

Cancer
Cancer Research Center of Hawaii
1. Study Chairman, CRCH 9105 (closed), Pilot Trial of Beta Carotene and Vitamn E in Chemoprevention of

Second Malignancies in Patients with Cured Squamous Cell Carcinomas of Head and Neck: An
Intermediate Endpoint and Feasibility Study

2. Study Co-Chairmn, CRCH 9201 (Completed), Biomarker Studies in Healthy Volunteers
3. Study Chairman, CRCH 9204 (Active), Women's Intervention Nutrition Study (WIS)

4. Study Chairmn, CRCH 9205 (closed), Chemoprevention of Superfcial Bladder Cancer Recurence
5. Study Co-Chairm, CRCH 9210 (Completed), Liarazole vs. Prednisone in the Treatment of 

Relapsed
Prostate Cancer

6. Study Chairmn, CRCH 9303 (Completed), Biomarkers ofGenotoxicity and Oxidative Damage in Healthy
Adults: Modulation by beta-carotene and alpha-tocopherol

7. Study Co-Chairman, CRCH 9302 (Active), Dietary Intervention Trial Among Lung and Head and Neck
Cancer Patients

8. Study Chairan, CRCH 9307 (closed), Effects of B-carotene and A-tocopherol on Blood Levels of
Cholesterol oxides in Cancer Patients after Curative Radiation

9. Study Chairman, CRCH 9310 (closed), Beta-carotene Supplementation and its Effect on Breast Tissue
10. Study Chairmn, CRCH 9402 (closed), Oxysterols and Connexin in Benign and Cancerous Prostate
11. Study Chairmn, CRCH 9403 (closed), Dietar Fat and Plasma Cholesterol Epoxides in Breast Cancer
12. Study Co-Chairm, CRCH 9406 (completed), Appropriateness of Recommended Treatments for Patients

with Breast Cancer
Southwest Oncology Group
1. Study Chairmn, SWOG 9235 (Completed), Phase II Trial of Casodex in Prostate Cancer Patients who

Failed Conventional Hormonal Manipulation
2. Study Chairman, SWOG 9507 (S-1617) (Closed), Phase II Study to Determne the Safety and Effcacy of 4-

HPR (N-(4-Hydroxyphenyl) Retinade) for Treating Oral Intraepithelial Neoplasia.
3. Study Co-chairn, SWOG 9908, A Double-blind, Placebo-controlled Trial to Study the Effcacy ad Safety

of Glutamne Supplementation upon Radiation Therapy Induced Oral Mucositis in Head and Neck Cancer
Patients (S. Klimberg, PI)

4. Study Co-Chair, E5597-Intergroup, Prevention of second primaries with selenium in stage I non-small cell

lung cancer. (D. Kar, PI)
5. Study Chair, Phase II Study of Gemcitabine and Paclitaxel in Previously Treated Head and Neck Cancer.

6. SWOG Study Chair, Soy supplementation prior to head and neck surgery: Modulation of 
biomarkers of

growth and differentiation (LOI accepted).
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Karmanos Cancer Institute/WaYDe State University
1. Study Chair (C-1275), Treatment of Oral Squamous Intraepithelial Neoplasia with Alpha-tocopherol

2. Study Co-chair (D-1150), Cisplatin Taxol and 5-FU in Patients with Advanced Head and Neck Cancer

(Maha Hussain, chair)
3. Co-Investigator (SWOG PI). (C-2327) E5597, Intergroup Phase m Randomized Placebo Controlled Trial of

Selenium in Stage I Non-Small Cell Lung Cancer.
4. Pricipal Investigator. SWOG-9507. Phase II Study to Determne the Safety and Effcacy of 4-HPR (N-(4-

Hydroxyphenyl) Retinamide; Fenretinide) for Treating Oral Squamous Intraepithelial Neoplasia. CLOSED.
5. Co-Investigator. SWOG 9908, A Double-blind, Placebo-controlled Trial to Study the Efficacy and Safety of

Glutamine Supplementation upon Radiation Therapy Induced Oral Mucositis in Head and Neck Cancer
Patients.

6. Principal Investigator. Phase II Study of Gemcitabine and Paclitaxel in Previously Treated Head and Neck

Cancer. Local Protocol (D-1633). Supported by a grant from Eli Lily and Company.
7. Co-Investigator. Phase II Study of Gemcitabine and Paclitaxel in Advanced Non-Small Cell Lung Cancer. A.

Wozniak PI. Local Protocol (D-1478). Supported by a grnt from Eli Lily and Company.
8. Principal Investigator. Modulation of Growth and Differentiation in Breast Cancer by Soy Isoflavones. Local

Protocol (D-1458). Supported by a grant from the Deparment of Defense.
9. Principal Investigator. Zinc Supplementation Trial in Stage m-IY Head and Neck

Cancer Patients Treated With Radiation Therapy. Local Protocol (D-1684). Supported by a grant from
Cancer Treatment Research Foundation.

10. Co-Principal Investigator. Zinc Supplementation Trial in Stage m-IY Head and Neck Cancer Patients

Treated with Radiation and Cisplatin Therapy. Local protocol (D-1477). A. Prasad, PI. Supported by a grnt
from the Nll (R21).

11. Co-Pricipal Investigator. (D-1671), Phase I-II Trial of Intra-operative cisplatin and 5-fluorourcil in
advanced head and neck cancer. (J. R. Jacobs, PI)

12. Principal Investigator (D-1660), Gemcitabine and Paclitaxel in Previously Untreated Advanced H&N

Cancer. Funded by a grant from Eli Lily.

13. Principal Investigator (D-1631), Soy Isoflavone in the Prevention of Prostate Cancer. Supported by a grt
from the Nll.

14. Principal Investigator (C-2325), Soy isoflavones in patients receiving radiation therapy for localized prostate

cancer.
15. Principal Investigator (C-2418), Multidose randomized trial of soy isoflavones in patients with localized

prostate cancer prior to prostatectomy. Supported by a grant from the NIB.
16. Principal Investigator (C-2405), Zileuton in the treatment ofbronclúal dysplasia. Supported by a grant from

the Nll.
i 7. Principal Investigator (C-2326), Lycopene and soy isoflavones in the treatment of advanced prostate cancer.

Supported by a grt from LycoRed, Beer-Sheva, IsraeL.

18. Principal Investigator (D-2600), Modulation of growth and differentiation in breast cancer by soy

isoflavones and tamoxifen.
i 9. Co-Investigator, Gemcitabine and soy isoflavones in advanced breast cancer. (Plúlip Plúlip, MD, PI)

20. Co-Investigator, Phase II study of DIM in prostate cancer. (Elisabeth Heath, MD, PI)

ADDITIONAL SERVICE AT WAYNE STATE UNIVERSITY/KAANOS CANCER
INSTITUTEIDETROIT MEDICAL CENTER:

1. Member, Medication Use Committee, Harer Hospital, monthly meetings, 7:30-9:00. (1995 - 2008)

2. Member, Morbidity and Mortality Commttee, Harper Hospital, monthly meetings, 7:30-9:00, April-June,
1995.

3. Member, Translational Research (Community) Task Force, Michigan Cancer Foundation, several meetings

in July and August, 1995.
4. Leader, Primary Prevention Task Force, Cancer Control: Epidemiology and Environmental Carcinogenesis

Program, Karanos Cancer Institute. (1995 - 1998)
5. Interview faculty candidates for various deparments. (i 995 - 2008)
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6. Head and Neck Cancer Service Meetings, Mondays 8:00-8:30 (1995 - 2008)

7. Head and Neck Multidisciplinar Conference, weekly. (1995 - 2008)

8. Head and Neck Multidisciplinary Clinc, weekly. (1995 - 2008)

9. Leader, Cancer Prevention Research, Karmanos Cancer Institute. (1998 - 2004)

10. KCI Prevention Research Meetings, montWy. (2000 - 2004)

11. Member, Search Commttee for Director of Clinical Reseach. 2003
12. Member, Advisory Commttee for R25 Training Grant in Cancer Prevention and Control (Sam Brooks, PhD)

2003
13. Research Liaison, Prevention Centers of Karmanos Cancer Intitute. (2003 - 2004)
14. KCI Population Sciences and Prevention Program Administrative meetings, every two weeks. (2003 - 2004)
15. WSU Human Investigations Commttee, monthly meetings, 3 hours. (2004 - 2005)

FORMAL TEACHING

Wayne State UniversitylDetroit Medical Center

1. Oncology Service Teaching Attending: Harer and Detroit Receiving Hospitals May 1995, April 
1996,November 1996, September 1997, November 1998, August 2001, December 2002.

2. Oncology Resident Outpatient Teaching: Every Friday at the Wertz Clinic

3. Hematology-Oncology Resident Lectures: Every 2-3 months; (Title: Head and Neck Cancer) 1995-1997.

4. Hematology-Oncology Fellows Conference: Lecture on Cancer Prevention (4/98)

5. Hematology-Oncology Fellows Joural Club: Twice in 4/98.

6. Faculty Advisor/Mentor for Oncology Fellows: Dr. Shabbir Ahed (1995-96); Dr. Sucharu Prakash (1997-

1999). Outpatient clinic teaching weekly. Dr. Ahed (Trenton MI) and Dr. Prakash (Paris, TX) are currently
private practice oncologists.

7. Lecturer. CB 711 Cancer Biology Surev Course (Director, Drs. Heppner, Pauley, Djuric). Graduate

Program in Cancer Biology. Wayne State University School of Medcine. Lectue Title: Cancer Prevention.
Dates: December 11, 1995; December 9,1996; December 8, 1997; April 22, 1999.

8. Director and Lecturer, CB725. Cancer Prevention & Control Course: (2 credits)

Graduate Program in Cancer Biology. Winter Semester, 2 hours weekly, Janua to May. Organizes the
course; develops the curculum; prepares, administers and grades exams; gives 2-4 lectues; helps students
individually when necessar.

9. Lecturer. NU 820. Section 62808, Inteiiation of Biolol!cal and Nursing Sciences: Theoretical Paradigm
and Empirical Issues, Chandice Covington, Ph.D., R.N., Course Director. Lecture Title: Cancer
Chemoprevention. Spring/Summer Semester 1996.

10. Attending Oncologist for Fellow's Clinic:

June 1996, October 1996 Wednesdays 9:00 to 13:00, 4 hour/week. Patients are seen, examined and
discussed with fellows. Staff notes placed in chars.

11. Phvsical Diamosis: Weekly, Thursdays 9:00 to 12:00, Februry 6 through May 1,1997; weekly, Tuesdays

9:00 to 12:00, March 3 through May 1, 1998.

12. Lecture to Phvsician Assistant Students: Title: Head & Neck Cancer, 11/4/97, December 10, 1998,

November 1999.
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13. Professor Rounds: Grace Hospital, November 11, 1997.

Detroit Receiving Hospital, March 18, 1998.
Harper Hospital, Januar 27, 1999.
Detroit Receiving Hospital, November 24, 1999.

14. Oncolol! Fellows' Head & Neck Cancer Rotation: outpatients, consults, 
journal club.

SUPERVISORY TEACHING

Theses/DissertatIons Directed

1. Michael W. Rooney, Ph.D. Thesis, Biomedical Engineering, Northwestern University, Evanston, IL:
"Effects of cholesterol and its oxidized derivatives in lipid bilayers and eryhrocyte membranes", June 1985.
(Co-advisor with John W. Kauffian, Northwestern University).

2. Sandy B.Y. Chin, Ph.D. Thesis, Psychology, University of Health Sciences/The Chicago Medical School,
North Chicago, IL: "Variables contributing to anticipatory nausea and vomiting in cancer chemotherapy",
June 1987. (Co-advisors: Rolf Peterson, Ediz Ezdinli)

3. Renee Szostek, M.S. Thesis, Biomedical Engieering, Northwestern University, Evanston, IL: "Effects of

oxysterols on normal and sickle red cell membranes", May 1990. (Co-advisors: Leonad J. Lis, John W.
Kauffman and M.P. Westerman):

4. Cynthia T. Aller, Ph.D. Thesis, Microbiology and Imunology, University of Health Sciences/The Chicago
Medical School, North Chicago, IL: "T, Tn antigen expression in lymphocytic leukemias", April 

1993. (Co-
advisors: Alice Gilm-Sachs and Georg Springer).

5. Joanne Davis, Ph.D. Thesis, Cancer Biology Program, Wayne State University, Detroit, MI: "Molecular

Mechanisms of Growth Inhibition in Prostate Cancer by Soy Isoflavones" (Pricipal advisor: Fazlul Sarkar,
Ph.D.; Co-advisors: Orner Kucuk, Ray Novak, Kaladhar Reddy), 2001.

6. Gang Chen, Ph.D. Thesis, Cancer Biology Program, Wayne State University, Detroit, MI: 2,6
cyclolycopene-1,5-diol: A new marker of oxidative stress. (Principal advisor: Zora Djurc, Ph.D.; Co-
advisors: Orner Kucuk, Jeff Evelhoch. David KlUDeld), 2002.

7. Julian Raffoul, PhD Thesis: Effect of age on oxidative DNA damage and repair. Department of Nutrition
and Food Science, Wayne State University, Detroit, MI. (Advisor: Ahad Heydari; committee members:
Orner Kucuk David KlUDeld, Thomas Fungwe)

8. Zhiwei Wang, PhD Thesis: Regulation of NOTCH-l signaling pathway by chemopreventive polyphenols.
Deparment of Pathology (Advisor: Fazlul Sarka, PhD; co-advisors: Orner Kucuk, Adhip Majumdar, Josh
Liao)

Masters Thesis Essays directed:

1. MS BMS Program Student Thesis Essay Commttee Member: Haka Koymen (1997)

2. MS BMS Program Student Thesis Essay Committee Member: Fangr Lian (1998)

3. MS BMS Program Student Thesis Essay Advisor: Louis Kusnier (1998)
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4. MS BMS Program Student Thesis Essay Advisor: Richard Bert (1998)

5. MS BMS Program Student Research Advisor: Rajesh Menon (1998)

6. MS BMS Progrm Student Research Advisor: Zafar Shamoon (1998)

7. MS BMS Program Student Research Advisor: Fathimazohare Syed (1999)

8. MS BMS Progrm Student Research Advisor: Vijay Khilanaiu (1999)

9. MS BMS Program Student Thesis Essay Advisor: Fathimazohare Syed (1999)

10. MS BMS Progrm Student Thesis Essay Advisor: Rajesh Menon (1999)

11. MS BMS Program Student Thesis Essay Commttee Member: Dawn Geisler (1999)

12. MS BMS Progrm Student Thesis Essay Advisor: Arnd Surendran (2000)

13. MS BMS Program Student Thesis Essay Advisor: Emre Conku (2000)

14. MS BMS Program Student Thesis Essay Advisor: Iftekhar Ahad (2001)

15. MS BMS Program Student Thesis Essay Advisor: Tara Klix (2001)

16. MS BMS Program Student Thesis Essay Advisor: Lisa Ceravalo (2001)

17. MS BMS Program Student Thesis Essay Advisor: Dan Pechacho (2001)

18. MS BMS Progrm Student Thesis Essay Advisor: Jessica Parker (2001)

19. MS BMS Program Student Thesis Essay Advisor: Chrstopher Budziak (2002)

20. MS BMS Program Student Thesis Essay Advisor: Tamara Kamash (2002)

21. MS BMS Program Student Thesis Essay Advisor: Tamer Kamash (2002)

22. MS BMS Program Student Thesis Essay Advisor: Gregory Karapetian (2002)

23. MS BMS Program Student Thesis Essay Advisor: Rachelle Rivera (2002)

24. MS BMS Program Student Thesis Essay Advisor: Nichole Urban (2002)

25. MS BMS Program Student Thesis Essay Advisor: Brad Kremer (2002)

26. MS BMS Program Student Thesis Essay Advisor: Meaghan Nichol (2008)

LECTURSHIPS. SEMINAR INVITATIONS. AND VISITING PROFESSORSIlS

1. Kucuk, O. Multiple Myeloma. Grand Rounds. Department of Medicine, Northwestern Uiuversity School of
Medicine, Chicago, IL, 1981.

2. Kucuk, O. Cancer Hypercoagulabilty. Grand Rounds. Department of 
Medicine, University of Souther

Alabama School of Medicine, Mobile, AL, 1983.

15



3. Kucuk, O. Hypogammglobulinemia. Grand Rounds. Deparment of Medicine, Edgewater Hospital,
Chicago, IL, 1986.

4. Kucuk, O. Non-Hodgkin's Lymphoma. Grand Rounds. Deparment of 
Medicine, University of HealthSciences/The Chicago Medical School, North Chicago, IL, February 18, 1987.

5. Kucuk, O. Current Concepts in the Diagnosis and Management of Multiple Myeloma. Grand Rounds.
Department of Medicine, University of Health Sciences/The Chicago Medical School, North Chicago, IL,
September 14, 1988.

6. Kucuk, O. Multiple Myeloma. Grand Rounds. Department of Medicine, Edgewater Hospital, Chicago, IL,
October 6, 1988.

7. Kucuk, O. Carcinoma of the Breast. Grand Rounds. Deparment of 
Medicine, University of HealthSciences/ The Chicago Medical School, North Chicago, IL, March 8, 1989.

8. Kucuk, O. Multiple Myeloma. Grand Rounds, Department of Medicine, Mount Sinai Hospital, Chicago, IL,

November 26, 1989.

9. Kucuk, O. Chemoprevention. Research Semir. Cancer Research Center of 
Hawaii, University of Hawaiiat Manoa, Honolulu, HI, July 1, 1991.

10. Kucuk, O. Oxysterols. Research Seminar. Cancer Research Center of Hawaii, University of Hawaii at
Manoa, Honolulu, il, March 23, 1992.

11. Kucuk, O. Oxysterols as Intermediate Markers in Lung Cancer. Research Semina. The Section of 

Head andNeck and Thoracic Medical Oncology, M.D. Anderson Cancer Center, Houston, TX, April 8, 1992.

12. Kucuk, O. Role of Oxysterols in Cancer and Heart Disease. Research Semnar. Division of Medicinal
Chemistry and Phanceutics, College of 

Pharmacy, University of Kentucky, Lexington, KY, October 14,
1992.

13. Kucuk, O. Cancer Chemoprevention. Grand Rounds. Castle Medical Center, Kailua, HI January 19, 1993.

14. Kucuk, O. Can We Really Prevent the Conuon Cancers? Grand Rounds. Castle Medical Center, Kailua,
HI, November 23,1993.

15. Kucuk, O. Biomarkers of Cancer Susceptibility. Research Seminar. Cancer Research Center of Hawaii,
University of Hawaii at Manoa, Honolulu, HI, December 6, 1993.

16. Kucuk, O. Dietary Fat Reduction in Breast Cancer Prevention. Semir, Tumor Board. Straub Medical
Center, Honolulu, HL January 10, 1994.

17. Kucuk, O. Biomarkers of Cancer Susceptibility. Seminar, Tumor Board. Straub Medical Center, Honolulu,
il, March 7,1994.

18. Kucuk, O. Chemoprevention of 
Cancer. Seminar, Medical Staff Conference. Queen's Medical Center,

Honolulu, HI, March 18, 1994.

19. Kucuk, O. Cancer Chemoprevention. Seminar, Tumor Board. Straub Medical Center, Honolulu, il, May 9,

1994.

20. Kucuk, O. Dietar Interventions in Cancer Prevention. Seminar. Honolulu Medical Group, Honolulu, il,
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June 7,1994.

21. Kucuk, O. Heritable Susceptibilty to Cancer. Grand Rounds. Castle Medical Center, Kailua, HI, July 12,
1994.

22. Kucuk, O. Cancer Chemoprevention Prospects for 1997. Research Seminar. Cancer Research Center of
Hawaii. University of Hawaii at Manoa, Honolulu, HI, March 31, 1997.

23. Kucuk, O. Current Status ofChemoprevention Research. Division of Hematology Oncoklgy. University of
Chicago. September 13, 1999.

24. Kucuk, O. Clincal Studies of Dietar Supplements and Herbal Products for Cancer Prevention. American

College of Clincal Phanncology 28th Anual Meeting and 1999 Frontiers Symposium. September 16-18,

1999. Doubletree Hotel, Rockville, MD.

25. Kucuk, O. "Occupational Cancer" in "Occupational Medicine: 2000 and Beyond". Anual Scientific

Meeting of the Michigan Occupational and Environmental Medical Association. Ritz-Carlton Hotel,
Dearborn, Michigan, September 24-25, 1999.

26. Kucuk, O. Preprostatecomy Model for Chemoprevention Studies. Nl workshop. Bethesda. August 7-9,

1999.

27. Kucuk, O. Oral Cancer Prevention by Fenretinde. Eighth Anual Oral Cancer Symposium. Sinai Hospital,
Detroit, Michigan. Zuckerman Auditorium. March 17, 1999.

28. Kucuk, O. Chemoprevention and Nutrition in Cancer Prevention. KCI Conference for community

oncologists and primary care physicians. Troy Marrott, Troy, MI, November 20, 1999.

29. Kucuk, O. Soy Isoflavones and Carotenoids in Prevention of 
Prostate Cancer. University of Texas

Southwestern Medical School, Division of Medical Oncology, Simmons Cancer Center, Dallas, TX.
November 8, 1999.

30. Kucuk, O. Lycopene in Cancer Prevention. Antioxidants' New Colors: Newspaper and magazine editors'
conference. New York, NY, November 16,1999.

31. Kucuk, O. Lycopene in Preprostatectomy Patients. NUl Workshop on Prostate Cancer Chemoprevention.

August 7-9,1999, Baltimore, MD.

32. Kucuk, O. Preneoplasia and Chemoprevention of Hea and Neck Cancer. SWOG Clinical Research

Associates Commttee Continuing Education Workshop on Head and Neck Cancer. October 21, 1999, San
Diego, Californa.

33. Kucuk, O. Invited Lecture: Lycopene in Prostate Cancer Prevention. University of Pittsburgh Cancer
Institute Prostate Research group presentation. Pittsburgh, P A. March 24, 2000.

34. Kucuk, O. Invited lecture: "Lycopene and soy isoflavones in cancer prevention". Michigan State University,
Department of Human Nutrition and Food Sciences. East Lansing, Michigan. March 29,2000.

35. Kucuk, O. Invited lectue: "Lycopene and soy isoflavones in prostate cancer prevention". Midwest Regional
Chapter, Society of Toxicology, 2000 Anual Spring Meeting. "From Mouse to Human: Breast, Ovarian and
Prostate Cancer". Marrott Lincolnshire Resort, Lincolnshire, llinois, May 12, 2000.

36. Kucuk, O. Invited Lecture: "Oral Preneop1asia: Strategies for Cancer Prevention". Ninth Anual Oral
Cancer Symposium. University of Detroit Mercy School of Dentistry. Ward Conference Center. 5200 W.
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Outerdrve, Detroit, MI. May 17, 2000.

37. Kucuk, O. Lycopene in Prostate Cancer Prevention. Memorial Seminar for Professor Rafael (Rafi) FrankeL.
Cohen Auditorium, Volcani Center, Department of Agrculture, Beit Dagan, Tel Aviv, Israel, January 26,
2000.

38. Kucuk, O. Carotenoids and Isoflavones in Prostate Cancer Prevention. Deparment of 
Oncology, Faculty of

Health Sciences, Ben-Guron University of the Negev, Beer-Sheva, Israel, Januar 27,2000.

39. Kucuk, O. "Inteictions between CAM Therapy and Chemotherapy in Oncology". Virginia Hematology

and Oncology Society. McLean, Virginia. October 27,2001.

40. Kucuk, O. "CAM Therapy in Oncology." Nevada Oncology Society. Reno, Nevada. November 10, 2001.

41. Kucuk, O. Carotenoids and isoflavones in prostate cancer prevention. Oral presentation at Proutsneck
Prostate Cancer Meeting (Robert Getzenberg & Kenneth Pienta, organizers): 11/09/02

42. Kucuk, O. Moffitt Cancer Center Grand Rounds: Soy and lycopene in cancer prevention. Tampa, FL.

4/30/03

43. Kucuk, O. Ohio State University, Cancer Prevention Program Research Seminar: Soy and Lycopene in
Prostate Cancer. Columbus, Ohio. 11/3/03

44. Kucuk, O. "Nutrition in Cancer Prevention and Treatment". Children's Hospital of 
Michigan,

Hematology/Oncology Division, Detroit, Michigan. 2/23/04

45. Kucuk, O. "New Developments in Head and Neck Cancer Treatment". Flower Hospital Oncology

Department, Toledo, OR. 3/24/04

46. Kucuk, O. Advances in the Treatment of Head and Neck Cancer. ProMedica Health System. Flower
Hospital, Toledo, OH. 01/18/06

47. Kucuk, O. Mehar Medical College, Deparment of Surgery, Prostate Cancer Research Program Seminar
Series: March 5,2007.

48. Kucuk O. Title: lycopene in the etiology and control of prostate cancer progression, Nashvile, TN. March
5, 2007

49. Kucuk, O. MEDICAL GRA ROUNS: Title: advances in head and neck cancer treatment.
Nortern Michigan Hospital, Petoskey, MI. May 16, 2007

50. Kucuk, O. Hematology/Oncology Grand Rounds, University of Miam, Miam, FL. Title: New advances in
head and neck cancer therapy. November 14, 2007

51. Kucuk, O. Emory University School of 
Medicine, Deparment of MedicIne Grand Rounds. Title: Nutrition

in Prevention and Treatment of Prostate Cancer October 28,2008

Presentations at Wayne State Universitv/ Kannanos Cancer Institute

52. Kucuk, O. Cholesterol Oxides and Cancer. Multidisciplinary Lung Program Research Seminar. Wertz

Clinical Cancer Center, Harer Hospital, Detroit, MI, June 1, 1995.

53. Kucuk, O. Cholesterol Oxides and Cancer. Semina. Epidemiology Program, Michigan Cancer Foundation,

Detroit, MI, July 26, 1995.
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54. Kucuk, O. Cholesterol Oxides and Cancer. Research Seminar, NFS 785 Graduate Seminars. Department of

Nutrition and Food Science, Wayne State University, Science Hall, Detroit, MI, September 26, 1995.

55. Kucuk, O. Cholesterol Oxides and Cancer. Grand Rounds. Division of Hematology and Oncology, WSU,
Harper Hospital; Detroit, MI, October 11, 1995.

56. Kucuk, O. Cholesterol Oxidation and Cancer. Research Seminar. Deparment ofInternal Medicine, Wayne

State University School of Medicine, Harper Hospital, Detroit, MI, November 17, 1995.

57. Kucuk, O. Cholesterol Oxides and Cancer. Research Seminar. Institute of Chemical Toxicology, Wayne
State University, Detroit, MI, Januar18, 1996.

58. Kucuk, O. Cancer Prevention: Chemoprevention and Nutritional Intervention Controversies. Grand Rounds.
Deparment of Internal Medicine, Wayne State University. March 13, 1996.

59. Kucuk, O. Mutagen Sensitivity and Plasma Micronutrients. HAC (Human Applications) Research Seminar.
Institute of Chemical Toxicology, Wayne State University, Detroit, MI, May 14, 1996.

60. Kucuk, O. Mutagen Sensitivity and Micronutrients. Cancer Prevention Task Force Research Seminar.
Karmanos Cancer Institute, Detroit, MI, June 7, 1996.

61. Kucuk, O. Prevention of Prostate Cancer by Lycopene. Urologic Oncology Conference. Karmanos Cancer

Intitute, Detroit, MI, May 21, 1997.

62. Kucuk, O. Prevention of Breast Cancer by Soy Isoflavones. Breast Cancer Multidisciplinary Conference,
Karmanos Cancer Intitute; September 9, 1998.

63. Kucuk, O. Breast Cancer Prevention Program. Breast Cancer Program Retreat. Kannnos Cancer Institute.
September 18, 1998.

64. Kucuk, O. Chemoprevention of Prostate Cancer with Lycopene. Deparment of Urology, Karmanos Cancer
Intitute, December 16, 1998.

65. Kucuk, O. Cancer Chemoprevention. Grand Rounds, Division of Hematology and Oncology, Karmanos

Cancer Intitute. Janua 4, 1999.

66. Kucuk, O. Prostate Cancer Chemoprevention with Lycopene and Soy Isoflavones. James M. Pierce, Jr.,
M.D. Memorial Lecture and Prostate Cancer Symposium. Kannnos Cancer Institute, Werz Clinical Cancer
Center, Second Floor Auditorium. April 9, 1999.

67. Kucuk, O. Soy Isoflavones in Breast Cancer Chemoprevention. Breast Cancer Program Retreat, Karmanos

Cancer Institute, September 10, 1999.

68. Kucuk, O. Soy Isoflavones in Breast Cancer Chemoprevention. Breast Cancer Program Weekly

Conference, Kannnos Cancer Institute. October 25, 1999.

69. Kucuk, O. Soy Isoflavones in Prostate Cancer Chemoprevention. Urologic Oncology Program Weekly

Conference, Karmanos Cancer Institute. October 27, 1999.

70. Kucuk, O. Interactions Between Tobacco and Nutrition. Symposium: Biological and Behavioral Aspects of

Nicotine Use Research Conference. WSU Smoking and Illness Interdisciplinar Research Initiative (Steerng
Commttee: Ada Jacox, Diane Brown, Gloria Heppner, Virginia Rice, Leslie Schuh). November 18, 1999.
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71. Kucuk, O. "Soy Isoflavones and Lycopene in Cancer Prevention". Department of 
Nutrition and Food

Science, Wayne State University. November 28,2000.

72. Kucuk, O. "Management of Metastatic Head and Neck Cancer". Department of Otolarngology Grand
Rounds. February 7, 2001. Harper Hospital, 4 Morse Auditorium.

73. Kucuk, O. "New Strategies in Cancer Prevention". WSU Department of Internal Medicine Grand Rounds.
March 7, 2001. Scott Hall, Blue Auditorium.

74. Kucuk, O. "Chemoprevention of Lung Cancer". Lung Service Weekly Conference, Karmanos Cancer
Institute. May 10, 200 i.

75. Kucuk, O. "Cancer Prevention". WSU Deparment of Internl Medicine Grand Rounds. March 12, 2003.
Scott Hall, Blue Auditorium.

76. Kucuk, O. "Cancer Prevention". Sinai Grace Hospital, Deparment of Medicine Grand Rounds. December
18,2003.

77. Kucuk, O. llHS Semin Series: Title of the presentation: Soy isoflavones in cancer prevention and
treatment. Intitute of Environmental Health Sciences, WSU, Detroit, MI. October 19, 2006

78. Kucuk, O. Department of Otolarygology and Head and Neck Surgery Grand Rounds Title:
CHEMOPREVENTION OF HEAD AN NECK CANCER, Wayne State University, Karanos Cancer
Institute, Detroit. May 30, 2007

INVITATIONS TO NATIONAL OR INTERNATIONAL CONFERENCES

INTERNATIONAL

1. Küçük, Ö., Kauffman, 1.W. Free Radicals, Oxygen and Radiation. International Seminar on the Living
System, New Delhi, India, i 983. (slide presentation by Prof. Kauffman)

2. Kies, M.N., Vriesendorp, H.M., Gordon, L.I., Küçük, Ö., Rosen, S.T., Fey, T.A., McDonough, C.,

Prachand, S. Autologous Bone Marrow Transplantation in Metastatic Breast Cancer. International Society
of Experimental Hematology Meeting, 1983.

3. Rooney, M.W., Kauffn, 1.W., Küçük, Ö., Kwaan, H.C. Red Blood Cell Hyperaggregability Due to

Increased Protein Alpha-helical Order of Fibriogen in Patients with Distal Extremity Gangrene.
Interntional Society of Thrombosis and Haemostasis Meeting, 1985.

4. Lis, L.J., Küçük, Ö., Westermn, M.P., Cunnngh B.A., Wolfe, D.H., Collins, 1.M., Quin, P.l., Tamura-
Lis, W. The influence of oxidized sterol compounds on phase transitions in lipid model membrane systems.
Interntional Biophysics Congress, Vancouver, BC, Canada, 1990.

5. Küçük, Ö., Lis, L.J., Westermn, M.P., Cunnngham, B.A., Collins, 1.M., Quinn P.L., Wolfe, D.H., Tamura-
Lis, W. The infuence of oxidized sterol compounds on the phase structues and transitions in lipid model
membrane systems. International Liquid Crystal Meeting, Vancouver, BC, Canda, 1990.

6. Collns, 1.M., Cuningham B.A., Küçük, Ö., Westermn, M.P., Lis, L.l. The influence of thermochemical
fluctuation forces on interaction between neutral and charged phospholipid bilayers. Interntional Liquid
Crystal Meeting, Vancouver, BC, Canada, 1990.

7. Cunnngham, B.A., Quinn, P.L., Collins, 1.M., Küçük, Ö., Western, M.P., Lis, L.l. Phase transition
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mechanisms involving interdigitated lipid bilayers. Interntional Liquid Crystal Meeting, Vancouver, BC,
Canada, 1990.

8. Küçük, Ö., Lis, L.J., Dey, T., Mata, R., Westeran. M.P., Chamberlain, B., Gage, D., Sweeley, C., Quinn,
P.J., Szostek, R., Kauffman, J.W., Yachnin, S. Oxidized sterol compounds are present and modify the lipid
bilayer in sickle red blood cell membranes. International Biophysics Congress, Vancouver, BC, Canada,
1990.

9. Kucuk, O. Chemoprevention of Cancer. Sixteenth Anual FHP International Medical
Symposium. Guam. October 27-30, 1 993.(slide presentation)

10. Kucuk, O. Dietary Interventions in Cancer Prevention. Sixteenth Anual FHP International Symposium.
Guam. October 27-30, I 993.(slide presentation)

11. Kucuk, O. Cholesterol Oxides and Cancer. International Congress on Free Radicals in
Health and Disease. Istanbul, Turkey. September 6-10, 1995.(slide presentation)

12. Kucuk 0, Sarkar F, Sakr W. Djuric Z. Velazquez F, Wood D, Crissman J, Bertram J. Lycopene

decreases serum PSA and tumor volume iIi PCa. Internationa Conference on Diet and Cancer Prevention.
Tampere. Finland, June 15,1999. (poster presentation)

13. Kucuk 0, Sak W, Sarkar F, Djuric Z, Velazquez F, Khachi F, Pollack M, Crissman J, Pontes E, Bertram J,
Wood DP. Effects of lycopene on prostatic tissue biomarkers, PSA levels, clinicopathologic parameters,
lycopene metabolites, and seru IGF -1/IGFBP-3 levels. Interntional Carotenoid Meeting, Cairn, Australia,
July 21, 1999 . (oral presentation).

14. Kucuk, O. Nutrition in Prostate Cancer Prevention International Symposium. Toronto, Ontario, Canada.
March 3-4, 2000. Two talks (1) Lycopene in prostate cancer prevention, clinical data. (2) Study design for
prostate cancer prevention clinical trials.

15. Kucuk, O. Milennum International Urology Conference. Invited plenary session speaker: "Lycopene in
Prostate Cancer Prevention". New Delhi, India. November 1, 2000.

16. Kucuk, O. "Lycopene in Prostate Cancer Prevention". Department of Experimental Pathology and
Therapeutics, National Cancer Center, Tsukii, Tokyo, Japan. October 30, 2000.

17. Kucuk, O. "Lycopene in Prostate Cancer Chemoprevention". Deparment of Medical Oncology. John
Hopkins Singapore Unit and National University of Singapore. November i, 2000.

18. Kucuk, O. "Lycopene in Prostate Cancer Prevention". Memorial Seminar for Professor
Rafael (Rafi) FrankeL. Departent of Agrculture, Beit Dagan, Tel Aviv, Israel, January 26, 2000.

19. Kucuk, O. "Carotenoids and Isoflavones in Prostate Cancer Prevention". Departent of Oncology, Faculty
of Health Sciences, Ben-Gurion University ofthe Negev, Beer-Sheva, Israel, Janua 27, 2000.

20. Kucuk, o. "Lycopene in prostate cancer prevention, clinical data". Nutrition in Prostate Cancer Prevention
Interntional Symposium. Toronto, Ontario, Canada. March 3-4, 2000.

21. Kucuk, O. "Study design considerations for prostate cancer prevention clinical trials". Nutrition in Prostate
Cancer Prevention Interntional Symposium. Toronto, Ontario, Canada. March 3-4, 2000.

22. Kucuk, O. Modulation of Prostate Cancer Growth and Differentiation by Lycopene. VICC International
Prostate Cancer Meeting. Eilat, Israel, 1/23-1/25,2000.
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23. Kueuk, O. Modulation ofIGF-l and IGFBP-3 by Lycopene in Prostate CancerUlCC International Prostate
Cancer Meeting. Eilat, Israel, 1/23-1/25,2000.

24. Kueuk, O. "Lycopene in Prostate Cancer Prevention". Milennium International Urology Congress. Invited
speaker. New Dellu, India. November 1, 2000.

25. Kueuk, O. "Prevention of Oral cancer: Treatment of Premalignant Lesions with Chemopreventive Agents:
Soy, Lycopene and Retinoids". American Association of Oral and Maxilofacial Surgery Anual Meeting.
San Francisco. September 22, 2000.

26. Kueuk, O. "Lycopene Clincal Trial in Localized Prostate Cancer". Interntional Symposium on the Role of
Tomato Products and Carotenoids in Disease Prevention. The New York Academy of Medicine. New York
City, NY. April 10- 11, 2001. Sponsored by American Health Foundation.

27. Kueuk, O. "Soy isoflavones in the treatment of prostate cancer". Presentation at Fourth International
Symposium on the Role of Soy in Preventing and Treating Chronic Disease. San Diego, CA, November 4-7,
2001.

28. Kueuk, O. "Soy isoflavones in the treatment of prostate cancer". Presentation at MCR Special
Conference, Co-chairs: K. Pienta, R. Getzenberg & D. Coffey: New Discoveries in Prostate Cancer Biology
and Treatment". Naples, FL. December 5-9,2001.

29. Kucuk, O. Lycopene in Prostate Cancer Prevention". Department of Urology, Celal Bayar University,
Manisa, Turkey, June 19,2001.

30. Kueuk, o. Lycopene in prostate cancer prevention. Urology Department, Akdeniz University, Antalya,
Turkey. June 15,2001

31. Kueuk, O. "Lycopene in Prostate Cancer Prevention". Thrteenth International Carotenoid Conference,
Honolulu, Hawaii, January 6-12,2002.

32. Kueuk, o. "Carotenoids and isoflavones in prostate cancer prevention" Proutsneck Prostate Cancer

Meeting (Getzenberg & Pienta): 1119/02

33. Kueuk, O. Lectures at University of Sao Paolo (Sao Paolo), Cancer Center (Fortaleza) and Medical
Oncology Society Meeting (Curitiba) in BraziL. Program organzed by Dr. Edson Pontes, Asst Dean for
International Programs, WSU. (3/19/03 - 3/26/03)

34. Kueuk, o. Presentation at the Global Soy Conference, Fos do Igussu, BraziL. Title: Soy Isoflavones in
Cancer Prevention and Treatment. 3/1/04 - 3/5/04

35. Kueuk, O. Six Lectures at University of UNSP Botucatu (Botucatu), Cancer Center of Ceara (Fortaleza)
and Medical Oncology Society Meeting Curitiba) in BraziL. Program organized by Dr. Edson Pontes, Asst
Dean for International Programs, WSU. 3/7/04 - 3/13/04

36. Kueuk, O. Four Lectues at University of Anara (Anara), and Akdeniz University (Antalya) in Turkey.
Program organized by Dr. Edson Pontes, Asst Dean for Intertional Programs, WSU and Dr. Orner Kucuk.
9/27/04 - 10/1/04

37. Kueuk, O. Presentations and Session Chairman (Nutrition and Cancer Prevention) at the International
Society of Preventive Oncology (IS PO), Nice, France. Titles: (1) Soy in cancer prevention. (2) Lycopene in
prostate cancer prevention. 2/7/04 - 2/ll/04
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38. Kucuk, O. World Soy Foods Summt, San Diego, CA. Soy in cancer prevention and treatment. 2/18/04-
2/l9/04

39. Kucuk, O. Turkish Head and Neck Cancer Society Anual Meeting. New developments in the treatment of

nasophargeal cancer. 9/25/04 - 9/27/04

40. Kucuk, O. Turkish Society of Hematology Anual Meeting. Title: Soy isoflavones enhnce effcacy of
CHOP chemotherapy in an animal modeL. 9/23/04 - 9/25/04

41. Kucuk, O. Otolaryngology Meeting, Anara, Turkey. Lecture on "Soy isoflavones in head and neck cancer
prevention and treatment". 4/l/05-4/4/05

42. Kar D, Lee S, Keller S, Johnson D, Kucuk 0, Clamon G, Marks R, Johnton M, Okawara G, Ruckdeschel

J. Interim Report: A Phase II Randomized Double Blind Chemoprevention Trial of Selenium
Supplementation in Persons with Resected Stage I Non Small Cell Lung Cancer. Lung Cancer 49
(supplement 2): S 181 (P-252), 2005. Poster presentation at IASLC, July, 2005, Barcelona, Spain.

43. Kucuk, O. Four Lectures on "Lung Cancer Prevention and Treatment" at University of Anra (Anara),
Hacettepe University (Anara), Florence Nightingale Metropolitan Cancer Center (Istanbul) and Akdeniz
University Antalya) in Turkey. Program organized by Dr. Edson Pontes, Asst Dean for International
Programs, WSU and Dr. Orer Kucuk. 1l/9/05 - 11/16/05

44. Four lectures on "Nutrition and Cancer Prevention" and Nutrition and Cancer Therapy" in Curtiba and

Fortaleza, BraziL. Symposium title: Cancer Risk Assessment, Prevention and Early Detection. Organized by
Dr. Orner Kucuk and Dr. Edson Pontes, Asst Dean for International Programs, WSu. 3/14/06-3/18/06

45. Kucuk, O. Two lectues on "Cognitive effects of cancer therapy" and "Prevention of Cancer Treatment
Toxicities by Soy Isoflavones" at Bakikoy Days: International Meeting of Neurosurgery and Behavioral
Disorders. Istanbul; Turkey. 05/08/06-05/11/06

46. Three lectures on "New Developments in Cancer Chemoprevention" at symposia entitled New

Developments in Oncology at University of Anara (Anara), Florence Nightingale Metropolitan Cancer
Center (Istanbul) and Akdeniz University (Antalya) in Turkey. Programs were organized by Dr. Orner
Kucuk and Dr. Edson Pontes, Asst Dean for International Programs, WSU. 10/30/06 - 11/03/06

47. Kucuk, O. Curtiba, Salvador and Fortaleza, Brazil: Cancer symposia: New developments in cancer
therapy.Title: Intra-operative and intra-arterial chemotherapy. (Same talk in three cities). 3/17-3/26/07

48. Kucuk, O. National Cancer Congress, Antalya, TUY; Two oral presentations: 4/23/07 New

Developments in Lung Cancer Chemoprevention. 4/22/07 Meet the exper: Chemoprevention.

49. Kucuk, O. FIRST ANAL USA-QATAR INTERNATIONAL CANCER SYMPOSIU: STATE OF
THE ART ; THERAY OF ADULT AN CHILDHOOD CANCERS; Oral presentation: Targeted therapy
for renal cancer; Moderator: Session on "Genitouriar cancers". Doha, Qatar, April 29 to May 1,2007

50. Yildirim-Kupesiz G, Sakr W, Cher M, Baneijee M, Pontes E, Parnes H, Kucuk O. Effect of soy

isoflavone supplementation on prostate tissue, markers of proliferation and apoptosis, and
histopathological endpoint of tumor grade, volume and stage. September 8-13, 2007. 21 st European
Congress ofPathology.(www.eco2007istanbu1.org). Poster presentation.

5 I. Kucuk, O. Fortaleza National Breast Cancer Meeting. Oral presentation: Breast cancer chemoprevention.

10/18-10/25/07

52. Kucuk 0, Pass H, Lonardo F, Gazda A, Madan S, Abrams J, Maddipati KR, Upfal M, Souban A, Honn
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KV, Szabo E. Phase II clinical trial of zileuton in persons with bronchial dysplasia. AACR Frontiers in
Cancer Prevention Meeting, Philadelphia, December 5-8,2007. Poster presentation.

53. Kucuk, O. First Interntional Congress on Nutrition and Cancer) in Antalya, Turkey
(www.nutritioncancer2008.org) "Lycopene and soy isoflavones in prostate cancer" and chaired a session at
the meeting. Also on organizing coinUee. May 19-23 2008

54. Kucuk, O. "Lycopene and soy isoflavones in prostate cancer treatment". Oral presentation at International
Carotenoid Conference. Okinawa, Japan, June 26, 2008.

55. Kucuk, O. First International Cancer Prevention Symposium, Izmir, Turkey, "Lycopene and soy in cancer
prevention" September 13-16, 2008.

56. Kucuk, O. "Soy isoflavones as an adjunct to radiation in prostate cancer treatment". Oral presentation at the
Eighth International Conference on the role of Soy in Prevention and Treatment of Chronic Disease. Tokyo,
Japan. November 8-12,2008.

57. Kucuk, O. "Modulation of biomarkers of growth and differentiation in breast cancer by soy isoflavones".
Oral presentation at the Eighth International Conference on the role of Soy in Prevention and Treatment of
Chronic Disease. Tokyo, Japan. November 8-12,2008.
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5. Rooney, M.W., Kauffmn, J.W., Küçük, Ö., Yachnin, S. Phospholipid-Oxygenated Sterol Interactions. A
Raman and FTIR Spectroscopic Study of 7-keto-cholesterol and 25-hydroxycholesterol-
Dimyrstoylphosphatidylcholine Dispersions. American Physical Society Meeting, 1983.

6. Küçük, Ö., Malham. L., Hirsen, D. Exercise Increases Natual Killer Cell Activity in Mice. Midwest
Autunm Imunology Meeting, Chicago, Ilinois, 1983.

7. Küçük, Ö., Kwak. L.W., Melvold, R.W., Williams, R.M. Mutations in H-2 Alter Cell-Mediated Cytoxicity

ofC57BL/6 Spleen Cells Against P815-X2 Mastocytoma. Midwest Autunm Imunology Meeting.
Chicago, 1983.

8. Rooney, M.W., Kauffman, J.W., Yachnin, S., Küçük, Ö., Lis, L.J. Synergistic Effect of20-
Hydroxycholesterol on the Condensing Properties of Cholesterol in Human Eryhrocyte Membranes.
Biophysical Society Meeting, 1985.

9. Rooney, M.W., Kauffmn, J.W., Tamura-Lis, W., Lis, L.J., Yachnn, S., Küçük, Ö. The infuence of
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Oxidized Sterol Compounds on Dipalnùtoylphosphatidylcholine Structure and Packing. Biophysical Society
Meeting, 1985.

10. Tamura-Lis, W., Lis, L.J., Rooney, M.W., Kauffman, J.W., Yachnin, S., Kuçuk, Ö.

Dipalnùtoylphosphatidylcholine- 7 -Keto cholesterol interactions in model membrane systems. International
Conference on Surace and Colloid Science, June 24, 1985 (Potsdam, NY).

11. Kuçuk, Ö., Kwaan, H.C., Rooney, M.W., Kauffmn, J.W. Red Blood Cell Aggregation and Peripheral

Arerial Occlusion Associated with Abnormality in the Secondar Structure of 
Fibrinogen. Federation of

American Societies of Experimental Biology (FASEB) Meeting, 1985.

12. Kuçuk, Ö., Yachnin S., Stoner-Pickig, J., Gordon, L.I., Wiliams, R.M. Inbition of Mouse Natural
Kiler Cell-Mediated Cytotoxicity by Oxygenated Sterols. American Association of Cancer Research
Meeting, 1988.

13. Kuçuk, Ö., Yachn S., Gordon, L.I., Wiliams, R.M. Inhbition of mouse specific cell-mediated cytoxicity
by two oxysterols, 5 !1-hydroxy-6-ketocholestanol and 6-ketocholestanol. American Association of Cancer
Research Meeting, 1988.

14. Kuçuk, Ö., Stoner-Picking, J., Yachnn, S., Wester, M.P. Inbition of humn natural killer cell activity
by oxysterols. American Federation of Cliica1 Research Meeting. Chicago, 1988.

15. Kuçuk, Ö., Dey, T., Mata, R., Westerman, M.P., Lis, L.J., Szostek, R., Kauffman, J.W. Evidence for the
presence of oxidized sterol compounds in sickle red blood cell membranes. Biophysical Society Meeting,
1990.

16. Szostek, R., Kauffman, J.W., Kuçuk, Ö., Mata, R., Dey, T., Western, M.P., Lis, L.J. The effect of

inserted oxidized sterols on sickle red blood cell membranes. Biophysical Society Meeting, 1990.

17. Kuçuk, Ö., Lis, L.J., Dey, T., Szostek, R., Mata, R., Chaberlain, B., Gage, D., Sweeley, C., Kauffian,
J.W., Yachnn, S., Westerman, M.P. Increased cholesterol oxidation products (oxysterols) in sickle red cell
membranes. Cliical Reseach 38(2):539A, 1990.

18. Westermn, M.P., Sarel, S., Schlichting, E., Ashenhurst, J., Kuçük, Ö., Mittal, R., Joshi, H., Witek, B.
Protocol accrual in two low socioecononùc groups of cancer patients with different proportions of nùnority
patients. Proc ASCO, 1990.

19. Kuçük, Ö., Westerman, M.P., Lis, L.J., Gage, D.A., Dey, T., Chamberlain, 8., Szostek, R., Sweeley, C.C.,
Yachnin. S. Increased cholesterol oxidation products in sickle red cell membranes: Possible role of
oxysterols in sickle RBC membrane pathology. American Society of Hematology Meeting, 1990.

20. Collins, J.M., Küçuk, Ö., Westermn, M.P., Lis, L.J., Cunnghm. B.A., Quinn, P.G., Wolfe, D.H. The

influence of oxidized sterol compounds on phase transitions in lipid model membranes. Biophysical Society
Meeting, 1991.

21. Cuningham, B.A., Wolfe, D.H., Küçük, Ö., Westermn, M.P., Lis, L.J., Quinn, P.J., Collns, J.M.
Vitanùn E stabilizes non-bilayer phases in lipid model membranes. Biophysical Society Meeting, 1991

22. Küçük, Ö., Lis, L.J., Kwaan. H.C., Cunnghm, B.A., Quinn, P.J. The influence of fibrinogen on the phase
transitions and structures of dipalmtoylphos-phatidylcho1ine bilayers. Biophysical Society Meeting, 1991.

23. Küçuk, Ö., Lis, L.J., Westermn, M.P., Gage, D.A., Sweeley, C.C., Yachnn, S. Oxysterols in sickle red
cell membranes: Additional evidence for increased oxidant stress. American Oil Chenùsts Society Meeting.
Chicago, 1991.
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24. Küçük, Ö., Demirer, T., Gilman-Sachs, A, Taw, I., Mangold, M., Joshi, H., Singh, S., Westerman, M.P.
Correlation of DNA ploidy with stage and histology in prostate cancer patients. American Association of
Cancer Research (AACR) Meeting. San Francisco, 1991.

25. Krgel, R., Lynch, E., Küçük, Ö., Tester, W., Chang, A, Bonomi, P., Huberman, M., Padavic, K., Dutcher,

J., Blum R., Comis, R. Interleuk-2 (IL-2) therapies prolong surival in metastatic non-small cell lung
cancer (NSCLC). American Society of Clinical Oncology Meeting, 1991.

26. Küçük, Ö., Westerman, M.P., Lis, L.J., Szostek, R., dey, T., Gage, D.A., Chamberlain, B., Sweeley, C.C.,
Yachnn, S. Increased cholesterol oxidation products in sickle REC membranes: Possible role of oxysterols
in sickle REC function and morphology. American Physical Society Meeting, 1991.

27. Collins, J.M., Küçük, Ö., Westerman, M.P., Lis, L.J., Cunngham, B.A, Quinn, P.J., Wolfe, D.H. The

influence of oxidized sterol compounds on phase states and transitions in lipid model membranes. American
Physical Society Meeting, 1991.

28. Aller, C.T., Küçük, Ö., Springer, G.F., Desai, P.R., Gilman-Sachs, A Detection of immunoreactive Tn
epitopes (EPs) on B-cell chronic lymphocytic leukemia (B-CLL) cells by flow cytometry. Midwest Autum
Immunology Meeting, 1991.

29. Collin, J.M., Nes, W.O., Quinn, P.J., Wolfe, D.H., Cunngham, B.A, Küçük, Ö., Westerman, M.P., Lis,

L.J. Inference of sterol pseudoplanar conformtions using lipid phase relations. Biophysical Society
Meeting, 1992.

30. Cunngham, B.A, Wolfe, D.H., Collins, J.M., Quinn, P.J., Lis, L.J., Küçük, Ö., Westermn, M.P. Phase
transitions between ripple structues in hydrated phosphatidylcholine-cholesterol multilamellar arrays.
Biophysical Society Meeting, 1992.

31. Küçük, Ö., Quinn, P.J., Cungham, B.A, Wolfe, D.H., Westerman, M.P., Lis, L.J. Low temperature

phase transitions in dioleoylphosphatidylcholine bilayers: Influence of ice transitions. Biophysical Society
Meeting, 1992.

32. Gilman-Sachs, A, Wong, D., Westerman, M.P., Küçük, Ö., Bean, K.D. Induction and pathogenesis of

anti-phospholipid antibody (AP A) syndrome. Federation of American Societies of Experimental Biology
Meeting, 1993.

33. Wang, W., Küçük, Ö., Franke, AA, Custer, L., Higuchi, C.M. Longitudinl reproducibility of eryhrocyte
polyamine measurements durg micronutrient supplementation. American Association of Cancer Research
Meeting, 1995.

34. Kucuk, O. Micronutrient effects on therapy toxicity. Second Anual Meeting of 
the Society of Nutritional

Oncology and Adjuvant Therapy, September 19-21, 1996, Philadelphia, PA

35. Kucuk, O. Gernar and Taxol Combination in the Treatment of Advanced Head and Neck Cancer. The Fox

Chase Cancer Center Investigators Workshop. March 3-6, 1999, Lanai, Hawaii.

36. Kucuk O. Sakr W, Sarka F, Djurc Z, Wood 0, Bertram J, Baneijee M. Lycopene supplementation
decreases seru PSA, PIN and tuor volume in early stage PCa. AACR, April 19, 1999. (Slide presentation
and press release)

37. Kucuk, O. Fox Chase Investigators Workshop. Two presentations: (1) Presentation: Phase II trial of
gemcitabine and paclitaxel in advanced head and neck cancer; (2) Session leader: Head and neck and
esophageal cancers. Lanai, Hawaii. March 12-15, 2000.
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38. Kucuk, o. Anual Meeting of American Association of Oral and Maxilofacial Surgery. San Francisco.

September 22, 2000. Prevention of Oral cancer: Treatment of Premalignant Lesions with Chemopreventive
Agents: Soy, Lycopene and Retinoids.

39. Kucuk, 0 "Soy and hormone receptors: To use or not to use?". Anual NOAT Conference. September 7-9,

2000. Philadelphia, P A.

40. Kucuk, 0 "Research Opportunities in Nutritional Oncology". Anual NOAT Conference. September 7-9,

2000. Philadelphia, P A.

41. Kucuk, 0 Department of Defense Era of Hope Meeting on Breast Cancer. "Modulation of cell growth and
differentiation and oxidative stress by soy isoflavones in breast cancer patients". June 8- 12, Atlanta, Georgia.
2000

42. Kucuk, 0 Treatment of Head and Neck Cancer. Oral presentation at Michigan Pharmcists Association
2003 Anual Convention and Exposition:. 2/22/2003

43. Kucuk, 0 Lycopene in prostate cancer prevention. Oral presentation at Anual CERES conference.
University of Virgia. Washington DC. 4/1/2003

44. Kucuk, 0 Lung cancer prevention and treatment: role of pathology and biomarker studies. Oral presentation
at SWOG Nursing Oncology Commttee Plenar Session. 4/11/2003

45. Sahin K, Ozercan R, Onderci M, Gursu MF, Sahin N, Khachi F, Sarkar F, Mwiah A, Ali R, Kmak D,

Kucuk, O. Lycopene supplementation prevents the development of spontaneous smooth muscle tuors of

the oviduct in Japanese quaiL. Experimental Biology April 17-21, 2004 Meeting (American Society of
Nutritiona Sciences). Oral Presentation.

46. Szabo E, Lam S, Kucuk 0, Mao J, McWiliams A, leRiche J, MacAulay C, Pass H, Stevens T, Madan S,
Lonardo F, Upfal M, Ada B, Fishbein MC, Rao JY, Dubinett S, and Vourlekis JS. Incidence of Bronchial
Dysplasia in Cohorts Identified via Different Screening Strategies. AACR Frontiers of Cancer Prevention
Meeting, Seattle, October 16-20, 2004. Poster Presentation.

47. Upfal M, Pass H, Lonardo F, Madan F, Stevens T, Moore M, Szabo E, Kucuk O. Strategies for Accrul of

Subjects with Bronchial Dysplasia for a Lung Cancer Chemoprevention Study. AACR Frontiers of Cancer
Prevention Meeting, Seattle, October 16-20, 2004. CEBP A24, P 179. Poster Presentation.

48. Li Y, Ahd F, Ells K-L, Kucuk 0, Philip P A, Sarkar FH. Chemosensitization of cancer cells by soy
isoflavone genstein, a chemopreventive agent, is mediated by inactivation of NFkB activity. AACR
Frontiers of Cancer Prevention Meeting, Seattle, October 16-20, 2004. CEBP A24, p75. Poster Presentation.

49. Kucuk, 0 Session Chairman and Organizer (Soy and Cancer Therapy) at the Anual Meeting of American

College of Nutrition. 9/22/05 - 9/25/05

50. Raffoul JJ, Wang Y, Kucuk 0, Sarka FH, Hilman GG. Molecular Mechanism Involved in Enhanced Cell

Kiling by Genistein and Radiation in Prostate Cancer Cells. AACR, April 16-20, 2005.

51. Maru S, Heilbrun L, Kucuk 0, Cher M, Forman J, Heath E, Vaishampayan U. Phase II trial of 
weekly

docetaxel and oral capecitabine in metastatic hormone-refractory prostate cancer. Proceedings ASCO. J
Clin Oncol 24 (18S) (June 20 Supplement): 4634, June 2-6, 2006. Poster Presentation

52. Karp D, Ruckdeschel J, Lee S, Shaw G, Keller S, Belinsky S, Aisner S, Kucuk 0, MacDonald J, Steele

M. A Phase II Randomized Double Blind Chemoprevention Trial of Selenium Supplementation in
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Persons with Resected Stage I Non Small Cell Lung Cancer. A Yea-Six Update. AACR Anual Cancer
Prevention Meeting November 12-15, 2006. Poster Presentation

53. Kucuk, O. Two presentations at an NI meeting: "Soy Isoflavones in Cancer Prevention" and "Zileuton in
Lung Cancer Prevention" at the NIH Anual Summer SPORE workshop, July 2006. 07/1 7/06-07/19/06

54. Kucuk, O. NCI Lung and Head/eck SPORE Meeting, Charleston, SC. TITLE: SOY ISOFLA VONES IN

AERODIGESTIVE CANCER PREVENTION. 2/7/07
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Scientic Nam4t

Agar1cus blazel Murrill

TOP

Common N.m.

Hlmematsutake, Agankusutalce, Kawarihlratake. Cogumelo do Sol, Sun
mushroom

TOP

Clinical Summa!)
AgarIcus blaze/Is an edible mushroom native to Brazil and cultivated in
Japan for Its medicinal uses. It has been used to treat arterioscerosis,
hepatitis, hyperlipidemia, diabetes, dermatitis, and cancer. In vitro
experiments and studies done In mice have shewn that Agaricus has
Immunomodulatory, antitumor, and antimutagenic properties. The
polysaccharides and anti-angiogenic compounds present In Agaricus are
thought to be responsible for It antitumor properties. Such effects are
believed to be exerted by ImmunopotentlatJon or direct inhibition of
angiogenesis U) (2) (;0 (!) (.5) (l). A recent randomized study showed that
orill admInistation of Agaricus extract Improved the naturalldller cell

http://ww.mskcc.orgmskcclhtm69112.cfi
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activIty and quality of life in gynecological cancer patIents undergoing
chemotherapy (2). However, more studies are needed to confirm these
observations. AgariCUS was also shown to have antidIabetic effect In

vItro and In animal studies (.l) (.1). In additIon, results from a study
done in human subject with type 2 diabetes suggest benefits of
agaric us extract In Improving Insulin resistance (ll). Liver damage and
deaths followIng consumption of Agaricus have been reported (11). Due
to its immunopotentiatlng effects, Agaricus can potentially intenere with
Immunomodulatlng drugs althought such Interactions have not been
studied.

Fooel Sources

Agaricus is an edible fungus. (t is available as freeze-dried mushroom or
as concentrated liquId extract, teas, or capsules. The whole mushroom
is often added to soups, sauces, or hot teas.

Purportd uses

. Arteriosclerosis

. Cancer treatment

. Diabetes

. Hepatitis

. Hyperlipidemia

. Stimulant

COlltituenli
· Polysacchàrides; 13-1, 6-D-glucan

. Sterols: Ergosterol

. Unolelc acid

. Uplds
· Anti-angiogenic compounds: Sodlum Pyroglutamate (A-I) and A-2
o.)(Z

Mechanism of Action

A major constituent or Agaricus, ergosterol, was found to Inhibit tumor
growth In mice via direct Inhibition of tumor-induced angiogenesis W.
Other studies demonstrated that pOlysaCCharides present In Agaricus

extract caused activation or macrophages (I) or natural killer cells un and
induced cytotoxic T -lymphocyte activity In tumor-bearing mice. 80th
aqueous and organic extracts of Agaricus offered protection to cells
exposed to methyl methanesulphonate, a mutagenic agent. The stimulus
prOduced by linoleic acid on ß DNA polymerase, an enzyme Involved in
repair mechanism following exposure of DNA to alkylatlng agents, Is
thought responsible for such an effect (2).

ContrlndfcationlJ
Hypersensitivity to Agaricus.

http://www.mskcc.orglmskcclhtm691 12.cfm
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Adv~rse Reactions
Consumption of Agaricus has been associated with hepatic dysfunctIon
in cancer patients W).

. .....-. '.-.~.- '..-., .._._--.--_._..._..-....._... ..-._. -~---~--~~. ...._----.._--..---~.-.._,

Herb-Drg Interactions
Because Agaricus extact actIvates the Immune system, it may intenere
with certin drugs that modulate the immune system.

Lab Interactions

· May lower blood glucose level ClQl.
· May cause elevation of liver enzymes CW.

Llcraturç Summary ..nd Critique

AIm W.-S, et al. Natural killer cell activity and Quality of life w;r~
Irnllll.yed bv cOnSUJT.Dtioo of a miis.hroom ext;ac;~:~~~~~;~~ Z I Murrill
K~QWa. In gynecoloaical cancer oatients unde 00 0 raoy. Int)
Gynecol Cancer 2004: 14:589-594.

In this study ioa pet/ents with cervical, ovarian, and endometrial
cancers were treated with either carboplatln plus VP16 (etoposide), or
carboplatin plus taxol every three weeks for at least three cycles. They
were randomized to receive oral Agaricus extract (three packs per day,
one pack each time) or placebo along with the tratments. Blood
samples were drawn one day before first chemotherapy and one day
before second chemotherapy, Researchers found that the Agaricus group
had a signifcantly higher natural kiler cell activity compared to those on
placebo. In addition there was Improvement In Chemotherapy associated
side effect such as emotlol'al Instability, alopecIa, general weakness,
and decrease in appetite. Howe\er, there was no difference In
Iymphoklne-actvated killer and monocye activities between the two
groups. Further studIes are required ta confirm these Observations.

" .,--_._-...."~~.,..",,..., L'....
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Immunomodulating Activity of Agaricus brasiliensis KA21 in Mice
and in Human Volunteers

Ying Liu 1, Yasushi Fukuwatari1, Ko Okumura2, Kazuyoshi Takeda2, Ken-ichi Ishibashi3,
Mai Furukawa3, Naohito Ohno3, Kazu Mori4, Ming Gao4 and Masuro Motoi5

1Mibyou Medical Research Center, Institute of Preventive Medicine, Tokyo, Japan, 2Department of Immunology,

School of Medicine, Juntendo University School of Medicine, Tokyo, Japan, 3Laboratory for Immunopharmacology
of Microbial Products, School of Pharmacy, Tokyo University of Pharmacy and Life Science, Tokyo, Japan,
4Deparment of Acupuncture and Moxibustion, Suzuka University of Medical Science and Mie, Japan, and

5Toei Pharmaceutical Co., Ltd., Tokyo, Japan

We performed studies on murine models and human volunteers to cxamine the immunoen-
hancing effects of the naturally outdoor-cultivated fruit body of Agaricus brasilensis KA21
(i.e. Agaricus bla::ei). Antitumor, leukocyte-enhancing, hepatopathy-alleviating and endotoxin
shock-alleviating effccts were found in mice. In the human study, percentage body rat,
percentage visceral rat. blood cholesterol level and blood glucose level were decreased, and
natural killer cell activity was increased. Taken together, the results strongly suggest that the
A. brasilensis rruit body is useful as a health-promoting food.

Keywords: ... brasiliensis-clinical research -cold water extract- NK activity-
outdoor-cultivated - safety

Alternative medicine is the general term for 'medicine and
treatment that have not been verified scientifically or
applied clinically in modern Western medicine' (1-12).
The range or alternative mcdicine varies widely to include
traditional medicine and folk remedies as well as new
therapies that are not covered by health insurance.

Considering the current world population, the percentage
of people utilizing modern Western medicine is surpris-
ingly low, with the World Health Organization (WHO)
indicating that 65-80% of health management is by
traditional medicine. 'Mibyou' is a recently established

term that means a half-sick person having clinical
laboratory data that borders healthy individuals and

patients. Education or the mibyou population about
eating habits is also significantly important for maintain-
ing public health by the governmcnt.

For reprints and all correspondence: Naohito Ohno. Professor.
Tokyo University of Phannacy and Life Science, School of
Pharmacy, 1432-1 I-orinolichi. Hachioji. Tokyo 192-0392, Japan.
Tel: +81.426-76-5570: Fax: +81-426-76-5570;

E-imiil: ohnOnaO((i ps.toyaku.ac.jp

In Japan, an increasing number or people are turning to
alternative mcdicine mainly in the form of health foods
such as amino acids, lipids. carbohydrates, plants.
seawceds, insects, bacteria, yeasts and mushrooms. Such
mushrooms as Leniinula edodes, Ganoderma Iiiâdum and
Grlrola frOlldosa are commercially available. Agaricus

brasilensIs (A. blazei ss. HeInemann) is a health food that
has received recent attention. ... brasiliensis has been

reported to improve symptoms of lifestyle-related diseases
including obesity, hypertension and diabetes, and to have
anti-inflammatory. antitumor, cancer inhibitory and

immuno-enhancing effects (13-18). However, many
rcports were either animal studies or clinical studies
with few cases.

Many mushrooms, also callcd as macrofungi, are das-
silied as higher-order microorganisms, Basidiomycota.

To discuss the functions of Basidiomycota, it is important
to compare them under the same conditions, including
not only the species but also the strain, as well as
mcthods of cultivation and processing. Basidiomycota

products involve mycelia, spores and rruit bodies in

(( 2007 The Author(s).
This is an Open Ai:cess article distributed under the terms ofthe Creative Commons Attribution Non-Commercial License (http://creativecommons.orgj
lii:cnsesjby-nc/2.1)!uk/) which permits unrestricted non-commercial use, distribution, and reproduction in any medium, provided the original work is
properly cited.
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each species. The fruit body and the mycelium are
distributed widely in foods. To maintain the manufactur-
ing process, the mycelium is superior to the fruit body;
however, its components are known to be quite different.
There are many ways to obtain the fruit body, e.g.
collecting naturally grown mushrooms from hills and
fields, and outdoor or indoor cultivation.

Agaricus brasiliensis KA21 used in this study is a fruit
body cultivated outdoors in BraziL. Fruit bodies were air
dried by a ventilator with a blowing temperature lower

than 60°C to maintain their enzyme activities. We have
recently examined the structure and antitumor activity
of polysaccharide fractions of the fruit body and

conduded significant contribution of the highly branched
i ,3-ß-glucan moiety on the activity. We also prepared the
cold and the hot water extracts (AgCWE and AgHWE)
and examined on a murine diabetic model C57BI Ksj-db/
db, and found that AgCWE showed much stronger
pharmacological activity to this modeL. These facts

strongly suggested that pharmacological action of cold

water extract diner from that of hot water extract. We

have also shown that the cold water extract contains
enzymes such as polyphenol oxidase and pèroxidase

(19-25). Table i shows the general constituents of
A. hrasilensis KA2 i. KA21 has high protein and liber
content. It also has high levels of vitamins BI, B2. B6,
niacin, pantothenic acid, folic acid and biotin. It contains
many minerals including large amounts of iron, potas-
sium, phosphorus, magnesium, zinc and copper, and

certain amounts of manganese and selenium. In addition,
it contains detectable concentrations of vitamin 0 as it is
cultivated under the sunlight.

To successfully achieve and maintain lood salety for
citizens, laws related to foods have become striclly
controlled. Recently, medical doctors in National Cancer
Center Hospital East in Japan reported three cases of
severe hepatic damage, taking A. blazei extract (26). They
mentioned it is necessary to evaluate many modes of
complementary and alternative medicines, including the
A. blazei extract, in rigorous, scientilìcally designed and

peer-reviewed clinical trials. Very recently we have
experienced evacuation of one health lood originated
from A. hmzei, because of inducing genotoxieity in experi-
mental animals. Ministry of Health, Labor and Welfare
reported it is only the case of one product and the
molecular mechanisms are under investigation. It is also
simultaneously reported that other related products did
not show such toxicity. Agaritine is a well known toxic
metabolite of agaricaceae, such as Agaricus bispol1s, and

the relationship between agaritine content and the toxicity
has attracted altention. In any case, function as well as

safety of products originated from macrofungi, espeially
agaricaceae should be precisely examined as much as
possible.

Thus, to salely and effectively use alternative medicine
including A. brasiliensis, analysis at the molecular level

Table I. Composition of A. hml'liensis KA21

Energy

Protein

Fat

Carbohydrate

ß-glucan

Fiber

Sodium

Calcium

Iron

Potassium

Phosphorus

Magnesium

Zinc

Copper

Manganese

Iodine

Selenium

Arsenicum

Cadmium

Plumbum

Hydrargyrum

Total chromium

Vitamin in A (total caronene)

Vitamin B (total caronene)

Vitamin BI (Thiamin)

Vitamin B2 (RiboOavin)

Vitamin B6

Vitamin BI2

288.00 kcal

38.50 g

2.0 g

27.70g

12.4g

20.60 g

8.40 mg

22.50 mg

10.lOllg

2920.00 mg

952.00mg

96.50 ing

7.87 mg

7.67mg

0.825 mg

o

88.00 ~g

o .48 ppm

2.01 ppm

0.13 ppm

O. is ppm

O~g

o

0.63 mg

3.04 mg

O.541lg

O¡ig

33.50 mg

22.90 rng

230.00 ~g

123.00 ¡ig

Omg

56.7¡lg

o

o

15.3 ppm

Niacin

Pantothenic acid

Folic acid

Biotin

Total vitamin C (Total c acid)

Vitamin 0

Vitamin E (Total tocopherol)

Vitamin Kl loquinone)

Agaritine

Nore: In 100 g dry weight. measured by Japan Food Research
laboratories.
Agaritine was measured by MASIS laboratoiies by HPLC method.

by basic research and proving their effects by clinical
research are important. In a human safety study,
we found that long-term intake of the fruit bodies of
A. hrasi/iensis KA21 cultivated outdoors had no adverse
effects (22). In the present study, we demonstrated the
immunomodulating effect of A. brasilensis KA21 both
by animal and human studies. As described earlier,
the fruit body contained many enzymes even .iner
the drying process. and cold and hot water extracts
were prepared and administered orally to examine



immunomodulation in mouse models. Drinking such cold
water extracts of A. brasilensis is a traditional custom in
BraziL. In the clinical study, we determined the weight,
body mass index (8MI), percentage body fat, percentage
visceral fat and blood biochemical levels (total protein,
blood glucose, cholesterol, neutral fat, glutamate oxalo-
acetate transaminase (GOT), glutamate pyrvic transami-
nase (GPT) and glutamyl transferase (y-GTP)), and
natural killer (NK) cell activity before and after admin-
istration of A. brasilieiisis KA21. Analysis of the data
from the viewpoint of mibyou is also included.

Methods

Agai'icus hra.~ilen.ds Fruit Bodies

Strain KA2I was cultivated outdoors in Brazil, and its
fruit bodies were washed and dried using hot air at 60°C
or lower.

Measurement of Ingredients

All ingredients except for agaritine were measured by
Japan Food Research L.tboratories, Shibuya, Tokyo
using the standard protocols recommended by the

Resources Council, the Science and Technology Agency
of Japan. The concentration of agaritine was measured
by HPLC/MSjMS by MASIS Inc, Minamitusgaru,
Aomori.

Preparation of Hot Water Extract (AgHWE) and Cold
Water Extract (AgCWE) of A. brasilensis.

The fruit bodies of KA11 (l00 g each) were ground

using a domestic cotTee mill, suspended in O. i gjml
physiological saline (Otsuka Pharmaceutical Co., Ltd),
and extracted in an autoclave (110°C, 20 min) or with

cold water (4°C, i day). The supernatant after centrifuga-
tion was designated as AgHWE or AgCWE. The extracts
were kept frozen at -20°C until use.

Oral Administration to Mice

AgHWE and AgCWE prepared by the earlier-described
method were administered to mice orally for 2 weeks, and
cell count and cell population were determined.

Murine Tumor Model

Solid form tumor: Sarcoma 180 cells (i x io6¡mouse)
were subcutaneously administered to the groin of ICR

mice on day O. AgHWE or AgCWE was orally
administered (p.o.) daily for 35 days. Standard

ß-glucan, sonifilan (SPG) was administered intraperito-
neally on days 7. 9 and i i. After 35 days, the mice were

sacrificed and the weight of the solid tumor was
measured.

eCAM 2008;5(2) 207

Inflammatory Cytokine Production in Primed Mice

Balblc mice were primed with a standard ß-glucan, SCG
(200 J.g!mouse) from Sparas.lis cri.lpa on day 0, and
AgHWE or AgCWE was orally administered daily for
i week. One week later, bacterial Iipopolysm:charide
(LPS, 10 J.g/mouse) was administered intravenously,
serum was collected 90 min after the LPS administration,
and serum TNF-C( and IL-6 expression levels were
measured with ELISA. Antibodies and standards were
purchased from Pharmingen Ltd.

Concanavalin A-Induced Hepatic Injury in Mice

AgHWE or AgCWE were orally administered for several
days in mice. One day after the final administration,
Concanavalin A (Con A) was intravenously administered
to induce liver injury. Interleukin 6 levels in sera were
measured 3 h after Con A administration. GOT and GPT
were measured 24 h after Con A administration.

Clinical Research in Humans

Research was performed on 31 healthy subjects who were
not taking any medication prior to or at the time of the
study. We explained the study to them in writing, and
obtained informed consent to use the test results. The
subjects were divided into three groups, group 2 and
group 3 (total 20 subjects) were administered the

normal dose. and group i (i I subjects) were administered
a 3-fold higher dose (safeiy clinical study group) of
A. brasiliensis.
Group i. For 6 months from May 31 to November 26,

1004, the i i subjects (mean age 43.6:f 12.6 years, male 6,
female 5) were asked to take 30 tablets/day (divided into
three administrations; each tablet contained 300 mg of
A. brasilensis), which is three times the normal dose.
Then, we measured and analyzed the subjective changes
in their condition. liver function (GOT, GPT, y-GTP).
renal function (blood urea nitrogen (BUN), creatinine)
and nutritional status (total protein).

Group 2. For 3 months from April 12 to July 8, 2005,
i 2 subjects (mean age 45.3:f 8. i years, male 9, female 3)
were asked to take the normal dose of 10 tablets/day
(divided into two administrations; each tablet contained
300 mg of A. brasiliensis). Then, we measured body
weight, BMI, percentage body fat, percentage visceral fat
and blood biochemical levels (total protein, blood
glucose, cholesterol, neutral fat, GOT, GPT and y-GTP).

Group 3. For 3 months from May to August, 2005,
8 su bjects (mean age 22.3:f 0.5 years, male 6, female 2)
were asked to take the normal dose, and immune

function (NK cell count, NK cell activity) was measured.
In the measurement of immune function, we divided the
eight subjects into two groups in a double-blind manner,
A. brasiliensis group and placebo group, administered
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10 tabletslday (divided into two administrations; each

tablet contained 300 mg of A. brasiliensis) for 7 days, and
determined NK cell count and NK cell activity in
peripheral blood. After two-month drug withdrawal,

the same study was conducted with the tablets exchanged
(crossover). We analyzed the cell fraction in peripheral
blood and regarded mononuclear cells with
CDrCDI6 +CD56+ as NK cells. Following the usual
method, we measured NK cell activity by 4h 51Cr-release
assay using K562 tumor cells as targets, at an effector/
target ratio (E/T) = 20 or 10 (the mixing ratio of
mononuclear cells and K562 cells is 20 or 10).

Statistical Analysis

Paired (-test was used to evaluate statistical significance.
P,0.05 was considered signilìcant in all analyses.

Results

Chemical Analysis of A. brasilensis KA21 for Safety
Assessment

Before starting animal and human experiments, the
chemical composition and additives were screened.
The chemical composition and nutrients are shown
in Table i. Recently, a major toxic compound of

agaricaceae 'agaritine' has attracted attention by showing
tumor-promoting activity in rats. The agaritine content of
A. brasilensis KA2l was measured and it was as low as
15.3 ppm. Heavy metals, such as lead and mercury were
lower than the detection limit. Three hundred types of
pesticides were measured and none was detected (data
not shown).

ß-glucan content of A. brasiliensis KA21 was
12.4g 100g-i measured by Japan food research labora-
tories. We have already precisely examined the structure
of polysaccharide fractions of KA21, and the major
structure of ß-glucan showing immunomodulating

activity was determined to be ß-I,6-linked glucan with
highly branched ß- i ,3-segment (20).

Vitamin 0 is a well known vitamin of macrofuiigi and
KA21 contained 56.7 pg 100 g-l (=ca. 2250 iv 100 g-I).
Same strain, cultured inside the house did not contain
detectable concentration or vitamin 0 (data not shown).
It is well known that concentration of vitamin 0 is

strongly dependent on sunlight exposure. Vitamin 0
content of KA21 well reflected the i:ulture condition of
outdoor and under the sunlight.

From these data, A. brasilensis KA21 was found to be
chemically and analytically safe for animal and human
studies.

Parameters and Effects on Experimental Animals

Eflèct on Normal Inhred Strains at Mice

For the animal experiments, AgCWE, AgHWE were
prepared and examined. When AgCWE or AgHWE was
administered orally at the dose of 20 mg/mouse to

healthy mice (C3HiHeN) for 2 weeks, cell count in the
thymus was not changed (data not shown), but that in
the spleen was increased in the AgCWE group (Fig. I).

Cells were doubly stained with CD4/CD8tX, o:ß/y,s, or
CD3íB220, and the ratios or cell populations were
calculated after measurement with a flow cytometer.

No notable changes were seen in the thymus (data not
shown), whereas the ratio of CD4+ in the spleen was
increased significantly in the AgHWE group (Fig. I).

Antitlmor ACTivity ot OralÚ' Administered AgCWE
and AgHWE in Sarcoma 180 Transplanted Mice

We evaluated the antitumor effect of A. brasiliensis on
Sarcoma 180 solid tumor, which is the standard system to
measure antitumor effects in mice. Sonitian (SPG) was
used as standard materiaL. Oral administration or

**

HWE eWE
Figure 1. Cell number and population or splenocytcs from AgHWE or CWE p.o. mice. AgHWE. CWE or saline (200J.I!mouse. 1 day. I shot). was
p.o. administered to C3H/HeN mice for 14 days. The splenocyies were collected from each group or mice on day 14. Total cell number was counted
with a hemocytometer (left). CD4jCD8ct were measured by !low cytometory (eighi). The results represent the means:fS.D. 'P.:O.05. "P-:O.OI
comparoo with control by Student's I-test.



AgCWE or AgHWE for 35 days led to the suppression of
tumor growth (Table 2).

ProtecTion against Concanavalin A-Induced Liver Injury
by Orally Administered AgCWE and AgHWE in Mice

The intravenous administration of Con A, a plant lectin,
triggers acute hepatopathy in mice. We administered oral
AgCWE or AgHWE as pretreatment, and thcn assessed
the cffects of Con A on hepatopathy. When 200 III of

Table 2. Antitumor elfcl" of A. hrasilieii.fis cxtracts on solid form of
Sarcoma 180 in fCR mice

Name Dose Times Route CR¡n Tumor weight "I. I-test,"
(mg) mean/SD (g) Inhibition

Control 0/12 8.6:%:.3 0.0

SPG 0.1 3 i.p. 7/11 0.4:f 1.1 95 d).OOI

Control 0/10 15.0:f6.5 0

AgCWE 2 35 p.o. OjlO 9.6:f6.5 -'6 .cO.05

AgHWE 2 35 p.o. Oil 0 7.9:f2.5 47 -cO.OI

Noie: Dose. per mouse; times, day 7. 9. II; CR/n. Numbcr of tumor
free mice/total mouse. SPG, Standard ß-glucan as positive control.
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AgCWE or AgHWE was administered for 7 days as
pretreatment, GOT was found to decrease significantly in
the AgCWE group. A similar trend was seen in the
AgHWE group. When the dose was increased to 600 III
and administration was continued for 7 days, the effect
became more notable (Fig. 2). GPT was decreased in a
similar manner (data not shown). Similar studies were

performed using different fomis of administration and
several mouse lines, and all cases showed a decreasing

trend. Together, the results show that A. brasiliensis
KA2l protects mice from hepatic injury.

Protection of Multiple Organ Failure Induced
by Lipopolysaccharide by Oral Administration of

A. brasiliensis KA21

Next, we investigated cytokine production induced by the
administration of bacterial endotoxin, LPS, an agent that
induces multiple organ failure in severe infections, to
determine the hepatocellular protective effect of AgCWE
and AgHWE. The levels of TNF-C( and IL-6 generated by
LPS administration were decreased in both groups
(Fig. 3). indicating that A. brasilensis controls the level

of cytokine production to protect organs.
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Figure 2. Eflèct of AgCWE or HWE p.o. on Con A-Induced liver injury. (Lcft) AgHWE or CWE (200¡.I!mouse) was p.o. adminisiercd to Balb/c
mic'C for 7 days. Con A (20 mg kg-i) was iv administere on day 7 and the sera were prepared 24 h later from each group of mice. Results are

expressed as ihe mean:f SD * P~0.05 compared wiih control by Student's I-test. (N = 7). (right) AgHWE or eWE (600 ¡.l/mouse) was p.o.
administered to Balb/c mice for 7 days. COli A (20 mg kg-I) was iv administered on day 7 and the saa were prepared 24 h later from each group of
mice. ResuLts are expressed as the mean:fSD '**P~O.OOI compared with conlrol by Student's I-lest. (N=3).
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Figure 3. ElTect of oral A. hrasiliensi.i' on LPS-induced cytokine production. ß-Glucan lSCG. 200 lig/mouSe) was i.p. administered to Balblc mÍL'C on
day O. AgHWE or CWE was p.o. administered 10 these mice for 7 days. LPS (10 iigjmouse) was iv administered as a triggering reagent on day 7 and
¡he sem were prepared 1.5 h later from each group of mice. IL-6 and TNF.Ot was measured by ELISA. Results are expressed as ihe mean:f SD
*P~O.05 compared with control by Studcnt's I-tcst. (left) TNF-Ot. (right) IL-6.
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Clinical Research

Safeiy af A. brasiliensis

Before determining the safety of A. brasilensis KA21,
a normal dose was administered for 3 months to 13 subjects
as a preliminary experiment and measured changes

of general clinical parameters. Mean body weight
(71.2 ~ 70.9 kg), size of waist (85.4 ~ 83.5 cm),
percentage body fat (34.4-33.0%) and BMI (27.8-27.6)
did not show any clinical sign of illncss by taking it.
Thus to precisely detcrmine the safcty of A. brasiliensis
KA21, a dose of three times higher than the normal
dose was administered for 6 months to Ii subjects (group i,
see 'Methods'), and subjective changes in conditions, liver
function, renal function and nutritional conditions were

measured and analyzed. After measuring the biochemical
parameters, we confirmed no statistically significant
ditTerence before and after administration, and no side

effects caused by long-term administration (Table 3).

EIJèct of A. brasilensis 011 Biochemical Parameters related
10 Adiposis and Diabetes

In order to evaluate the effect of A. brasilensis KA21 on
lifestyle-related diseases, the normal dose was administered
to 12 subjects (group 2, see 'Methods') for 3 months

Table 3. Safety or A. hrasi/iemÚ KA21 in human volunteers

Biochemical
parameters

Total protein (gdl-f)

BUN (mgdl-I)

Creatinine (mgdi-fi

GOT (i-l-')

GPT (i-l-I)

-i-GTP (i-l-I)

(N= II).

Berore
(mean:: SD)
7.50 ::0.16

15.81 ::5.93

0.92 ::0.21

18.8::4.75

15.7 ::6.90

35.4::29.6GTP

After
(iiean::SD)
7.41 ::0.25

13.5 ::2.25

0.90 ::0.20

19.8 ::4.40

16.3::4.90

35.9:: 30.1

Statistics
(P-value)
0.31

0.12

0.19

0.10

0.52

0.89
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Figure 4. Effect of A. h/'usilil'sis on body weight. Experimental
protocol was shown in 'Methods'.

and comparison of clinical biochemical data was made.
The results are as follows: (i) Significant decreases were seen
in body weight and BMr (P~O_OI each) after administra-
tion (Figs 4 and 5). (ii) Significant decreases were observed
in percentage body fat (P~O.OI) and percentage visceral
fat (P~O.Ol) aftcr administration (Figs 6 and 7).
(iii) Significant increase was found in total protein level
(P..O.03) after administration (Fig_ 8). (iv) Significant
reduction was seen in blood glucose level (P~O.02) after
administration (Fig. 9).
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Figure S. Effect of A. hru,¡i/iensis on BMI. Experimental protocol was
shown in 'Methods'.
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Figure 6. Effect of A. hra.Û/iensis on percentage body fat. Experimental
protocol was shown in 'Methods'.
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Figure 7. Effect of A. hra,¡i!ieiisis on percentage visceral fat.
Experimental protocol was shown in 'Methods'.



In order to analyze the data more precisely, the
subjects were divided according to total cholesterol level
into a normal value group (T-CHO -e 200 mg/dl) and a

mibyou (slightly sick) value group (T-CHO 2: 200 mg/dl)
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Figure 8. E!feei of A. hraiiliensis on total prolein leveL. Experimental

protocol was shown in 'Methods'.
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Figure 9. EITect of A. hmsiliensi.I' on blood glucose leveL. Experimental
protocol was shown in 'Meihods'.
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for comparison. No change was observed in the
T -CHO -e 200 mg!dl group before and after adminis-

tration, whereas a decrease was seen in the
T-CHO 2: 200 mgjdl group after administration (Fig. 10).

The subjects were divided according to blood neutral
fat level into a normal value group (TG -e 120 mgjdl)

and a mibyou value group (TG 2: 120 mg/dl) for
comparison. No change was observed in the former.
whereas a decrease was observed in the latter after
administration (Fig. i I).

Improvement of Liver lìmciion hy A. brasiliensis

To determin,e liver function, we compared GOT, GPT
and y-GTP values of the earlier mentioned subjects
shown in the previous section. When comparison was
made among all 12 subjects, no differences were seen
before and after administration (Fig. 12). By contrast.
after the subjects were divided into normal and mibyou
according to GOT level, the average value of GOT in the
normal value group (GOT -e25 iv i-I) was found to

increase slightly after administration, whereas that in the
mibyou value group (GOT 2: 25 IU i-I) was found to
decrease after administration, .ilthough the difference was
not statistically significant (Fig. 13). The average value of
GPT was increased in the normal value group
(GPT -e 25 IUI-I) after administration, whereas that in

the mibyou value group (GPT 2: 25 IUI-I) was decreased
slightly after administration, the difference being not
statistically significant (Fig. 14). The average value of
y-GTP was decreased slightly in the normal value group
(y-GTP-e30IUI-I) after administration. whereas that in
the mibyou value group (y-GTP 2: 30 iV i-I) was almost
unchanged (Fig. 15).

Taken together, we determined that both lipid and
blood glucose levels showed a decreasing trend for
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Figure 10. E/lecl of A. ¡'i-si/i£'sis on blood cholesterol level from the viewpoint of Mibyou. Experimeiial protocol wa$ shown in 'Methods'.
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Figure II. EITect of A. hrasilieisis on neutral fat level from the viewpoint of Mibyuu. Experimental proiicol was shown in '\1ethods'.
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Figure 12, EfTect of A. hrasilie/i.is all liver function, Experimental protocol was shown in '\1ethods'.
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Figure 13. Effect of A. hrasilien.,is on liver lùnction (GOT Value) from the viewpoint of mibyou. Experimental protocol was shown in 'Methods'.
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Figure 1.4. Effect of A. hrusileiis;, on liver function (OPT Vallie) from the viewpoint of inibyoii. Experimental protocol was shown in 'Methods'.
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Figure 15. Etfect of A. hrasil;eiisi.i' on liver function (y-OTP Vallie) from thc viewpoint of inibyoii. Experimental protocol was shown in 'Methods'.

lifestyle-related diseases. In addition, an improvement in
liver function was noted.

Modulation of Natural Kiler Cell by A, brasiliensis

In order to evaluate the effect of A. brasiliensis KA21 on
immune function, NK cell number and function were
examined by eight subjects in a double-blinded experimental
protocol shown in 'Methods' (group 3, see 'Methodn.
The normal dose or placebo was administered to
eight subjects for 7 days and NK cell number and activity
in peripheral blood was compared as follows,

Ef.fec( ol- A. brasiliensis on NK Cell Couiit

Comparison of NK cell count before and after admin-
istration, and comparison between the A. brasilensis
group and placebo group were made, and no statistically
significant differences were observed (Fig. 16).
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Figure 16. Comparison of NK cell coiint hetween groups hefore and
atìcr administration of A. hl"silie/lsis. Experimental protocol was shown
in 'Methods'.

Augmentation of NK Cell Activity by A. brasiliensis KA21

Before administration. no significant diflerences were
observed between A. brasilensÜ' group and placebo group
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Figure 17. Effect of A. hrasiliensi.I' on NK cell activity. (Comparison between A. hlazl' group and placebo group). Experimental protocol was shown
in . Methods'.
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Figure is. Comparison of NK cell activity before and after administration of A. brasiliensis. Experimental protocol was shown in 'Methods'.
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Figure 19. Comparison of NK cell activity before and after administration of placebo. Experimental protocol was shown in 'Methods'.

After

(Fig. 17 left). After administnition, there were significant
differences between the two groups, with P -: 0.0 I for the
E/T=20% group and P-:O.OOi for the E/T= 10% group
(Fig. 17 right). Figs 18 and 19 show individual changes in
NK cell activity after administration of A.. hrasiliensis
(Fig. 18) and placebo (Fig. 19) groups. NK cell activity
was increased significantly in A.. hrasilensis groups, with
P-:O.OOI for the EjT=20% group and P-:O.OOI for the
EjT= 10% group. Meanwhile, NK cell activity was not

increased significantly In the placebo group after
administration.

Discussion
Japan is rapidly becoming a super-aging society, and
such issues as decreased workforce. consumption and
tax revenues, and increased international competition



among neighboring Asian nations are emerging. As a
dramatic increase in the number of elderly patients is
inevitable, the social security system is expected to
become financially strained, and patient and consumer
awareness of their rights will be enhanced because of the
increased financial burden levied on them. Whereas
genetic disposition is said to be involved in the

development of lifestyle-related conditions and diseases,
such as diabetes. hyperlipidemia and cancer, several other
factors also determine their development; therefore.

litèstyle is closely related to the development of such
conditions and diseases. On the other hand. there is a

need to reduce the significantly elevated medical expenses
in the future. There are discussions as to whether we
should pay medical expenses to aid people who do not
practice a healthy lifestyle. The number of people who
are not sick yet not healthy, that is, 'in poor health' or
'mibyou', is increasing at an accelerated pace (27,28). It is
diffcult to maintain regular eating habits in stress-laden

daily life. Improvement of diet by consuming functional
foods seems to contribute to the health improvement of
people with poor health, as well as to the prevention of
the development of lifestyle-related diseases.

There are many functional foods in Japan and they are
expensive for customers, thus accurate information is
needed to sefect the best food for each ciistomer. All the
parameters of safety. cost performance, evidence of

function. as well as taste are important to disclose.

Mushrooms have been a part of oriental medicine for
hundreds of years as being beneficial for health. Most
traditional knowledge aboiit the medicinal properties of
mushrooms comes from the Far East, Japan, China,
Korea and Russia. The most striking evidence is that
lentinan from L. edodes, sonilìan from Sclli;op/iyI/Ul1
commune and krestin from Coriorus versicolor have been
approved for anticancer drugs mediated by immune
stimulation. A great many miishroom products are on
the market as health promoting foods, and basic and

clinical researches of these products have been perlormed
continuously (29-41).

Currently, there are 80000 known fungal species in the
world. It is surmised that i 500000 species exist, including
undiscovered species. These fungi are classified by king-
dom, phylumidivision, class, genus and species. Many
fungi are classified into Basidiomycota or Ascomycota,
whereas others are also classilied into the kingdom

Protozoa or kingdom Chromista. Fungi include mush-

rooms, molds and yeasts, which have significantly
different appearance and sizes. As mushrooms are too
large to be considered microorganisms, they are relèrred
to as macrofungi. Lichens of which two or more

microorganisms live in a symbiotic relationship are also
included. Fungi exhibit both the sexual form (for
example, morphology of mushroom) and the .¡sexual
form for regeneration (for example, morphology of

mycelium) and either form is used depending on
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surrounding environmental changes; however, the exis-
tence of both lorms (holomorph) is not known for all
fungi. Their nomenclature is also characteristic. The
background of the discovery of a fungus is reflected in its
name and different names may be given depending on
whether the fungus exhibits the sexual form (teleomorph)
or the asexual form (anamorph) of regeneration. Fungi,
particularly mushrooms, are 'cultivated' and distributed
products, and detailed analysis of their components has
been performed. In the Standard Tables of Food

Composition in Japan (Fifth Edition), 36 loods are
classilIed as 'mushrooms'. The representative nutritional
composition of mushrooms includes fiber, glucose and
sugar alcohols, organic acids, fatty acids. inorganic

substances, vitamins, free amino acids, bitter and pungent
components, flavor components, enzymes, biophylactic
substances, pharmacologically active substances and toxic
components. Moreover, molds and yeasts are related to
some fermented foods. A variety of foods including sake
(rice wine), miso (bean paste), soy sauce, cheese and
katsuobushi (dried bonito) are manufactured with the
help of eukaryotic microorganisms. Fungus produces

many secondary metabolites that are used as drugs or
raw material for drugs, an example of which is penicillin.

As regards edible mushrooms, some are consumed raw,
and cultivated hypha and culture broth are distributed as
supplements after processing. Although they are li'om the
same fungus, there is no proof that they contain the same
components as the cultivated fruit bodies. In the early
1980s, we performed animal studies to compare the
macromolecular components of G. jioililosa fruit bodies,
mycelia and fennented products. That the quantities and
quality of components contained in each extract dillered
considerably was also reflected in the activity (29-32).
Grt/ala jiondosa has been well studied in Japan and in
other countries. Interestingly, the major active compo-
nent differs depending on the study group (33-37).
Comparing mushrooms and mycelia at the product
level, it was found that live fungus differs from dried
products. From the viewpoint of stable supply, the dried
product is desirable, but its components change accord-
ing to the drying method. It is likely that the components
differ if the 'fungal strain' diflers. Thus, one type of
mushroom may vary greatly when processed as food or
other products. When we want to discuss or evaluate
components and phannacologic action, we need to
conduct comparisons under detailed conditions, especially
if we perform animal experiments.
Agaritine (N -(y- L-( + )-glutamyI1-4-hydroxymethylphe-

nylhydrazine) was identified in fruit bodies of cultivated
mushrooms belonging to the genus Agaricus, including
commerce A. bispo/"us ¡ind closely related species (42-46).
4-(hydroxymethyl) benzenediazonium ion that had

mutagenicity is believed to be formed when. agaritine

is metabolized. Agaritine is most prevalent, usually
occurring in quantities between 200 and 400 Jlg g-i as
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fresh weight, IOO0-2500i.gg-i as dry weight in culti-
vated mushroom. Recently, agaritine in A. hrasiliensis
(A. blazei) sample and products was measured. These
samples contained 112-179 i ¡.g g-i of agaritine as dry

weight (47). In the present study, we have detected only
low concentrations of agaritine (15.3 ppm; 15.3 ¡.g g-I)
in the preparation made of A. brasiliensis KA21. This

value was .:1/100 of the quantity of average values of

A. hispor!ls. Agaritine content is known to be signitìcantly
varied depending on processing. Household processing

(e.g. boiling, frying, microwave heating or drying) will
reduce the agaritine content in A. bispor!ls by up to 50%
or even more (48). Also. agaritine has recently been
shown to be degraded oxygen dependent in water

(42,43). There have been long discussing the toxicity
and carcinogenicity of agaritine (44,45). However, the
conclusion is still controversiaL. Toth and co-workers
(46,49-51) undertook the work to assess the possible
carcinogenic activity of the phenylhydrazines and related
compounds in A. hisporus. Their studies indicated
that most of phenylhydrazine and related compounds in
the mushroom are carcinogenic in Swiss albino mice. The
only compound that was tested negative was agaritine,
a tinding that signilicantly muddled the interpretation
of the carcinogenicity data. Also, these studies were the

conservative risk modeL. In the absence of epidemiologi-
cal data, no evaluation of carcinogenicity of agaritine to
hum¡ins could be made.

We have analyzed A. brasiliensis KA21 !ì'om various
aspects and reported the ß-glucan, the enzymes

of polyphenol oxidase. peroxidase and ß-I.3-Glucanase.

ß-glucan content of A. hrasiliensis KA21 was
12.4g 100g-1 measured by Japan food research labora-
tories. We have alrcady precisely examined the structure
of polysaccharide fractions of KA21, and the major
structure of ß-glui.an showing immunomodulating

activity was determined to be ß-I,6-linked glucan with
highly branched ß- 1,3-segment (20). During that study
we have prep¡ired hot water extract, cold alkaline extract.
and hot alkaline extracts and analyzed polysaccharide

structure of all these fractions. Of much interest, all the
fraction showed quite similar structural features that
major linklige is ß-1.6-linked glui.an. From these data,
major polysaccharide component in A. brasilensis is ß-I,
6-linked glucan, and it is consistent with the previous

study. However, we have mentioned that antitumor
activity needs ß- i ,3-linkages in addition to ß- I ,6-linkage
based on the results of the limited chemical degradation

study. However, this conclusion is still temporal and
structural activity relations ncedcd human studies.

This study showed that the fungus is rich in vitamins;
as it is cultured outdoors, it contains detectable

concentrations of vitamin D. Vitamin D is a well-

known vitamin of macrofungi and KA21 contained
56.7¡.g IOOg-i dry weight. In the parallel experiments,
vitamin D was contained lower than the detection limit

(0.7~lg 100g-l) in the mycelium of this fungi cultured in
the liquid medium and the fruit body of A. blazei
imported from China. Much differences of vitamin D in
these products well reflected the culture condition of
outdoors and under the sunlight. Relationship between
vitamin D content and sunlight exposure has been
demonstrated in various macrofungi (52). Based on the
definition in the manual of Health Food Regulation in
Japan, the food containing more than 1.5 pg 100 g-I
(=60rU 100g-l) of vitamin D is defined as the food
i.ontaining high vitamin D content. Considering the rule,
KA21 is the food containing high concentration of
vitamin D. Micronutrients such as vitamins and minerals

promote the metabolism of waste products, carbohy-
drates and lipids via cellular activation, and improved
insulin resistance by decreasing blood glucose. Fiber
and unsaturated fatty acids decrease blood pressure and
promote decholesterolization. KA21 also contained
other micronutrients, thus it is good for health for

variety of reasons.

Meanwhile, in an analysis of the active components in
bupleurum root, a crude drug, we found that polyphenols
polymerized by enzymes have a strong immunoenhancing
effect (53-55). A. brasilensis also has a number of
enzymes related to the polymerization of polyphenols

(23,24). Polyphenols polymerized by these enzymes may
be activc components in this fungus. In our clinical
research, decreases in body' weight, BMI, percentage

body fat, percentage visceral fat and blood glucose level
were noted and a tendency to decrease blood cholesterol
level. blood neutral fat level, GOT, GPT and y-GTP was
observed in the mibyou value group. On the basis of the
earlier results, among the components of this fungus, all
the polysai.harides, enzymes, vitamins and minerals may
be involved in the normalization of biochemical test

results.
This study measured immune function in mice.

When we compared the number and population of
immunocompetent cells after administration of AgCWE
or AgHWE to healthy mice orally for 2 weeks, it was
found that the percentage of spleen CD4-r cells was
increased in the AgHWE group and the number of spleen
cells was increased in the AgCWE group. Furthermore,
both AgCWE and AgHWE showed antitumor eflects and
AgCWE prevented Con A-induced hepatopathy and
suppressed cytokine production induced by LPS.

CD4+- cells are divided into type I helper T cells
(Th I) and type 2 hclper T cells (Th2) based on T-cell
antigen stimulation, and Th I is considered to be a more
important contributor to the antitumor effect. Thl is
thought to inliltrate local sites well, demonstrate strong
cytotoxicity and cytokine production ability, and induce
complete tumor regression by locally inducing CTL,
which has the ability to produce I.FN-y (56-58).

It is likely that the antitumor effect of A. brasilensis

is closely related to the increase in CD4+i cell count.



As changes in immunocytes were demonstrated by the

oral administration of A. brasiliensis in healthy mice, it is
expected that the daily intake of A. brasilensis may have
preventive elTects on immunoregulation failure.

Axariws brasiliensis suppressed organ dysfunction
accompanied by blood with excessively high cytokine
levels, which is related to multiple organ failure. It is
desirable that cytokines be produced at certain levels as
needed. In these models, such as LPS-e1icited cytokine
production, A. brasiliensis controlled excessive cytokine
production (Fig. 3). A. brasiliensis can not only promote
but also control immunity, which is considered a

desirable effect.
Among the effects of A. brasiliensis on immune

function, we examined changes in the ratio of NK cells
to peripheral mononuclear cells and NK cell activity in
humans. Both the A. brasiliensis group and the placebo
group showed no significant changes in the ratio and
number of NK cells to peripheral mononuclear cells after
I-week administration. On the other hand, comparing
the A. brasilensis and placebo groups, NK cell activity
was significantly enhanced by the administration of
A. brasiliensis. When individual cases were examined,
almost all cases showed increasing NK cell activity with
the administration of A. brasilensis, although there were
difTerences in the degree of increase (Fig. 18).

The measurement of NK cell activity has been most
widely used in both animal and human experiments,

because NK cells play a critical role in natural
immunology, and measurement of cytotoxicity is reliable
for evaluation with good reproducibility (5). The immune
function is aftèi:ted by NK cells as well as various
lymphocyte and humoral factors including antibodies,
wmplement and cytokines. There have been several
publications demonstrating products of macrofungi

enhanced NK activity (59-3).
The effect of A. hrasilensis on the degree of N K

cell activity enhancement varied significantly among

individuals. It was recently darified that effectiveness as

well as the appearance of side effects with each

medication were signifii:antly dilTerent in each individuaL.
This is explained partly by polymorphism and the link-
uge of CYP-related genes. a drug-metabolizing enzyme

group (64,65). On the other hand, many causative genes

have been discovered in immunity-related diseases, some
of which are polymorphic. It is possible thut polymorph-
ism may be related to individual differences observed
in the effects of A. brasilensis. Research into receptors

for mushroom components is not extensive. Dectin- I
was rCl:ntly determined to be the receptor for cell wall
ß-glucan, a major component of mushrooms (66-8).
The relationship betwcen polymorphism of the receptor
for pathogens and disease has been elucidated (69,70).
The effects of A. bmsiliensis and receptor gene poly-

morphism may be related. Further analysis is necessary in
the future.
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Through basic and clinical research, we confirmed
that A. brasilensis can help to improve symptoms of
lifestyle-related diseases because of its anti-inflammutory.
antitumor and immunoenhancing effects, and that
A. brasiliensis is a useful health food to treat mibyou
(primary prevention).

Very recently we have experienced recall of one health
food originated from A. brazei, because of inducing

genotoxicity in experimental animals. Ministry of Health,
Labor and Welfare reported it is only the case of one
product and the moJei:ular mechanisms are under

investigation. Based on the clinical examination shown
in this study, KA21 is very safe for human health. Any
adverse effect could not be detected in our study.

We have also stated that content as well as pharmai:o-
logical action is significantly inl1uenced by culture

conditions even in the same lungi, such as vitamin D
content. In addition, proteins may be decomposed during
processing. Much restricted regulation for e,Kh of the
health foods might be needed for increasing human

health. In any case, agaricaceae contained many species
for lunctional foods, thus. much study should be needed
continuously. This study helped to understand the
mushrooms of agaricaceae are very safe and useful for
human health.

Conclusion

(i) In basic research using a mouse model, we
determined that A. brasilensis has antitumor,
anti-inflammatory and hepatoi:ellular protective
effects. It was suggested that the ini:rease in the
number of helper T cells and the enhancement of
NK ceil activity are related to these effects.

(ii) In clinical research on human volunteers, we found
that A. brasiliensis decreased body weight, 8MI,
percentage body fat, percentage visi:eral fat and
blood glucose level significantly, and reduced
obesity. It also decreased blood cholesterol level
and neutral tàt level, normalized liver funi:tion and
activated the immune lunction in mibyou patients
(people with poor health).
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The Mushroom Agaricus blazei Murill Extract Normalizes
Liver Function in Patients with Chronic Hepatitis B
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ABSTRACT

Background: Hepatitis B is a global health problem. Use of complementa and alternative medicine has
been popula among patients with hepatitis B. This I-year open-label pilot study aims to observe whether Agar-
icus blazei Murll extract improves liver function in patients with hepatitis B.

Method: Ths study involved 12 months of clinical observation. Four (4) patients with hepattis B who met
the criteria (1) aged between 20 and 65 years; (2) being Clunese; (3) having been a hepatic B carer (HBAg( +))
for more tha 3 years; (4) alanine amotransferase ::100 IUIL; and (5) not tang lamvudine, a-interferon, or
other drugs for hepatitis paricipated in the study with informed consent. The enrolled patients were given Agar-
icus blazei MuriIl (ABM) extract of 1500 mg daily for 12 months. The level of alanine amnotransferae was
taken as the major outcome measurement.

Results: At the end of the study, the mean level of asparate aminotransferase and alanne amnotrasferase
decreased from 246.0 (:: standad deviation (SDi 138.9) to 61. (:: SD 32.6) IUIL and 151.0 (:: SD 86.9) to

46.1 (:: SD 22.5) IUIL, respectively.

Conclusions: Our initial observation seems to indicate the potential benefit of ABM extract in normalizing
liver function of patients with hepatitis B. Controlled studies with larger samples should be conducted in the
future.

INTRODUCTION of hepatitis B vaccines in vivo. Rich polysacchardes such
as ß-glucans are found to be the main constituents of
ABM.8,9 In view of the beneficial effects of ABM on pa-
tients with hepatitis B observed in our short pilot smdy, we
conducte ths I-year follow-up clical tral to exane

whether ABM extract can improve liver function in patients
with chronic hepatitis B.

Hepatitis B is a global health problem. Use of comple-menta and alternative medicine has been popular
among patients with viral hepatiti. It is desirable to find a
namral product that can help patients with hepatitis B with
abnormal liver function.

Agaricus blazei MuriII (ABM) is a mushroom and nat-
ural foo, which has been used as a health car product for

the prevention of a wide range of illesses including can-

cer. diabetes, arriosclerosis, and chronic hepatitis. It has
been reported that ABM has beneficial effects in fightig
cancerl-3 and vinises,4 improving insulin resistance in type
2 diabetes,S as well as enhcing production of antibodies
by vaccines.6,7 Chen et al.6 have demonstrated that ABM
extract might serve as an adjuvant in improving the effcacy

METHODS

Study design and population

TIs was an open-label pilot smdy with no placebo given
to mach. The tral was conducted from August i, 200
through July 31. 2006 in Taipei Hospita Taiwan. Four (4)
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patients with hepatiti B who met the criteria (1) aged be-
tween 20 and 65 years, (2) being Chinese; (3) having been
a hepatitis B carer (HBAg( +)) for more than 3 years, (4)
alanine aminotransferase :;100 lUlL; and (5) not tang

lamvudine, aintederon, or other drgs for hepatitis parc-
ipated in the study. The protocol was approved by the Hu-
man Ethics Committee of our hospital. Inormed consent
was obtained from all 4 enrolled patients. All subjects were
free to withdraw at any time durg the course of the study.

Preparation of sample and treatmnt

ABM is a health care product popularly used in Taiwan.
Our ABM extract, obtained from Eng Chiao Bio-Technol-
ogy Co. Ltd., Taiwan, were extracted from dred fugal bod-
ies of ABM accordig to the preset standard procedurs with
certificate of analysis given.s The subjects were given one
capsule contaning 500 mg of ABM extract three times each
day for 12 months. Ths capsule was taken 30 miutes af-

ter eating.

Assessment

The level of alanine aminotransferases was used as the
major outcome measurement. Blood samples were taen

from the subjects once every 4 months durng the study pe-
riod. The side-effects and complications were also evaluated

RESULTS

Figure 1 shows the changes in level of asparate amno-
transferases and alanine amnotransferases durng the 12-
month follow-up. Al of these 4 cases received treatment
that involved takng ABM extract.

Case 1, a 38-year-old mae patient, had hepatitis B for 22
year. His initial levels of asparte amotrasferases and
alane amotransferaes were 72 and 127 lUlL, respec-
tively, which dropped to 43 and 63 lUlL, respetively, af-
ter 12 months. Case 2, a 22-year-old male patient. had he-
patitis B for 4 year. His initial levels of asparate
amotransferase and alanine amnotransferase were 125 and

227 lUlL, respectively, and decased to 17 and 18 lUlL,
respetively, at the end of the study period.

Case 3. a 65-year-old male patient, ha been suffering
from hepatitis B for 30 year with abnorm liver fuction.
Both his asparte amnotransferases and alane amno-
transferase levels exceeded 100 lUlL thughout these 30
years. Before the ABM treatment, his initial levels were 132
and 156 lUlL. respectively. No improvement was observed
durg the first 9 months of treatment, but asparate amino-
transferases and alanine aminotransferae levels eventualy
decreased to 69 and 97 lUlL, respectively. i year later.

Case 4 was a 54-year-old woman who had been a he-
patitis B carer for 25 years. General maaise, poor appetite.
and abdominal fullness had been note for I month. Her

serum levels of asparte amnotransferases and alane
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FIG. 1. Changes in levels of asparte aminotransferase and ala-
nine aiolransferases among four cases during 12-month follow-

up.

amnotransferase were high at 275 and 414 lUlL, respec-
tively, before taking the ABM extract. Soon after the treat-
ment, she began to feel bettr with symptoms relieved, and
the levels of asparate amnotransferases and alanine amino-
transferase becam 58 and 67 lUlL, respectively, at the end
of the study.

Adverse effects

No major or mior adverse effects were noted durg the
12 months of ABM treatment. The renal function was also
evaluated and was with normal lits.

DISCUSSION

This I-year clinical observation shows the potential ben-
efits of ABM extract as a supplement for normalzig liver
function in subjects with chronic hepatitis B.

Chronic hepatitis B is an escalatig health problem. The
recmmended treatment regimen incurs considerable ex-
penses, not to mention the side-effects and reduced effcacy
in some patients. The serum level of liver enzmes is an im-
portt marker for evaluating the severity of the disease.
Nonnalzation of liver enzymes in patients with hepatitis B
would imply a better prognosis and reduced chance of de-
veloping other liver diseases.

Ths study observed a significant reduction in the levels
of liver enzymes, which were close to being normized,
among the 4 patients with chronic hepatitis B abnonnalliver
function afer receiving ABM extrt for 12 month. For
cases 1, 2, and 4, the levels of asparate amnotransferase
and alane amotrferase were found to decrease with
time. For case 3, who suffers from chronic hepatitis B and
C, the levels of asparte aminotransferase and alanine



AGARICUS BLAZEr FOR HEPATIT B

amotransferase decreased after 9 months of ABM treat-
ment. Ths can be attbuted to his liver disease being more
serious and complicated. Symptoms of maaise, por ap-
petite, and abdominal fullness in case 4 improved soon af-
ter the patient took the extract of ABM. Since there were no
adverse side-effects or discomfort reported during the study
period, we can consider the ABM extract safe for tag as

a supplement.
Our previous study has demonstrated the benefits of ABM

extract as a supplement for reducing the homeostasis model
assessment for insul resistance in subjects with type 2
diabetes treated with gliclazide and metformn.5 Rich poly-
sacchandes such as ß-glucans are found to be the man com-
pounds of ABM.8,lO ß-Glucans from ABM have demon-
strated antidiabetic activity. 10 Thazolidinediones have been

found to improve peripheral insulin resistace and have been
employed for treating type 2 diabetesy,I2 However, some
adverse side-effects on liver function have also been re-
portd. 12 Hence, ABM can be a possible supplement for ty

2 diabetes with hepatitis B and abnormal liver function.
Use of complementar medicine has been common

among patients with hepatitis B. There is a tradition in Chi-
nese medicine of using the fungus ABM as a medicine.13

The ABM extract was obtaned from dned fugal bodies of
ABM, which has been widely taken as a health care prod-
uct in Taiwan and Japan for year.5.13 ABM is rich in poly-
sacchande, which vitalizes production of interferon and in-
terleuk that prevent virses from entenng the tissue.7 The

benefit of ABM on hepatitis B has ben demonstrted in an
in vivo study.6 The potential beneficial effects of AM for
patients with chronic hepatitis B are worth further explo-
ration in detailed clinical studies.

Despite the encouraging results, our work stiU had limi-
tations, such as the absence of controls and a small study
sample. In fact, this is only an initial clical observation.
Futue research should be performed with welI-designed

protocols.
In conclusion. our initial observation seems to indicate the

potential benefits of ABM extract in normzing liver func-
tion of patients with chronic hepatitis B. Controlled studies
with large samples should be conducted in the future.

ACKNOWLEDGMENTS

We tha all colleagues in Taipei Hospita, Taiwan for
their assistance in the research. Ths study was supportd by
grants from Taipei Hospita. We also than Eng Chiao Bio-
Technology Co. Ltd Taiwan for providing the ABM extract.

REFERENCES

i. Kimura Y, Kido T, Takak T. et al. Isolaton of an anti-an-
giogenic substace from Agaricus blazei Murill: Its antitumor
and antimetastatic actions. Cancer Sci 200;95:758-764.

301

2. Ahn WS. Kim OJ, Chae GT, et al. Natual killer cell activity
and quality of life were improved by consumption of a mush-
room extract, Agaricus blaze; Murill Kyowa. in gynecologi- .
cal cancer patients undergoing chemotherapy. rnt J Gynecol .
Cancer 200;14:589-594.

3. Luiz RC, Jordoo BQ, da Eira AF. et al. Mechanism of anti-
cJastogenicity of Agaricus blazei MuriU mushroom organic ex-
tracts in wild type CHO (K(l)) and repair deficient (us5) cells
by chromosome aberration and sister chromatid exchange as-
says. Mutation Res 2003;528(1-2):75-79.

4. Sorimachi K, Ikehara Y, Maezato G. et al. Inhibition by Agar-
icus blazei MurU fractions of cytopathc effect induced by
western equine encephalitis (WE) virs on VERO cells in
vitro. Biosci Biotehnol Biochem 2001;65:1645-1647.

5. Hsu CH, Liao YL, Lin SC, et al. The mushroom Agaricus
blazei Murill in combination with metformn and gliclazide
improves insulin resistace in type 2 diabetes: A randomized,
double-blind and pracebo-controlled clinical tral. J Altern
Complement Med 2007;13:97-102.

6. Chen L, Shoo HJ, Su YB. Coimmunization of Agaricus blazei
Murin extract with hepatitis B vi core protein through DNA
vacine enhances cellular and humoral immune responses. Int
TmuDopbaracl 200;4:403-4.

7. Nakjima A, Isbida T, Koga M, et al. Effect of hot water ex-
tract from Agaricus blazei MuriU on antibody-producing cells
in mice. Int ImmunopharacoI2oo2;2:1205-121i.

8. Kobaya.~hi H. Yoshida R, Kanada Y, et ai. Suppressing effects
of daly oral supplementaton of beta-glucan extracted from

Agaricus blazei Murill on spontaneous and peritoneal dissem-
inated metastais in mouse modL. J Cancer Res Clin Oncol
2005; i 3 i :527-538.

9. Fujimiya Y, Suzuki Y, Katakura R, Ebina T. Tumor-specific

cytcida and immunopotentiating effects of relatively low
molecula weigbt products derived from the basidiomycete,
Agaricus blazei Murl. Anticancer Res i 999; 1 9(1 A): 1 13- 11 8.

10. Kim YW. Kim KH, Choi il. Le DS. Anti-diabetic activity
of beta-glucans and their enzymaticaly hydrolyzed oligosac-
chardes from Agaricus blazei. Biotechnol Leii 2005;27:
483-487.

1 i. Nolan 11, Lodvik B, Beerdsen p, et al. Improvement in glu-
cose tolerance and insulin resistace in obese subjects treated

with troglitaone. N Engl J Med 1994;331:1188-1193.
12. Fonnan LM, Simmons DA. Diamond RH. Hepatic failure in

a patient laking rosiglitazone. Ann Intern Med 200; 132: 118-
121.

13. Hsu CH. Hwang KC, Chao CL, et ai. The lesson of supple-
mentay treatment with Chinese medicine on severe labora-
tory-confined SAR patients. Am J Chin Med 2006; 134:
927-935.

Addrss reprint requests to:
Chung-Hua Hsu, M.D., Ph.D.

Department of Chinese Medicine
Departent of Health

Taipei Hospital
127 Su-Yuan Road

Hsin Chuang City, Taipei County 242
Taiwan

E-mail: owlherbsêyahoo.com.tw



THE ,JOURNAL OF ALTERNATIVE AND COMPLEMENTARY MEDICINE
Volume 13, Number I, 2007, pp. 97-102
¡¡ Mary Ann Liebert, Inc.
DOl: 10.10891acm.2006.60S4

The Mushroom Agaricus blazei Murill in Combination
with Metformin and Gliclazide Improves Insulin Resistance

in Type 2 Diabetes: A Randomized, Double-Blinded,
and Placebo-Controlled Clinical Trial

CHUNG-HUA HSU, M.D., Ph.D.,I-4 YANG-U UAO, M.D.,2 SU-CHING UN. M.D..2
KUNG-CHANG HWANG, M.D.,3 and PESUS CHOU. Dr.P.H.4

Background: Complementar and alternative medicine use in adult.. with type 2 diabetes is popular. Al-
though most of the herbs and supplements appear to be safe. there is stil insufficient evidence that demon-
strates their definitive beneficial effects. This study was done to determine whether the supplement of Agari-
cus blazei Murill extract improves insulin resistance in type 2 diabetes.

Materials and Methods: This study was a clinical randomized, double-blind. placebo-controlled triaL. Of a
population of 536 registered diabetes patients with 72 subjects (I) aged between 20 and 75 yeas, (2) being
Chinese, (3) having type 2 diabetes for more than i year. and (4) having been taking gliclazide and metfonnin
for more than 6 months were enrolled in this study. The enrolled patients were randomly assigned to either re-
ceiving supplement of Agariciis blazei MurilI (ABM) extract or placebo (cellulose) 1500 mg daily for i 2 weeks.
Homeostasis model assessment for insulin resistance (HOMA-IR) was used as the major outcome measure-
ment.

Results: At the end of the study, subjects who received supplement of ABM extract (n = 29) showed sig-
nificantly lower HOMA-IR index (3.6(standard deviation, 2.5) versus 6.6(standard deviation, 7.4), p = 0.04)
than the control group (11 = 3 i). The plasma adiponectin concentration increased 20.0(standard deviation,
40.7)% in the ABM group after 12 weeks of treatment. but decreased 12.0(20.0)% among those taking the
placebo (p 0: 0.001).

Conclusions: Supplement of ABM extract improves insulin resistance among subjects with type 2 diabetes.
The increase in adiponectin concentration after taking AMB extract for 12 weeks might be the mechanism that
brings the beneficial effect. Studies with longer periods of follow-up should be conducted in the future.

INTRODUCTION able to find a natural herbal medicine that can help boost
insulin resistance but has less undesirable side effects.

The mushroom Agaricus blazei Muril (ABM) is a nat-
ural food. which has been used as a health car product for
the prevention of a range of iIncss including cancer, dia-

betes, arteriosclerosis, and chronic hepatitis. It has been re-
ported that ABM has beneficial effects in fighting can-
cer,6-1O virus. II and Streptococcus pneumonia infection in
mice12 as well as enhancing antibody production of vac-

CIne.13.14 Rich polysaccharides such as ß-glucans are found

to be the main compounds of ABM.I4-17 ß-Glucans from

Type 2 diabetes represents a heterogeneous group of dis-orders characterized by increased insulin resistance. 1

Lifestyle, diet, obesity, and family history of diabetes have
been associated with the development of insulin resistance,
although the molecular pathway remains unknown.2 Thia-
zolidinediones (TZD) have been foùnd to improve periph-
eral insulin resistance and has been employed for treating
type 2 diabetes.3,4 However, some adverse side effects on
liver function have also been reported.5 Hence, it is desir-

lDepartment of Chinese Medicine. Taipei Hospital, Taiwan.
2Deparment of Endocrinology. Taipei Hospital, Taiwan.
3Departllent of Pediatrics. Taipei HospitaL. Taiwan.

4Community Medicine Research Center and Institute of Public Health. National Yang-Ming University, Taipei. Taiwan.
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ABM have demonstrated antidiabetic activity. 17 An animal
model study and a pilot study have both indicated its bene-
ticial effect in type 2 diabetes. Hence, we conducted this
clinical nial to examine whether ABM extract given as a
supplement can improve insulin resistance in type 2 dia-
betes.

RESEARCH DESIGN AND METHODS

Study population

The tral was conducted from July 1, 2005 through De-

cember 3 i. 2005 in the Taipei Hospital, Taiwan. Of a pop-
ulation of 536 registered patients with diabetes, 72 subjects
met with the inclusion criteria: (I) aged between 20 and 75
years; (2) being Chinese: (3) having type 2 diabetes for more
than I year; and (4) having been taking gliclazidc and met-
fonnin for more than 6 months were enrolled in this study;
and exclusion criteria were as follows: (i) aminotransferases
asparate or aminotransferases alanine ::80 IU/L, serum cre-

atinine ::2.0 mgldL; (2) prolacting or pregnant women, hear
failure, acute myocardic infarct, stroke, and heavy injuries;
and (3) any other conditions not suit.'1ble for trial as evalu-
ated by the physician.. The protocol was approved by the
Human Ethics Committee of our hospitaL. Infonned consent
was obtained from all the enrolled patients. The patients
were instructed to maintain an isocaloric diet and their pre-
vious eating habits during the study period. All subjects were
free to withdraw at any time during the course of the study.

Preparation of sample and treatment

ABM is a health care product popularly used in Taiwan.
Our ABM extract samples, obtained from Eng Chiao Bio-
Technology Co. Ltd., Taiwan, were extracted from dried
fungal bodies of ABM according to the preset standard pro-
cedures with certilicate of analysis given. The placebo given
to the control group comprised pure microcrystalline cellu-
lose. The subjects were asked to take one capsule contain-
ing 500 mg of either ABM extract or cellulose three times
each day for i 2 weeks. The capsule was taken with gli-
c1azide 30 minutes before eating and metfoiinin was taken
30 minutes after eating. During the study penod, the sub-
jects should keep taking the same dose of gliclazide and met-
fonnin except when hypoglycemia occurs, in which case the
dose of gliclazide or metfonnin should be reduced immedi-
ately.

Randomization and blindness

All subjects were randomly assigned to one of the two
groups. A random number between 0.0 and 0.99 would be
generated by the computer for each patient. Patient~ with a
random number between 0.0 and 0.49 were assigned to the
group with ABM extract given, whereas those with a ran-
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dom number between 0.50 and 0.99 would be assigned to
the placebo group with cellulose given. The same opaque
capsules containing either dried powdered ABM extract or
placebo (cellulose) were administered to the subjects by a
research assistant blinded to the contents in the capsules. All
patients were treated in the same fashion.

Assessment

Homeostasis model assessment for insulin resistance
(HOMA-IR) (fasting glucose (mmol/L) X fasting insulin
(UI/)/22.51 was used as the major outcome measure-

ment. 18.19 At baseline and after i 2 weeks of treatment, an-

thropometrc measurements, blood pressure, fasting glucose,
hemoglobulin AIC% (HbAIC), insulin, adiponectin and
plasma lipoproteins (triglyceride, cholesterol, choles-
terol-high-density lipoprotein, and cholesterol-low-density
lipoprotein) of both groups were measured. The change (%)
in concentration of adiponectin after the 12-week treatment
was also evaluated.

All measurements were made at 8 AM to 9 AM after an
overnight fast using standardized methods. A sample of
whole blood was drawn and centrifuged at 4°C. and a l-mL
aliquot of serum was rapidly frozen (-800C) for subsequent
honnone analysis. The plasma adiponectin concentration
was mea~ured by a radioimmunoassay kit (Unco Research,
Inc., St. Charles, Missoun). This kit employs the double-an-
tibody/polyethylene glycol technique using 1251-1ableled

adiponectin and a multi species adiponectin rabbit antis-
erium. Plasma insulin levels were measured using a com-
mercially available radioimmunoassay (Unco Research
Inc.). The intra- and interassay coefficienl~ of variation were
3.1 % and 4.9%, respectively. The limit of sensitivity is 0.5
ng/mL.

Statistical analysis

The data were analyzed with SPSS software (version
1 1.5, SPSS Software, Inc., Chicago, IL). Paired ( tests were
used to examine differences within-group at 0 to 12 weeks.
Student t test was used to examine the main outcome. de-
mographic data. and other measurements between group

means. Chi-square test was employed for gender compar-
son between groups. All p values were two-tailed, and the
a level of significance was set at 0.05. We estimated in

power 0.8 that each group required 28 subjects.

RESUL TS

Demographics

Seven subjects of the ABM extract group and five sub-
jects of the placebo group withdrew because of personal rea-
sons. In the end, 60 patients completed the study. Table i
shows the demographic data, fasting serum glucose meta-
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TABLE i. CHARACTERISTICS OF SUBJECS AT BASELINE

Agaricus blazei Placebo control
Muril extract (cellulose)

(n = 29) (n = 31) p vallie

Bas ic data

Gender (male/female) 14/15 l3/18 0.41
Age (years) 57.0 (9.4) 56.4 (12.0) 0.83Time since diagnosis of diabetes (y) 57.0 (9.4) 56.4 02.0) 0.83
Daily dose of gliclazide (mg) 9.1 (7.5) 8.2 (6.6) 0.65
Daily dose of metfonnin (ing) 171.0 (28.1) 175.5 (43.4) 0.64
Body mass index (kg/in2) 1658.6 (557.3) 1690.3 (646.7) 0.84
Waist circumtlex (em) 25.5 (3.1) 27.4 (5.7) 0.11Systolic blood pressure (mm Hg) 131. (16.7) 138.9 ()4.8) 0.08
Diastolic blood pressure (mm Hg) 78.3 (10.6) 82.8 (9.8) 0.10

Fasting serum glucose metabolic factors
Glucose (mg/dL) 181.0 (66.9) 194.6 (57.6) 0.40
HbAlc (%) 8.9 (1.) 9.1 (1.5) 0.55Insulin (UI/L) 10.6 (6.6) 12.8 (17.8) 0.55
HOMA-IR index 4.8 (3.5) 6.3 (9.2) 0.40
Adiponeciin (ng/mL) 15.8 (7.3) 18.4 (7.8) 0.20

Plasma lipoprotein
Fasting trglyceride (mgldL) 160.5 () 14.4) 229.6 (224.3) 0.14
Fasting cholesterol (mg/dL) 181. (42.5) 187.5 (50.2) 0.61
HDL-cholesterol (mg/dL) 43.9 (7.3) 42.7 (8.7) 0.58LDL-cholesterol (mgldL) i 16.6 (38.2) 107.0 (38. I) 0.51Other fasting serum factors
Aminotransferases. asparate (lUlL) 32.4 (19.7) 29.5 (15.6) 0.53Aminotransferascs. alanine (lUlL) 24.5 (I I .6) 24.5 () 0.2) 1.0
Creatinine (mgldL) 0.9 (0.2) 1.0 (0.2) 0.08

HbAlc. hemoglobin Ale; HOMA-IR. homeostasis model assessment for insulin resistace; HDL. high-density lipoproteiii; LDL.
low-density lipoprotein.

bolic factors. plasma lipoprotein, and clinical profies of the
groups at the time of entry. As can be seen, there were no
significant di fferences in all the baseline measurements be-
tween the ABM extract group and the placebo group.

Within-group comparison at 12 weeks

Table 2 shows the within-group comparisons at baseline
and after the i 2-week treatment. According to the analysis
of the fasting serum glucose metabolic factors, the ABM ex-
tract group showed a significant difference in reduced
HbA i C, insulin concentration, and homeostasis model as-
sessment for insulin resistance (HOMA-IR) index as well as
increased concentration of adiponectin. compared with the
initial values. whereas the placebo group showed significant
difference only in reduced adiponectin level compared with
the initial values.

Between-group comparison at 12 weeks

At the end of 12 weeks (Table 2), there were no signifi-
cant differences between the two groups in all the mea-
surements except insulin concentration and HOMA-IR in-.
dex (p = 0.05 and 0.04). Figure 1 shows a significant
difference between the ABM extract group and the placebo
group (p -: 0.001) in tenns of change (%) in plasma

adiponectin concentrations after 12 weeks of treatment.

Adverse effects

Thee subjects of the ABM ex.tract group had hypo-
glycemia-like symptoms; 2 patients had the dose of oral hy-
poglycemia agent (OHA) reduced, whereas 1 patient with-
drew. One subject of the placebo group also developed
hypoglycemia-like symptoms. The dose of OHA was re-
duced and he stayed on i.n the study.

Two subjects of the ABM ex.tract group developed skin
itching, i subject of the placebo group had skin allergy with
papules. and another had nausea and fullness sensation. All
4 of them withdrew. No major adverse effects were noticed.

DISCUSSION

This study shows the benefits of ABM extract supple-
ment for reducing the HOMA-IR index in subjects with type
2 diabetes treated with gliclazide and metfonnin.

Insulin resistance. a common cause of type 2 diabetes,
implies impainnent of insulin signaling in larget tissues. It
has been reported that some OHA might intluence insulin
resisiance.4.5.17.2o-22 To avoid existing confounders and bias,
we examined a homogenous Chinese cohort who had had
type 2 diabetes for more than i year and had been taking
gliclazide and metformin for more than 6 months.
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TABLE 2. CHARAClISTlCS OF SUBJECTS AFR 12-WSEK TRETM

Agaricus blazei Placebo COnIl'l
Muril extract (cellulose)

(n = 29) (n = 31) P i'uliie

Basic data

Daily dose of gliclazde (mg) 168.3 (32.7) 175.5 (43.4) 0.47
Daily dose of metfunnin (mg) 1634.9 (570.4) 1706.5 (635.1) 0.65
Body mass index (kglm2) 25.6 (3.0) 27.7 (5.7) 0.08
Waist circumflex (em) 88.0 (8.4) 92.9 (14.0) 0.11
Systolic blood pressure (mm Hg) 131.2 (16.5) 139.7 (15.4) 0.06
Diastolic bloo pressure (mm Hg) 772 (10.8) 83.2 (10.4) 0.0

Fasting serum gl ucose metabolic factors
Glucose (mg/dL) 182.3 (52.9) 197.9 (55.9) 0.27
HbAlc (%) 8.3 (1.8)* 8.9 (1.7) 0.24
Insulin (UIIL) 7.8 (4.9)* 13.5 (7.8) 0.05
HOMA-IR index 3.6 (2.5)* 6.6 (7.4) 0.04
Adiponectin (ng!inL) 18.8 (10.9)* 16.3 (8.3)* 0.33

Plasma lipoprotein
Fasting triglyceride (mgldL) 141.8 (73.5) 215.5 (207.3) 0.07
Fasting cholesterol (mg/dL) 200.5 (44.7) 192.7 (31.0) 0.44
HDL-cholesterol (mg/dL) 44.4 (7.1) 41.8 (8.8) 0.22
LDL-cholesterol (mgldL) 1.6.4 (46.8) 121.1 (34.8) 0.16

Other fasting serum factors
Aminotransterases. asparate (lUlL) 31.4 (23.4) 31. (15.3) 0.99
Aminotransferases. alanine (I UIL) 24.0 (10.9) 26.9 (14.0) 0.37
Creatinine (mgldL) 0.9 (0.2) 1.0 (0.2) 0.09

Data arc means (SD).
*p 0: 0.05 from baseline to the end (12 weeks) with paired' tests.
HbAlc. hemoglobin A Ie; HOMA-IR. homeostasis mudel assessment for insulin resistance; HDL. high-density lipoprotein; LDL.

low-density lipoprotein.

Many animal model studies have demonstrated the anti-
diabetic activity of ABM.n After an animal model study in
2003 and a pilot study had showed its beneficial effect iii
patienLs with type 2 diabetes, we conducted this clinical trial
to examine whether the supplement of ABM extract im-
proves insulin resistance in patients with type 2 diabetes.
We also evaluated the adiponectin concentration using many
fasting serum glucose metabolic factors to further examine
the possible mechanism of its benetïcial effects.

In this study, subjects who received the supplement of
ABM extract showed a signiticant reduction in HOMA-IR
index (from 4.8 to 3.6), which was much lower than that ob-
served among the control subjects (from 6.3 to 6.6).

It is interesting to note that the subjects who had taken a
supplement of ABM extract for 12 weeks showed a signif-
icant increase in plasma adiponectin concentrations com-
pared with the placebo (cellulose) group (p 0: 0.001) (Fig.
i). Many previous studies have reported that the adiponectin
level might be a major modulator of insulin resistance23 and
predict the development of type 2 diabetes.24-26 Circulating
adiponectin levels in human is positively correlated with in-
sulin sensitivity.23.27 The level of adiponectin appeared to
playa very important role in the regulation of insulin act-
ing and energy homeostasis.27,8 We observed a 20% in-
crease in adiponectin level atter 12 weeks of treatment with
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and placebo (cellulose) group (p 0: 0.(01). CI, confidence intervaL.



AGARICUS BLAZEI SUPPLEMENT FOR INSULIN RESISTANCE

ABM cxtract supplement. This might account for the effect
of improving insulin rcsistance in the ABM extract group.

Our finding reveals that after the I 2-week treatment, sub-
jects receiving ABMextract had a 6.7% reduction ofHbAIC
(from 8.9 to 8.3) and those taking cellulose had a 2.4% re-
duction (from 9. I to 8.9). Although both supplements

showed a similar effect Oil reducing HbAIC with no statis-
tical difference. the results stil had clinical implications. In
the AMB extract group, the decrease in HbA i C could be at-
tributcd to the improved insulin resistance. whereas that in
the control group might be caused by loss of appetite or re-
duced food intake. Although the initiliJ results showed no
statistical difference in HbA J C, treatment of longer dura-
tion might result in significant statistical difference.

As mentioned in our study design. all the subjects should
maintain the same dose of gliclazide and metfonnin during
the study period unless hypoglycemia occurs. During the i 2-
week treatment, 3 subjects of the ABM extract group de-
veloped hypoglycemia-like symptoms; 2 patients had the
dose of OHA reduced and stayed in the study whereas the
other patient withdrew. Although at the end of study there
was no significant difference in the dose of OHA received.
the supplemcnt of ABM extract might have the cffect of re-
ducing the current OHA dose for type 2 diabetes. which is
beneficial to diabetes control. Hence, future studies on ef-
fects of ABM should be alert for hypoglycemia-like symp-
toms.

Although many positive effects of ABM have been re-
ported, most of them were from iii vitro or animal stud-
ies.6-17 To our knowledge. this is the first randomized clin-
ical ABM study. Our results reveal improvement in insulin
resistance by ABM. Although TZD can enhance insulin sen-
sitivity.3.4.29 its toxicity affects the Iiver.s Hence, ABM can
be a possible supplement that has no major adverse effects
and does not result in liver function impainnent, as noted in
this study. Attention must be paid to the 2 subjects of the
ABM extract group who developed skin itching. Clinical ob-
servation of other possible side effects should be made in
future.

Complementary and alternative medicine use in adults
with type 2 diabetes is popular.30-32 Although most of the
herbs and supplemenl~ appear to be safe, there is still in-
sufficient evidence that demonstrates their definitive bene-
ficial effects.31 The ABM extract was obtained from dried
fungal bodies of ABM, which has been widely taken as a
hcalth care product in Taiwan and Japan for years. The ef-
fect of insulin resistance improvement attributed to taking
supplement of ABM extract was demonstrated in our stud-
ies. The beneficial effects of AMB are worth further explo-
ration in detailed clinical studies.

Despite the encouraging results, our work still had limi-
tations, such as short period of study. Future research should
be perfonned with a longer follow-up period and other welI-
designed protocols.

In conclusion, this study demonstrated that supplementa-
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tion with ABM extract improves insulin resistace in type
2 diabetes. The increase in adiponectIn concentration after
i 2-week treatment with ABM extract supplement might be
the mechanism that brings beneficial effect. Studies with a
longer period of follow-up should be made in the future.
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Abstract
Background: To survey cancer patients who consume an extract of the Basidiomycetes Agaricus
blaze; Murill mushroom (Sen-Sei-Ro) to measure their self-assessment of its effects and to develop
an instrument for use in future randomized trials.

Methods: We designed. translated and mailed a survey to 2.346 Japanese consumers of Sen-Sei-
Ro self-designated as cancer patients. The survey assessed consumer demographics, cancer history,
Sen-Sei-Ro consumption, and its perceived effects. We performed exploratory psychometric
analyses to identify distinct. multi-item scales that could summarize perceptions of effects.

Results: We received completed questionnaires from 782 (33%) of the sampled Sen-Sei-Ro

consumers with a cancer history. Respondents represented a broad range of cancer patients
familar with Sen-Sei-Ro. Nearly all had begun consumption after their cancer diagnosis, These
consumers expressed consistently positive views, though not extremely so, with more benefit
reported for more abstract benefits such as emotional and physical well-being than relief of specific
symptoms. We identified two conceptually and empiricaly distinct and internally consistent
summary scales measuring Sen-Sel-Ro consumers' perceptions of its effects, Relief of Symptoms
and Functional Well-being (Cronbach's alpha: Relief of Symptoms. a = .74; Functional Well-Being.
a = .91).

Conclusion: Respondents to our survey of Sen-Sei-Ro consumers with cancer reported favorable
perceived effects from its use. Our instrument, when further validated. may be a useful outcome
in trials assessing this and other complementary and alternative medicine (CAM) substances in
cancer patients.

Background
Complementary and alternative medicine (CAM) is
widely used by patients who are undergoing or have com-

pleted medical treatment for cancer P,2). While conven-
tional therapies, including surgery, radiation therapies

and anticancer drugs, are targeted at tumors, their side
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effects on normal organs may significantly compromise
quality of life during and after treatment. For many
patients, CAM approaches may be pursued in order to
augment conventional modalities' anti-cancer effects, as
well as to reduce treaunent-related symptoms and other
side effects that diminish their quality of life (3-5). While
the distinction between biological end points and the
broader perspective of outcomes research is imponant to
any assessment of oncology practice (6), it is partcularly
imponant when patients use CAM therapy for these less
clearly defined objectives. However, few investigations
have attempted to measure rigorously the goals patients
have in using Ùlese substances and whether they achieve
them. We have learned Ùlat measuring quality of life out-
comes in cancer patients in ways that accurately reflect
their perspectives is challenging (7-91. We found an
opportunity to address this challenge when asked to
design a survey of Japanese users of a widely used CAM
substance, Sen-Sei-Ro.

Sen-Sei-Ro is an extract derived from mushroom, Basidio-
mycetes Agaricus blazi Muril, that has been reported to

have a stable antioxidant actvity (10), as well as antimuta-
genic (11, 12), antitumorigenic (13- 1 61, chemopreventive
(17) and immunostimulatoiy effects (17,18), and
improved quality of life associated WiÙl immunological
effect in a cohort of cancer patients (19). In addition, a

study of the 12,465 residents of Nagano Prefecture of

Japan found lower cancer death rates among mushroom
farmers compared to other residents of the prefecture
(171. Sen-Sei-Ro has been manufactured and marketed in
Japan by Kyowa-S.S.I. since 1991 and, according to com-
pany estimates, has been purchased by as many as
700,000 cancer patients. In previous surveys of its con-
sumers the company has found that improved quality of
life was an important rationale for Sen-Sei-Ro consump-
tion. We constrcted a survey of Sen-Sei-Ro consumers

with cancer to identify patients' demographic and medical
characteristics, patterns of use, perceived benefits and
rationale for use of this product. We also hoped to identify
domains of interest for a patient-reported measure to be
used in a controlled clinical trial of its effects on quality of
life of cancer patients. Such an instrument, once validated,
could also be applied more broadly to measuring the

impact of other CA products taken by cancer patients for
purposes other than specific anti-tumor effects.

Methods
A total of 2,346 Japanese consumers of Sen-Sei-Ro, listed
in the Kyowa-S.S.I. database, were mailed a brief ques-

tionnaire in July 2001. Using a common industr practice
of including questionnaires as product package inserts,
the company had surveyed the consumption habits and
health status of Sen-Sei-Ro consumers in 2000. Consum-
ers who indicated they had cancer were eligible for the

htt://w.biomedcentral.com/14 72-68821/32

present survey. We developed a draft survey instrument in
English, which was translated into Japanese and then
back-translated into English to confirm the preservation
of item definitions. A subsequent round of revisions was
made. The instrument was mailed to current customers
who in the previous survey had indicated that they either
had been treated for cancer or used the product to mitigate
the effects of cancer or cancer treatment.

The questionnaire included 37 items that assessed demo-
graphies (i.e., gender, age, and marital status), cancer his-
toiy, consumption ofSen-Sei-Ro, and its perceived effects.
Cancer status included questions about the primaiy

tumor (i.e., 'Where did your cancer start?") and current
treatment with intravenous chemoÙlerapy, oral chemo-
Ùlerapy or radiation. It assessed consumption by asking
when its use began relative to the cancer diagnosis and
treatment and the amount and duration of use. Seven
questions asked about the extent to which drinking Sen-
Sei-Ro helps to: strengthen one's body so it can fight can-
cer and resist other ilnesses, reduce symptoms of cancer
and the side effects of treatment, cure cancer, feel better
emotionally, and engage cancer spiritually. Finally, two
items assessed motives for use: the importance of one's
own effort in fighting cancer, relative to "what doctors
do," and family support for the notion that drinking it
"wil help me fight cancer."

Respondents' perceptions of more specific effects on qual-
ity of life were assessed by asking about 17 changes they
may have noticed "about your body, how you feel physi-
cally, and how you feel emotionally" since they had been
taking Sen-Sei-Ro. Response options included "better,"
"worse: and "about the same," These items were based

on the previous survey, the clinical exeriences of physi-
cians in Korea who used it as part of their cancer patients'
care (19), and our previous experience in assessing quality
of life in cancer patients. The items were designed to assess
a broad array of treatment side effects and aspects of phys-
ical function and emotional well being.

The analysis was designed to describe consumers' percep-
tions of the quality of life effect of using Sen-Sei-Ro and
explore variation in their perceptions with respect to

demographic and medical characteristics and product
usage. In order to exmine patterns in perceptions of the
effects we conducted a principal components factor anal-
ysis with ortogonal rotation with the 17 individual
effects items. Each item was coded so that increasing val-
ues indicated greater relief from symptoms. The factor
results were then used to explore the definition of distinct,
multi-item scales Ùlat could summarize perceptions of
effects. Following psychometric convention, Ùle Likert
response set was considered and analyzed as an interval
scale (20,2 I I. Such scales would offer increased overall
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reliability compared to reporting multiple individual
items, as weII as alIow a more parsimonious description
of the effects respondents attbute to using Sen-Sei-Ro.

Associations between scale scores and ordered and nonor-
dered categorical indicators of consumer characteristics
and product usage were evaluated by calculating Spear-
man correlation coeffcients, t-tests, and analyses of vari-
ance, as appropriate.

Results
We received completed questionnaires from 782 (33%) of
the sampled Sen-Sei-Ro consumers with a history of can-
cer. The respondents represented a broad range of cancer
patients familar with both cancer treatment and Sen-Sei-

Ro. Slightly more than half were male (53%), 89% were
married, and the median age was 65, with 87% between
51 and 80 years old (range: 31-91). Most respondents

reported a single cancer, but 19% reported two or more
(Table 1). Lung, colon and gastric cancer patients each
accounted for one-fifth of diagnoses. However, patients
with cancers that only or disproportonately affect women
(uterus, cervix, and breast) outnumbered those with diag-
noses confined to men (prostate), 191 (24%) vs. 75
(10%). Although most of these study partcipants were
currently receiving cancer therapy, 37% were not, and
23% were receiving oral chemotherapy, radiation or both,
and 39% were receiving intravenous chemotherapy,
which is usualIy more toxic.

Over 90% of the respondents had used the product for
over 3 months, and over half for more than a year (Table
2). Only 3% of the study participants began using it

Table i: Clinica Charcteristics of 782 Consumen of Sen-Sel-Ro
Who Responded to a Survey

Charteristic Number Percent

Number of cancers reportedOne 632 80.6~ 13 IUThree or more 21 2.7
Where cancer(s) sted~~ in DColon 170 22Stomach I S8 20Liver 127 16Breast 101 13Ovaries 40 SCenrx 29 4Uterus 21 3Prostate 7S 10
Others (name of the organ or a part of body) 62 8
Current treatment
No active treaunent 292 37.4
Receiving oral chemotherapy or radiation only 181 23.2
Receiving intravenous chemotherapy! 307 39.4

htt://w.biomedcentral.com/14 72-688217/32

before cancer was diagnosed, while approximately one-
third initiated use after diagnosis, another third after treat-
ment began and the remaining patients after treatment
was completed. Nearly all used it daily, and 42% drank
more than one pack each day.

These study participants expressed consistently positive
views, though not exremely so, regarding general bene-
fits. Between 62 and 74% said Sen-Sei-Ro helps in various
respects, such as improving strengt to fight cancer and
ameliorating the side effects of treatment (Table 3). How-
ever, only 16% indicated it was a "great help. in building

resistance to illnesses other than cancer, while 31%
strongly endorsed its value in helping spiritualIy to fight
cancer. The study partcipants endorsed two indicators of
motivations for using it. Nearly aII (93%) agreed, and a
majority (51 %) strongly, that relying on doctors alone is
insuffcient, implying they may believe that using Sen-Sei-
Ro represents an important additional personal effort.
Nearly all study participants (85%) also agreed that their
familes think it helps fight the cancer. Although the fam-
ily's reported endorsement of this belief was somewhat
weaker than the consumer's personal endorsement, virtu-
alIy no one rejected it.

Positive and negative effect of Sen-Sei-Ro
The factor analysis of the 17 individual perceived effects
items suggested two distinct construct: Relief of Symp-
toms and Functional Well-being. The first referred to relief
of specific symptoms and was defined by items pertining
to likely side effect of cancer and its treatment (e.g., appe-
tite, weight loss, pain, nausea). The second factor was
defined by perceptions of effects on strengt, vitality, and

emotional well-being. Subsequent evaluation of scales
defined by these two sets of items, including item-scale
discrimination and internal consistency, identified two
items pertaining to effects on sleep and daytime drowsi-
ness that discriminate poorly. That is, they were equaIly
correlated with both scales, and thus were deleted. The
remaining items displayed clear discrimination, correlat-
ing highly with their assigned scale and little with the
other. As a result, we defined two conceptualIy and empir-
icalIy distinct, and internally consistent (Cronbach's
alpha: Relief of Symptoms, a = .74; Functional Well-
Being, a = .91) summary scales of Sen-Sei-Ro study partic-
ipants' perceptions of its effects relative to their cancer
treatment. We present the useful items remaining after
this analysis in Table 4. Scores were calculated by averag-
ing the scores of the constituent items, and thus ranged
from - 1 to + 1, with 0 indicating a perceived effect that was
neither positive nor negative.

Scale scores indicate that study participants reported gen-
eralIy favorable effects as indicated by the positive mean
scores, although the majority of patients reported no
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Characteristic

Table 2: History of Use of Sen-Sei.Ro Reported by 782 Survey Respondents

Number Percent

How long have you been takng "Sen-Sei-Ro?
less thn a month
1-3 months
3-6 months
6 months- I year
More than I year
When did you sta drinking "Sen-Sei-Ro?"
Before the cancer diagosis
At the time of cancer diagnosis (before surgery or chemotherapy)
Aftr stang the treatment (surgery or chemotherapy)

After completion of treatment (surgery or chemotherapy)
What best describes your situation?
Drink it every day (routinely)
Drink while I am undergoing cancer treatment
Drink when I am feeling poorly. tired. and weak)
Drink when I am feeling worried about my cancer)
How many packs do you drink, on the average, per week?
less than 7 packs (less than I/day)
7 packs (I pack/day)

2 packs/day
3 packs/day
4 or more packs/day

(median: more than a year)
9

57
108

172

432
(median: aftr startng treatment)

22
218
266
262

(median: every day)

644
71

22
26

(median: i pack/day)

49
369
195

126

24

1.2

7.3
13.9

22.1

55.5

2.9
28.4
34

34.1

84.4
9.3

2.9
3.4

6.4
48.4
25.6
16.5

3.1

effect either way on most individual items, and net scores
of zero were reported by 26% and 37% for Functional
Well.Being and Relief of Symptoms, respectively. The
product was perceived to be somewhat more effective in
promoting overall well-being (mean = .34, sd = .46) than
in relieving symptoms (mean = .25, sd = .36). The most
frequently reported specific benefits were for emotional
(spiritual) well-being (50%), physical well-being (50%),
energy level (44%), and strengt (41 %), with far fewer
reportng benefit for specific muscle weakness. Large

minorities (30% or more) felt it helped with anxiety or
sadness, depression, daily actvities and socializing with

Table 3: PerceIved Help from Se-Sei-Ro by 782 Survey
Respondents

Percent

How much do you think that drinking
"Sen-Sei.Ro" helps with the following?

No Help Great
help help

A Improves my body strength to fight 5 70 25
cancer
B. Improves my resistance against sickness 10 74 16
other than cancer

C. Helps reduce symptoms of cancer 10 65 24
D. Helps reduce the side effect of cancer 12 67 21
theray
E. Helps with cancer treatment 10 67 24
F. Helps with improving emotional condition 9 66 25
G. Helps me spiritually to fight against 6 62 31
cancer

others. While Sen-Sei-Ro was less frequently seen as effec-
tive in alleviating common symptoms that are side effects
of conventional treatment, a third or more reported bene-

Table 4: Summar Scales of Nodced Effects of Using Sen-Sei-Ro
From 782 Respondents

Treatment Functional
Symptoms Well-being

Item-Scale Correlations i

Ap petite

Maintained or gained weight
lost weight

Feelings of pain
Ability to reduce hair loss or grow hair
Nausea or vomiting

Muscle weakness
Energy level
Physical Stengt
Feelings of tension. worry
Feelings of sadness. depression

Ability to spend time with other people
Ability to work or get chores done
around the house
Overll sense of physical well being

Overall sense of emotional well being

Cronbach alpha

0.50
0.53
0.48
0.54
0.36
0.44
0.39
0.43
0.44
0.38
0.43
0.41

0.46

0.50
0.39
0.74

0.44
0.37
0.39
0.36
0.28
0.38
0.51
0.75
0.73
0.72
0.65
0.70
0.75

0.75
0.70
0.91

i Item-scale correlations. shown in bold face. are corrected of overlap.

Items Included in factr analysis, but deleted from summary scales
because of poor scale discrimination include: falling asleep quickly;
feeling sleepy during the day:
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fits with respect to appetite and maintenance of body
weight. More than 1 in 5 felt it helped with sleeplessness,
pain and hair loss.

on Relief of Symptoms. Surprisingly, current active anti-
cancer treatment did not affect either scale, although
patients who began using the product earlier in their
course tended to report more benefit on Relief of Symp-
toms. The amount consumed each week was not associ-
ated with perceived effects in either domain (data not
shown) .

Perceived effects of using it were associated with gender,
age, and tumor site. Women and those with uterine can-
cers reported better Functional Well-Being, but parallel
trends for Relief of Symptoms did not achieve statistical
significance (Table 5). Younger patients tended to report
more positive effects on Functional Well-Being, but not

Study participants with aggressively treated, poor progno-
sis cancers (lung, gastric and liver) tended to report less

Table 5: Perceived Effect Scale Scores by Charaeristics of 782 Respondents

Relief of Treatment test of association Improve Functional test of association
Symptoms (p value) Well.belng (p value)

(mean scores)

All Respondents 0.25 0.30
Percent reportng no net effece 26% 37%
Sex
Male 0.23 0.25 t
Female 0.27 (0.092) 0.36 (0: 0.01)Age group
20-49 0.30 0.42
50 - 59 0.27 r = -0.03 0.29 r = -0.08
60 - 69 0.23 (0.389) 0.30 (0.016)
70 and older 0.25 0.26
Cancer group
lung, stomach, liver 0.23 F 0.28 F
Colon. breast, uterus, cervix 0.29 (0.060) 0.35 (0.004)Prostate other 0.21 0.15
lung No 0.27 0.32

Yes 0.20 (0.032) 0.26 (0.190)Stomach No 0.25 t 0.29 t
Yes 0.27 (0.379) 0.34 (0.245)liver No 0.26 0.31 t
Yes 0.18 (0.026) 0.23 (0.059)Colon No 0.24 t 0.29 t
Yes 0.29 (0.074) 0.33 (0.295)Breast No 0.25 0.29 t
Yes 0.26 (0.725) 0.36 (0.192)Uterus No 0.25 t 0.29 t
Yes 0.39 (0.075) 0.50 (0.051)Cervix No 0.25 t 0.30 t
Yes 0.26 (0.836) 0.42 (0.159)Prostate No 0.25 t 0.32 t
Yes 0.21 (0.277 0.14 (0.002)History using sen-sei-ro

S 3 months 0.14* 0.22
3 - 6 months 0.24 r(s) = 0.07 0.30 r(s) = 0.04
6 - 12 months 0.25 (0.059) 0.29 (0.251),. 12 months 0.27 0.32
Current tratment
No active treaanent 0.24 F 0.31 F
Oral or radiation therapy 0.26 0.64 0.30 0.973
Intrvenous chemotherapy 0.26 0.30

t: t-test
F: F, analysis of variance.
r: Pearson correlation coeffcient; r(s): Spearman correlation coeffcient.
* Group mean is significantl (p 0: 0.05) lower than means for other groups, which are not significantly different from one another
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benefit than those with less aggressively treated cancers

(colon, breast, uterus or ceivix). Those with prostate can-
cer and other cancers that seldom received chemotherapy
during the survey period reported the least benefit.

Discussion
This survey of consumers of Sen-Sei-Ro who reported a
history of cancer found that nea,rly all began using it after
their cancer was diagnosed, and those who started using it
earlier in their cancer course tended to report greater ben-
efit. Most patients report benefit from consuming this
product and large proportons feel using it is a "great
help." A suivey of people currently using the product by
choice produces a bias toward reported benefit, which our
results reflect, and the relatively low 33% survey response
rate probably increases the bias. However, despite the evi-
dent predisposition in favor of the product and the gener-
ally positive reports for more global benefits from its use,
most of these study participants report little substantial
effect in either direction when queried about specific con-
sequences of cancer or its treatment.

Our findings shed some light on these patients and our
measures. Our factor analysis of items focusing on 17
more or less specific effects indicated two major construct
that characterize study participants' perceptions of pot en-
tial benefits of using Sen-Sei-Ro: relief of cancer and treat-
ment-related symptoms and improvement in overall
functional status and well-being, which fits with previous
studies of cancer patients' motivations for pursuing CA
14,22,23). Like others, we found that improvements in
functional well-being were greater than relief of symp-
toms, suggesting that cancer patients use CAM products
for their effects, rather like a health promoting tonic, in
strengtening their body's ability to recover from the
debility of cancer treatment and support its abilty to fight
against cancer (22,24,25). Our results provide some addi-
tional evidence of the validity of these measures. Younger
patients, women, study participants with longer usage and
thus more time to recover from initial cancer treatments,
and those whose cancers had less poor prognoses and less
aggressive treatment are all generally less symptomatic
and in better overall health, and all tended to report more
benefit by both measures. These results are consistent
with both patients' limited understanding of pathophysi-
ology and the sensitivity of these scales to their tre con-
dition: they felt better and thus able to ascribe benefit to
Sen-Sei-Ro than others exected to be worse off. The still
lower benefit reported by prostate cancer patients may
reflect their better overall well-being and few symptoms
from disease or treatment, providing little potential for
benefit from Sen-Sei-Ro. The 2 scales postulated here
appear sensitive to patient changes in two domains rele-
vant to CAM use and may prove useful as outcome meas-

htt://w.biomedcentral.com/1472-6882n/32

ures in future controlled trials of these substances in

cancer patients.

Previous studies have helped to characterize who is likely
to use dietary supplements, such as Sen-Sei-Ro and com-
plementary and alternative medicine products more
broadly. In studies of cancer patients and other popula-
tions in Nort America and Europe, the probability of

choosing these approaches is greater with female gender,
older age, higher education, lower body mass and indica-
tors of healthy lifestyles, such as frequent exercise, avoid-
ance of smoking, and diets low in fat and high in fruits
and vegetables 126-32). In a large national study in Japan,
Ishihara et aI. reported that 1 1 % of men and 16% of
women used dietary supplements, with use associated
with older age, lower body mass, and frequent exercise, as
well as longer work days (for men), and greater stress (32).
The reasons cancer patients give for using dietary supple-
ments appear to revolve around three main themes, char-
acterized in one study as suiviving cancer (i.e.,
augmenting conventional treatment in fighting cancer),
relieving both cancer symptoms and treatment side-
effects, and repairing or boosting up, which includes
detoxifying the body, boosting immunity and energy, and
enhancing quality of life 122).

Other suiveys of cancer patients have highlighted the goal
of health restoration and promotion. The most common
reasons for using CAM cited by breast cancer patients in
Ontario were to boost the immune system (63%),
increase quality of life (53%), and prevent cancer recur-
rence (43.5%) (4). Large numbers of both women (73%)
and men (56%) in the SEER cohort in western Washing-
ton used dietar supplements, primarily to improve gen-

eral health and well being (95% of supplement users)
(231. However, relatively few cite symptom treatment as
reason for using CAM: 21% mentioned treating side
effects of conventional cancer treatments in the Ontario
suivey, and only 4% of the VA patients gave this reason.
(4) A suivey of cancer patients in the VA found that of the
61 % who took a dietary supplement, 41% cited "energy
increase" as their reason (24 J. When asked about benefits,
40% said it improved overall health, 21% reported
increased energ, and only 9% said dietar supplements
improved symptoms. Yet, an MD Anderson suivey found
that having received chemotherapy doubled the likeli-
hood of its use and was the most common characteristic
of users (25). I-edderson et aI. found that cancer patients'
decisions to use dietary supplements are associated with
more severe treatment side effect and also a stronger
desire for personal control 129).

The distinction between symptom relief and more global
benefits echoes the distinction between the medical
model of combating specific diseases and a more broadly
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understood relationship between diet and health. The
concepts occasionally overlap, as in the well-established
diet-hean theory linking dietary components, especially
fats, to cardiac risk. However, the parallel diet-cancer the-
ory has far less epidemiological suppon, and the concept
of epidemic obesity in the US has apparently been

embraced slowly and fitflly despite the striking data sup-
portng it. The associations between CAM use and the
healthy lifestyle and favorable socioeconomic variables,
including higher educational and income levels, suggest
that the broader concept of diet as a tonic, not a medicine,
prevails in populations removed from severe economic
adversity. As a result, the effects patients expect and per-
ceive from Sen-Sei-Ro may have little to do with medical
specifics such as the panicular cancer diagnosis, the inten-
sity of treatment and how recently it was given.

This distinction is useful for evaluating a substance taken
both to obtain a global benefit, as well as to counter an
array of specific symptoms. For exmple, antiemetic treat-
ment against chemotherapy-induced nausea and vomit-
ing produces quality of life benefits by reducing a specific
noxious symptom com plex that are much greater than the
more global impact of eryropoietin on patients receiv-
ing chemotherapy. The two construct we found corre-
spond to patient goals for CAM identified in other studies.
In another breast cancer patient cohon, CAM use was a
marker of psychosocial distress, which may in pan have
motivated its use (331, since CAM is used more often by
more seriously il patients.

These results imply that patient-based measures of the
effects CAM product must be strongly informed by
patients' explanatory models of cancer "pharmacology,"
which may differ from their physicians', and measure the
outcomes they value, according to their perspectives.
Measures should focus on tonic effects on body strength
and overall function as well as on symptom alleviation. If
dietar supplements are not taken primarily for symptom
relief, patients may not experience and repon it, even if
that is the reason their doctors prescibed the supplement.
The stronger body patients hoped for may resist symp-
toms better, but the patient may consider that a lucky
byproduct, not the main objective.

If the benefits of Sen-Sei-Ro and related products are likely
to be globaL, rather than symptom-specific, investigations
should target broad measures of well-being and systemic

symptoms of anxety or sadness, depression, appetite,
maintaining body weight, daily activities, and socializing
with others, in additional specific symptoms such as hair
loss, nausea and pain. Our use of a 3-item Likert response
set may be improved by using a 5-item scale, which would
produce less granular data with better better statistica
properties for psychometric analyses. We look forward to

htt://w.biomedcentral.com/14 72-68821/32

funher development of this instrument to assess the use of
this and other CAM substances in cancer patients. We plan
to use these results to inform a series of focus groups to
refine and supplement these items, pilot test additional
items, subject the revised instrment to further validation
studies and to use the final validated instrment in rand-
omized trials of the effcacy of Sen-Sei-Ro and other CAM
substances with putative health propenies in cancer

patients, if adequate research funding is available.

Conclusion
Respondents to our survey of Sen-Sei-Ro consumers with
cancer reported favorable perceived effects from its use.
Our instrment, when funher validated, may be a useful
outcome in trials assessing this and other CAM substances
in cancer patients.
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We report three cases of patients with advanced cancer who showed severe hepatic
damage, and two of whom died of fulminant hepatitis. All the patients were taking Agaricus
blazei (Himematsutake) extract, one of the most popular complementary and alternative
medicines among Japanese cancer patients. In one patient, liver functions recovered gradu-
ally after she stopped taking the Agaricus blazei, but she restarted taking it, which resulted in
deterioration of the liver function again. The other patients who were admitted for severe liver
damage had started taking the Agaricus blazei several days before admission. Although
several other factors cannot be completely ruled out as the causes of liver damage, a strong
causal relationship between the Agaricus blazei extract and liver damage was suggested and,
at least, taking the Agaricus blazei extract made the clinical decision-making process much
more complicated. Doctors who are aware of their patients taking the extract may accept it
probably because they believe there is no harm in a complementary and alternative medicine.
When unexpected liver damage is documented, however, doctors should consider the use of
the Agaricus blazei extract as one of its causal factors. It is necessary to evaluate many
modes of complementary and alternative medicines, including the Agaricus blazei extract, in
rigorous, scientifically designed and peer-reviewed clinical trials.

Key words: alternative medicine - AgariCZs hlazei - jillminant hepatitis

INTRODUCTION

Complementary and alternative medicine (CAM) is defined
as a medical intervention which is not taught widely at
medical schools or is not generally available in hospitals (i ).
The use of CAM has become common among many cancer
patients worldwide. A summary of 26 surveys conducted
across 13 counties estimated the prevalence of the use of
CAM at 3 i .4% of all cancer patients, ranging from 7 to 64%
(2). and this market may be growing as fast as 30% annually
in the USA (3).

Despite the modest gains achieved in cancer treatment
with multimodality therapies in the last decade, the majority
of cancer patients with advanced-stage die of refractory and
disseminated disease. Therefore, cancer patients who do not

For reprints and all correspondence: Hirofumi Mukai, Division of
Oncology/Hematology. National Cancer Center Hospital East. 6-5-1.
Kashiwanoha. Kashiwa-shi. Chiba, Japan. E-mail: hrmukai(4)eas"l.ncc.go.jp

improve or feel beneficial effects from ordinary medicine
expect CAM to cure their disease, prolong life, alleviate
symptoms, improve their quality of life and boost their
immune system. They value CAM for its medicinal poten-
tial. Another reason for using CAM is that they are believed
not to have severe toxicities and may have the potential to
control adverse effects caused by chemotherapy.

The great majority of patients taking CAM probably do so
in conjunction with standard cancer therapies and usually do
not stop using ordinary medicine that physicians recommend.
A concern is that these adjunctive practices might pose risks
to patients. There are theoretical reasons for thinking that
some vitamin or herbal medicine might biochemically inter-
fere with chemotherapy or radiation treatments, adversely
alter treatment compliance. or cause side effects such as
hepatic injury (4-6).

Agaricus hlazei (Hímematsutake) is a mushroom-derived
compound and is widely used among cancer patients in

t! 2006 Foundation for Promotion of Cancer Research



Japan. As is the case with other CAM compounds, no scien-
tific evidence supports their safety or effcacy. We report
here three cancer patients who took Agaricus blazei extract
and showed severe hepatic dysfunction.

CASE REPORT

CASE I

A 66-year-old woman with stage I1C ovarian cancer was
scheduled to receive post-operative combination chemother-
apy with cisplatin and cyclophosphamide (CDDP + CPA)
for six cycles. She had no particular past history including
allergic reaction. Following the first cycle of chemotherapy,
she had a fever of 39.6"C and elevation of transaminases

(peak AST:392, ALT:292, T-bil:4.7) was documented
(Fig. 1). Liver functÎon was recovered thereafter. The second
cycle of the chemotherapy was given on the due date and
the same events occurred. She was diagnosed as having
chemotherapy-induced hepatitis and the following doses and
all other medications were withheld. However, the transami-
nase levels continued to fluctuate significantly for unknown
reasons. Her disease recurred 8 months after the operation
but continuing elevated transaminase prevented the suffcient

use of systemic chemotherapy. She disclosed to her doctor at
her terminal stage that she had been taking Agaricus blazei
extract at the time of chemotherapy following her friend's
recommendation. She was advised to withhold its use and
her liver function returned to normaL.

CASE 2

A 58-year-old woman was admitted to our hospital because
of general fatigue. She had had a right mastectomy for
her stage IlA breast cancer 9 months previously and

had received six cycles of cyclophosphamide +
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Figure i. Clinical course of Case I with AST and CA125. Continuous line,
AST; dashed line, CA125; vertical arrow, administrdtion time of the each
cycle of the chemothempy; sol id square. period of taking the Agariciis
blazei extrct.
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doxorubicin + 5FU (CPA + ADR + 5FU:CAF regimen) for
adjuvant chemotherapy. The interval duration from the ces-
sation of chemotherapy to this admission was 3 months.

Upon admission, AST, ALT, i-bilirubin and prothrombin
time were 23 i IU/i, 1226 IU/L, 6.6 mg/dl and 18 s respect-
ively, and no causative factors such as drugs, viruses or
alcohol intake were documented. Recurrence of breast
cancer was not demonstrated. She had started to take
Agaricus blazei extract a few days before her admission. The
liver damage and her level of consciousness gradually dete-
riorated on the day following admission. She subsequently
died with severe liver damage 7 days aftr her admission.

CASE 3

A 48-year-old woman with metastatic breast cancer in the
bone started to receive chemotherapy with doxorubicin and
cyclophosphamide (ADR + CPA). Before the chemotherapy,
serological tests revealed that she was a chronic carrier of
hepatitis B virus (HBV) (positive for HBs antigen and
anti-HBe antibody and negative for HBe antigen) and the
serum transaminase levels were normaL. After three cycles of
the chemotherapy, she complained of appetite loss (National
Cancer Institute Common Toxicity Criteria (NCI CTC)
version 2, grade 2), nausea and vomiting (NCI CTC
version 2. grde 2). She was admitted to the hospital because

of hepatic dysfunction (AST, 5265; ALT, 7365; T-bil, 5.3).
A test for HBV-DNA with a polymerase chain reaction assay
indicated viral replication. She said she had taken Agaricus
blazei extract and no other drugs for several days before
admission. She was diagnosed as having acute hepatitis and
it developed rapidly. She was transferred to another hospital
for plasma exchange therapy but died of fulminant hepatitis
6 days after.

DISCUSSION

We report three cases that showed severe hepatic dysfunction
during the course of cancer treatment or follow-up, two of
whom died of fulminant hepatitis. All of them had episodes
of oral intake of Agaricus blazei extract, but no other con-
ventional or CAM regimens were used. It is indeed diffcult
to clearly identify the Agaricus blazei extract as the cause of
the liver dysfunction, because other causative factors such as
cancer chemotherapy and hepatitis virus cannot be comple-
tely ruled out. However. it should be noted that concurrent
use of the Agaricus blazei extract made the differential diag-
nosis process rather complicated.

In case i, the liver function recovered gradually after the
patient stopped taking the Agaricus blazei extract, but when
she restarted taking the extract, it deteriorated again. This
time course suggests a strong causal relationship between the
Agaricus blazei extract and the liver dysfunction.

The patient in case 2 told her doctor at the time of admis-
sion that she had started taking the Agaricus blazei extract
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several days before admission. No other causative factors
were documented. This episode strongly suggests that the
Agaricus blazei extract induced the fatal liver dysfunction.

The third patient was a chronic carrer of HBV. It has
been weII documented that cancer chemotherapy such as
CHOP (cyclophosphamide + doxorubicin + vincristine +
prednisolone) activates hepatitis B virus replication in
patients in the chronic carrier status (7,8), especially as a
result of high doses of steroid. However, reactivation of hepa-
titis by AC regimen at the standard dose has not yet been
reported. Although the ultimate reason of the severe hepatic
damage could not be known. it cannot be ruled out that the
use of the Agaricus blazei extract might have some adverse
influence on the nonreplicable pha~e of HBV infection.

Some CAM agents have been reported to be toxic and
may interact with other medications (9,10). It has also been
reported that some herbs photosensitize the skin and cause
severe reactions when used in combination with radiation
therapy (9).

In general, patients are reluctant to report their use of
CAM to their doctors (l I). A recent study suggests that phys-
icians are unaware of 80-90% of aII CAM use if the patients
do not directly inform the physician about such practices
(12). Physicians should take the initiative and have discus-
sions about the usage of CAM with their patients. A close
doctor-patient relationship including good communication is
one way to limit the use of ineffective or toxic CAM agents.
saving the patients from abandonment or disinformation.
Especially when unexpected liver damage is documented,
doctors should consider the use of the Agaricus blazei extract
as one of the causal factors for the phenomenon.

In the available studies concerning practitioners of CAM.
it was found that 60% of the providers of such treatments
were medical physicians. The remaining 40% were chiro-
practors, naturopaths, homeopaths, or nutritionists, some of
whom were trained in institutions with marginal academic
standards (13). Physicians who provide CAM should
acknowledge that many CAM lack suffcient safety and
effcacy data.

CAM today represents a medical and social phenomenon
that cannot be ignored and requires the need for proper

research. The broad dissemination of untested therapies is an
unacceptable practice. CAM, including the Agaricus blazei
extract should be evaluated in rigorous, scientifically
designed clinical trials (14).
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Abstract

Extrcts from the mushroom Agaricus blazei Murill (AbM) are used extensively as a non-prescription remedy against cancer
and infections, including hepatitis. We previously demonstrated a potent immunomodulating effect of a particular preparation on
monocytes in vitro, and a protective effect on bacterial ìntections in mice. Here we report the effect on gene expression in
peripheral blood cells from four chronic hepatitis C patients. using global (29 k) oligo-based, single channel mìcroarrays. The viral
load was slightly. but not significantly, decreased after J week of AbM trtment. The cytokine genes most strongly induced in
vitro were not induced in vivo. The more notable changes in mRNA levels were related to genes involved in the G-protein coupled
receptor signallng pathway, in cell cycling, and in transcriptional regulation. The results suggest that the ß-glucans of the extract,
which presumably are responsible for cytokine induction, did not readily enter the bloo, while other components, such as
substances proposed to have anticancer effects. were active in the blood.
(t) 2006 Elsevier B. V. All rights reserved.

Keywordv: AgQ/icus blazei Murill; Microanay; Gene expression; Hepatitis C virus; Cancer; G-protein coupled receptors

1. Introduction

Agaricus blazei Murill (AbM) is widely used for non-
prescript, medicinal puroses. both as an edible mush-
room and in the form of extrcts. According to trdition,
it helps against a variety of diseases, including cancer,
diabetes, arteriosclerosis and hepatitis. In recent years,
considerable research has been carred out to investigate

Abbre,'iatiOlIS: i\bM, Agarieiis blazei Murill; HCV, hepatitis C
virus; GO, gene ontology; HUGO, human genome organisation;
MIAME, minimum infonnation about a inicroarray experiment.
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the putative effects. Several reports indicate posItive

results in the treatment of cancer (i -4), and the immu-
nomodulating potential of extracts seems to be well
documented from in vitro studies, as well as experi-
ments with mice (5- 10). One report found an inhibition
of equine encephalitis virus in cell culture (i i). We have
recently shown that the AbM preparation used in the
present experiments has potent immunomodulating
effccts on human monocytes in vitro (i 2), and protects
against Streptococcus pneumonia infection (13) and
lethal septicaemia (14) in mice. The information listed
above led to an acceptance from the ethical committee to
examine the effect on chronic, non-treatable hepatitis C
virus (HCV) infections in humans.
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AbM extrcts are rich in ß-glucans, which presumably
stimulate the immune system by binding to Toll-like
receptor 2 (TLR2) and dectin-I (CLECSF12) (15,16).
The binding activates MYC88 (15) and causes the induc-
tion of varous cytokines (12). It is not obvious, however,
to what extent the ß-glucans are absorbed by the human
digestive system. One purose of the present study was to
indicate whether the immunomodulating ß-glucans are
trnsferred to the blood by examining the induction of
signature cytokines in blood cells.

Smaller and more soluble ingredients, such as ergo-
sterol, pyroglutamate and fragments of ß-glucans, have
been postulated to be responsible for the antituor acti-

vity (i 7- i 9). Again, by examining blood cells, it might be
possible to find changes in gene expression indicative of
the cytostatic or apoptotic effect., observed in these pa-
pers. Thus, besides investigating a possible beneficial
effect on patients with chronic HCV infection, the present
effort was directed at elucidating changes in the gene
expression of blood cells.

2. Matenals and methods

Five patients (four males, one female, age 46-58 years) were
recruited from the Ullevàl University HospitaL. They had at least
I year ofHCV infection, did not respond to interferon treatent,
and underwent no specific anti-viral therapy (interferon and/or

Gene symbol

(HUGO)

Table I
Select genes with changed expression tollowing AbM treatment

Gene name - description

ribavirin), or other specific medication, durng the la,t 5 months
prior to the curent experiment. The experimental treatment with
AbM extrct (Gold label from ACE Co., Ltd., Gifu-ken, Japan)
was approved by the Norwegian Medicinal ethical committee,
and all patients signed a consent form.

HCV in plasma was quantified using the Quntiplex TV bDNA
HCV RNA Assay version 2 (Chiron, Emeryile, CA). Thc
patients had from 1.5 to 12 million copieslml. They were given
the AbM treatment regime recommended by the manufacturer,
i.e., 20 ml three times a day for I week (Table l). Blood samples
were taken prior to start after 4 days and after 7 days, using one
EDTA vacutainer for plasma and one PAXgcne tube (PAX-
gene'" Blood RNA System, Qiagen). The PAXgene tubes,
which are specifically designed to preerve RNA from bloo for
microaray experments (20), were frozen and kept at - 20°C
until extraction according to manufacturer's recmmendations.
The extrction included DNase treatment. and gave from 3-7 ¡.g
ofRNA. RNA concentration and quality wcre determined using
UV spectrphotometry (Nanollop Technologies, Wilmington,
DE), as well as microcapillar electrophon:sis on a Bioanalyzer
2100 (AgiJent Technologies, Palo Alto, CA). RNA from one
patient was not of suffcient quality for microarry experiments.
Samples from before and after 7 days oftratrent from the other

4 patients were analysed as to gene expression using the Human
Genome SlIey MicroarrdYS V2.0 and the Applied Biosy~1eis
Expression ArrdY System labelling (Applied Biosystems, Foster
City, CA). The arrys included oligos designed to detect the full
complement (29098) of human genes. Labelled RNA and arrys
were hybridized (55 °e, 16 h) on a Stuar Orbital Incubator SI50

Fold p-välue
change

1.7 O.o5
1.3 0.043
1.6 0.03
5.2 0.009
2.6 0.048
5.3 0.021
i .4 0.033

1. O.o 8

1.5 0.001
3.0 0.027
1. 0.024

1.7 0.01
6.8 0.004
4.5 0.016

Up-regiiiated
CDC2LS
CLECSFI4
CRADD
DNASE i L3
HOXAI
IFNARI
MEF2C

NFATC3

PlIT2
PTGIR
RARB

TADA2L
TAFI
UBTF

Cell division cycle 2-like S - cyclin-dependent protein kinase. master switches in cell cycle control. apoptosis
C-type lectin domain faily - cell-cell signallng and roles in inflammation and immune response

CASP2 and RIPKI domain containing adaptor - a death~omain-c()ntaining protein, induce apoptosis
Deoxyribonuclease I-like 3 - mediates the brekdown of DNA during apoptosis
Homeobox Al - a DNA-binding transcription factor belonging to the homeobox genes
Interferon receptor I - receptor for interferons alpha and beta, function as an antiviral factor
MADS box transcription enhancer factor 2 - a transcription enhancer factor also referrd to as myocyte
enhancer faclor 2C
Nuclear factor of activated T -cells .. plays a role in the regulation of gene expression in T cells and immature
th ymocytes

Putative homeodomain transcription factor 2
Prostaglandin 12 receptor - member of G-protein coupled receptor family i
Retinoic acid receptor, beta - a member of the thyroid-steroid hormone receptor superfamily of nuclear
transcriptional regulators. Thought to limit the growth of many cell types by re~,'ulating gene expression
Trdnscriptional adaptor 2 - a transcriptional activator adaptor
RNA p()lymera~e n, TATA box binding protein associated factor _. helps coordinate transcriptional activation
Upstream binding transcription factor, RNA polymerase I

Down-regiiiated
PDGFRA Platelet~erived growth factor receptor -- a cell surface tyrosine kinase receptor for PDGF mitogens 0 0.041
ORC2L Origin recognition complex, subunit 2-1ike - par of complex essential for initiation of DNA replication 0.7 0.036

Fold changes reflect average values in the four patients, a 0 implies that the gene was not at all expressed in the post-treatment samples. The p-values
were calculated by the Feature Subset Selection function in J-Express.
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(Barloworld Scientific, Italy), wa~hed on a Heidolph Duomax
1030 (Rose Scientific, Edmonton, Canada), and subsequently
scanned on a 1700 Chemiluminescent Microarry Analyzer

(Applied Biosystems).
The Quality Check Report for the microarrays gave normal

values. I-Express (21) was used to filter the data, i.e., controls,
flagged spots and spots with signal to noise ~ 3 were removed.
The intensities of the diffrent arrys were normalized using
the Quantile Normalize All Arrays function. The arrays were
grouped as to before or after treatment, and the Feature Subset
Selection ñlnetion (an adopted T-test) was used to find genes
significantly (p~0.05) up- or down-regulated as a conse-
quence of treatment. The lists were transferred to Excel and
subsequently uploaded to GeneTools (http://www.genetools.
microarray.ntnu.no/adb/) for gene ontology (GO) analyses. In
GeneTools the up- and down-regulated genes were compared
as to Biologieal Processes and Molecular Function with the
Target-.Target test, and both lists were compared to the
complete list of expressed genes using the Target-Master test
(based on gene annotations available as of December 2005).
The following internet-based resources were employed to
obtain further information as to gene function: PubGene

(http://www.pubgeue.ol.g/). Panther (https:/!panther.
appliedbiosystems.comi), and GcneCards (http://www.
genecards.org/index.slitml). HUGO gene symbols are prefer-
entially used. The microarray data are submitted to the Gene
Expression Omnibus (htt://www.ncbi.nlm.nih.gov/geo!) with
the accession no GSE3983.

3. Results and discussion

The present clinical evaluation was prompted by recent
positive results for a paricular AbM extrct in mice and in cell
culnire snidies (12-14). One aim was to investigate a possible
role for the extract in the treatment ofHCV patients who failed
to respond to regular trcatment. Although the average (11= 5)

titre of virus was slightly lower after one week on AbM (5.3
compare to 5.8 million copies of virus per ml plasma), the
difference was clearly not significant.

The main purpose, however, was to examine the systemic
effect of AbM when administered orally. Presumably changes in
gene expression of peripheral blood cells would reflect the
impact of substances taken up in the blood. Microarray gene
expression experiments were therefore carred out on samples
from 4 patÏt'lts taken before and after treatment (RNA from the
last patient was not of suffcient quality). The subsequent

analyses concluded that some 14976 genes were expresse in at
least one of the 8 samples, corrsponding to i 3,93 i annotated
genes. Using the Feanire Subset Selection function in I-Express,
a list of220 genes (204 annotated) were found to be significantly
up-regulated (po( 0.05) when comparing after treatment samples
with before treatment; and, correspondingly, 65 genes (58 anno-
tated) were down-regulated. The observation that more genes
were up-regulatt-d compared to down-regulated is in line with
the previous in vitro snidy (i 2), and is, furthermore, expected a.~

medicinal substances are more likely to activate rather than nim
off genes.

1313

The assumed ß-glucan receptors, TLR2 and CLECSFl2
(16,22), as well as the main down-stream signalling protein
MYD88 (15) were expressed in all samples, but not appreciably
changed; with the possible exception of the TLR2 receptor, which
had increased expresion in three patients (the avernge increa~e of

1.3 was not statistically significant). Morever, the cytokines and
other immune related genes that were highly induced in vitro,
such as lL8. lL I B, SCY A4, CCL3. CXCL3 and PTGS2, were not
induced in vivo. The diversity of cells preset in the blood may
mak changes in expression appearing only in certn subsets of
cells. but if the induction offor instace 1L8 and ILl B had been in

the order of magnitude seen in monocytes in culture, the change
should be ea~ily discemable in vivo as welL. Thus, the 1"':"Ult~
suggest that the ß-glucan par of the extract was not tmnsported
into the bloo in appreiable quantities.

Some immunorelated genes were induced in vivo. For
example, the intereron receptor i (IFNARI) was up 5.3 times;
and CLECSFI4, a member of the C-ty lectin domain family

involved in inflammation and immune response, was also
slightly up-regulated. In the GO analyses, the biological process
with the most significantly changed expression profie was the
G-protein coupled receptor protein signalling pathway

(GO:0007 i 86). Genes involved in this process wer overrepre-
sented both in the list of 204 up-regulated genes (i 0/343,

p=0.028) and in the list of 58 down-regulated genes (5/343,
p=0.007). There are many G-protein coupled receptors serving
different functions. including the chemokine receptors. The
results suggested that AbM causes a change in the use of these
signalling pathways.

Another interesting observation was that a large munber of
the genes on the two lists are involved ¡nccll cycling. By
considering the function of each of these genes, it became
appan.iit that those on the up-regulated list would be expected to
work in the direction of either inhibiting cell division or inducing
apoptosis (e.g., CDC2L5, CRADD, DNASEIL3 and RARB);
while those on the down-regulated list would be expected to
stimulate growth (e.g., PDGFRA and ORC2L). It is tempting to
associate this finding with the published positive effects of AbM
extracts on cancer (i -4), possibly related to low molecular
weight substances present in the extrct (i 7-19).

Several genes on the up-regulated list are involved in
transcriptional regulation (e.g., HOXAI, NFATC3, PHTF2,
TADA2L, TAFI and UBTF). Presumably this observation
reflects a change in functional status of peripheral blood cells.

The immunomodulating effect of AbM observed in the
monocyte cell culnire study did not manifest itself in vivo,
possibly bt.'Cau~e the ß-glucans presumed to be the main agent
responsible for this effect were not readily absorbed from the
intestines. It should also be noted that most of the work
concerning immunomodulating and anti-infection effects were
either done in vitro or in mice (6-9, i 1,13,14,23). In the present
study we used the dosage suggested by the manufacnirer. the
quantity typically used on mice may be relatively larger, or the
uptake of ß-glucans more effcient. The present results do not
warrt recommendation of AbM for the treatment of HCV

infections. The induction of the interferon rei'eptor(IFARI) is,
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however, intrguing. An increase in this receptor may be useful
for patients who do not respond to interferon treatment.
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Use of complementary and alternative medicine
by patients with urologic cancer: a prospective
study at a single Japanese institution

Abstract Objectives: We prospec-

tively evaluated the prevalence and
predictors of complementary
medicine (CAM) use among Japanese
patient'! with urologic cancer I year
after diagnosis. Patients and
methods: A total of 349 patients
with newly diagnosed urologic cancer
answered a self-administered
questionnaire on CAM use i year
after diagnosis. General-health-related
quality of life (GHQL) of the patients
was also assessed at diagnosis and
i year after diagnosis using the
Medical Outcome Study Short Form-
36 (SF-36). The overall prevalence,
tyes of CAM used, and costs of
CAM were assessed. The effects of
several variables including GHQL at
baseline and i year after treatment on
the prevalence of use of CAM were
evaluated. Results: A total of 164
respondents (47%) admitted using
some type of CAM, of which 73
(45%) had used multiple types.

Introduction

"Health food," in particular extract
from Agaricus blazei, was the most
common type of CAM used. CAM
users had significantly lower scores
for social function, general health
perception, and vitality domains than
CAM non-users I year after diagno-
sis. This tendency was more marked
in users of multiple types of CAM.
Conclusions: "Health food,"
including extract from A. blazei, was
the most commonly used CAM in
Japan. The prevalence of CAM use
did not differ between patients with
prostate cancer and those with
urologic cancer other than prostrate
cancer. CAM users, especially those
who used multiple types ofCAM, had
lower GHQL scores than non-users of
CAM.

Keywords Urologic cancer'
Alternative medicine' Health survey'
General-health-related quality of life'
Epidemiology

In the United States, "alternative" or "complementar
medicine" (CAM) is defined as the set of treatments whose
effcacy has not been proven by the National Institutes of
Health Offce of Alternative Medicine. This type of med-
icine has gradually gained attention worldwide since the
study by Eisenberg et al. (i). Recently, many studies have
been conducted to elucidate the prevalence of use of CAM
by patients with urologic disease in several western coun-

tries (2-10). However, all such studies included only pa-
tients with prostate cancer, and no study determined the
prevalence of CAM use in patients with types of urologic
cancer other than prostate cancer. Furthermore, most of
such studies were pedormed in cross-sectional fashion.

In this prospective study, we attempted to determine the
prevalence of CAM use in patients with urologic cancer,
including renal cancer, renal pelvic cancer, ureteral cancer,
bladder cancer, prostate cancer, and testicular cancer, i
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year after diagnosis. We also attempted to elucidate the Result
factors affecting CAM use.

Patients and methods

From October 2000 to December 2003, a total of 5 1 1
patients who were newly diagnosed with urologic cancer
underwent treatment at Kurashiki Central HospitaL. In this
group, patients with highly advanced cancer and those un-
aware of being diagnosed with cancer were excluded,

leaving 450 patients as candidates for inclusion in this
study. We explained the main purpose of this study to these
patients and obtained their informed consent. No financial
reimbursement was given to the patients for filling out the
questionnaire.

For assessment of general-health-related quality of life
(GHQL), the Medical Outcome Study Short Form-36 (SF-
36) (II) Japanese version 2.0 was used. This questionnaire

consists of 36 self-administered questions that quantifY

GHQL using eight multi-item scales, physical function
(PF), role limitations due to physical health problems (RP),
bodily pain (BP), general health perception (GH), vitality
(VT), social function (SF), role limitations due to emo-
tional problems (RE), and mental health (MH). The eight
scales were scored separately from 0 to i 00, and their
scores were used for companson between the two groups.
The scores were adjusted for companson with the general
population, with a score of 50 representing normal function
and a standard deviation of 10 points. In this questionnaire,
a higher score represents a better quality of life. It was
tmnslated into Japanese and its validity and reliability were
tested by Fukuhara and Koshinski (12) in a Japanese

population chosen randomly from different generations.
This questionnaire was administered to the patients just
after cancer diagnosis and i year after diagnosis. A seven-
item self-administered questionnaire on CAM, which was
used in our previous study (13), was also distributed to
patients 1 year after diagnosis. The tyes ofCAM followed
the items used in our previous study (i 3), except for the
addition of the item on "health foods." Other medical

information was extmcted from charts.
The effects of age at diagnosis (69 years or younger

versus 70 years or older), gender, calendar year at diag-
nosis, type of disease (prostate cancer versus others), dis-
ease stage (localized versus metastasized), disease status
1 year after diagnosis (no evidence of disease plus stable
disease versus progressive disease), marital status, family
structure, patients' income, and patients' final educational
status, and eight domains of the SF-36 at baseline and 1
year after diagnosis on the prevalence of use of CAM, use
of at least one type of CAM and use of multiple types of
CAM, were analyzed.

Student's t test or chi-square test was used for statis-
tical analysis. P values of less than 0.05 were considered
significant.

Demographic characteristics

Of the 450 eligible patients, 349 (78%) answered the ques-
tionnaire. The patients' characteristics are shown in Table i.
Almost half of the patients had prostate cancer alone. Small
proportions of the patients had metastatic disease or were
not living with spouse. Sixty percent of patients had retired
or had no current occupation. Among the eight domains of
the SF-36, PF at I-y after diagnosis was significantly lower
than that at baseline (44.8 versus 46.8, p=0.029), and MH
at I-y after diagnosis was significantly higher than that at
baseline (51. 7 versus 49.1, p=O.OOI).

Overall prevalence of CAM use

A total of 164 (47%) of the 349 patients had used some
type ofCAM. Thirt-three of these 164 patients (20%) had
already begun to use CAM before cancer diagnosis. Twen-
ty-one (13%) and 26 patients (16%) began CAM use with-
in 3 months after initiation of our treatment and 3 months

Table 1 Patients characteristics

Age Median 69

(range 2 1-92)

Gender
Type of disease

.:70:~70 years 195:154
Male:Female 302:47
Prostate cancer alone 171
Bladder cancer alone 84
Renal cancer alone 55
Upper urinary tract cancer alone 23 _

Testicular cancer alone 6
Double urologic cancer 9Yes:No 24:325
No or stable:progressive 279:70

Metastasis
Disease status I-y
after diagnosis

Spouse living
together

Other family living Yes:No
together

Income (year)

Yes:No 31 i :38

176:173

Final education

No or retired
.:5,000,000
5.000.000::10.000,000
~i 0,000,000
No answer
No university training
University training
No answer

211

49
34

13

42

252
57

50
123

i 10

116

Calendar year

at diagnosis
2000-200 i
2002
2003
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Table 2 Types of CAM used

Types of Total Percent No. of

CAM no. of among all patients
CAM CAM using
used used (%) CAM

Healthy food 187 64 119
Extract from 52 18 52
Agaricus blazei

Propolis 21 7 21

Extract from 16 5 16
Curcuma longa

Others 103 35 61
Vitamins 35 12 35
Oriental herbal 16 5 16
medicine

Massage 13 4 l3
Prayer or religious 7 2 7
piactice
Dieta adjustments 5 2 5
or fasting

Chiropractic therapy 4 I 4
Magnets 4 i 4
Others 22 8 21
Total number 293 100 164

Percent
among
CAM
users (%)

73

32

13

10

37
21

10

2

2

13

100

after initiation of our treatment or later, respectively. Fift-
one patients (31 %) did not indicate the time of initiation
of CAM use.

Types of CAM used and Costs of CAM

Of the 164 patients who had tried CAM, 73 (45%) had used
multiple types of CAM. Table 2 presents a summary of
types of therapies used and costs per month. The most
commonly used therapy was "health food", which 1 1 9
patients (73%) had tried. Following "health food," vitamins

Table 3 Prevalence of CAM users

were the second most popular tye of CAM, used by 35
patients (21%). Extract from Agaricus blazei, a type of
mushroom, was the most commonly used "health food"
by 52 patients (32%). Propolis and extract from Curcuma
longa followed, used by 21 (13%) and 16 (10%) patients,
respectively. Fifty-nine percent of patients had spent
¥1,000-50,000/month for CAM.

Predictors of CAM use

8

4

Most varables tested-including age at diagnosis, gender,
calendar year at diagnosis, type of disease, disease stage,
disease status i year after diagnosis, marital status, family
structue, patients' income, and patients' final educational
statu-had no impact on the prevalence of CAM use
(Table 3). On the other hand, users of CAM had signif-
icantly lower SF, GH, and VT scores than non-users 1 year
after diagnosis (Fig. 1). When we compared the 73 patients
who used multiple types of CAM with the other patients
who used no or only a single type of CAM for scores on
the SF-36, SF, RE, and MH at baseline and RP, SF, VT,
BP, and RE 1 year after diagnosis were significantly lower
in the former patient group than in the latter (Fig. 2).

3

Discussion

Several studies on the prevalence of CAM use by patients
with prostate cancer have recently been reported (2-10,
13). Generally, 18-43% of the patients were reported to use
some type of CAM at the time these studies were being
performed. In the present study, 47% of patients with pros-
tate cancer admitted using some type of CAM. The type
of CAM most often used was "health food," including
extracts from A. blazei and C. longa, and Propolis. This
tendency of prevalent consumption of "health food" as a
type of CAM is characteristic of Japanese patients, since
recent studies using large patient populations from the
United States, Canada, and Austria reported that the most

Categories Users of Multiple CAM

Age
Gender
Type of disease
Metastasis
Disease status I-y after diagnosis
Spouse living together
Other family living together
Occupation
Final education
Calender year at diagnosis

~70:~70 years
Female:Male
Prostate cancer:Others

Ycs:No
No or stable:Progressive
Yes:No

Yes: No
No or retired:lncumbent:No answer
Below university:University:No answer
2000-2001 :2002:2003

CAM users

91 (47%):73 (47%) 46 (24%):27 (18%)

26 (55%): 138 (46%) 12 (26%):61 (20%)
81 (47%):83 (47%) 34 (20%):39 (22%)

13 (54%):151 (46%) 9 (38%):64 (20%)

131 (47%):33 (47%) 60 (22%):13 (19%)

146 (47%):18 (47%) 66 (21%):7 (18%)

79 (45%):85 (49%) 40 (23%):33 (19%)

89 (42%):50 (52%):25 (60%) 38 (18%):23 (24%):12 (29%)
112 (44%):30 (53%):32 (64%) 45 (18%): 14 (25%): 13 (26%)
61 (50%):50 (45%):53 (46%) 24 (20%):28 (25%):21 (18%)
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Fig. i SF.36 at baseline and

Baselinel-y after diagnosis. CAM users
(solid liiie) versus nonusers
(dashed liiie). *¡rO.05 54

52

50

48

46

44

PF RP BP GH VT SF R£ MH

1- Y after diagnosis
54

52

50

48

46

44
PF RP BP GH VI SF R£ MH

Fig. 2 SF-36 at baseline and

Baselinel-y atìer diagnosis. Users of
multiple types of CAM (solid

54line) versus nonusers plus users
of a single type of CAM

52

50

48

46

44
PF RP BP GH VT SF R£ MH

1-y after diagno~is
54

52

50

48

46

44

42

40
PF RP BP GH VT SF RE MH
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commonly used types of CAM were saw palmetto, sele-
nium, and vitamins, especially vitamin E (5, 6, 8). Also, in
our previous study, extracts from A. blazei and C. longa,
and Propolis were the types of CAM most commonly
used, and were classified as "herbal medicines" (J 3). Pop-
ular types of CAM appear to differ from countiy to coun-
tiy, as Chinese, Hawaiian, and Korean studies have shown
(14-16).

The present study revealed another importnt finding:
that the prevalence of CAM use was the same for patients
with prostate cancer as tòr those with urologic cancer other
than prostate cancer. Previous studies considered only
patients with prostate cancer, and no data were available on
the prevalence of CAM use in patients with other urologic
cancers, including renal, bladder, and testicular cancers.
Our patients with non-prostate urologic cancers most com-
monly used "health food," like those with prostate cancer
(data not shown). Since saw palmetto, one of the most
commonly used types of CAM in western countries, is
considered prostate-specific, it is unknown whether the
prevalence of CAM use in patients with other urologic
cancer is similar to that in patients with prostate cancer in
these countries.

Most of the varables tested in the present study had no
impact on prevalence ofCAM use. Among these variables,
gender, disease stage, patients' income, and final educa-
tional status have been frequently reported as predictors of
CAM use (1,5, 7, 8, J 7-21). Although our study did not
detennine the predictive values for these variables, our
observation was not conclusive. Since only small portions
of our patients were female, had metastatic disease, or had a
current occupation, there was considerable bias in the
analysis of predictors ofCAMuse. Patients with metastatic

disease used multiple types of CAM marginally more fre-
quently than those without it (p=0.07). The Japanese

school system changed fundamentally in 1947, and the
educational system before this revision cannot be simply
compared with the new system, which follows the western
educational system. This makes analysis of the relationship
between prevalence of CAM use and final educational sta-
tus veiy diffcult.

Various aspects of general-health-related quality of life
(GHQL), which were assessed using the SF-36, were sig-
nificantly related with CAM use. Lower GHQL, especially
at I-y after diagnosis, was a positive predictor of CAM
use. This finding is compatible with those of most pre-
vious studies of patients with breast cancer (21-23), pros-
tate cancer (8, i 3), or other types of cancers (20, 24). This
tendency of lower GHQL became even markedly stronger
for patients who desired to use multiple types of CAM.
Burntein et al. (22) reported that choice ofCAM could be
viewed as a 'marker for distress', and Moschen eta!. (21)
reported that a subgroup of patients using many types of
CAM appeared to have considerable adjustment problems.
On the other hand, Davidson et al. (25) reported that cancer
patients who opted for CAM had higher levels of fighting
spirit and anxious preoccupation. Overall, our observations
and those of others suggest that use of CAM strongly
depends on the psychological characteristics of individual
patients, regardless of other contexts including disease
stage and status. The psychological stresses on cancer pa-
tients who opt to use CAM need to be evaluated.
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Natural killer cell activity and quality of life were
improved by consumption of a mushroom extract,
Agaricus blazei Murill Kyowa, in gynecological
cancer patients undergoing chemotherapy
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Abstract. Aim W-S, Kim D-J, Chae G-T, Lee J-M, Bae S-M, Sin J-I,
Kim Y-W, Nainkoong S-E, Lee IP. Natual killer cell activity and quality of
life were improved by consumption of a mushroom extract, Agaricus blazei
Murill Kyowa, in gyecological cancer patients undergoing chemotherapy.
Int J Gynecol Cancer 2004;14:589-594

A mushroom extract, Agaricus blazei Muril Kyowa (ABMK), has been
reported to possess antiutagenic and antituor effects. Here, we inves-

tigate the beneficial effects of ABMK consumption on immunological
status and qualties of life in cancer patients undergoing chemotherapy.
One hundred cervcal, ovaran and endometnaI cancer patients were
treated either with carboplati (300 mg/m2) plus VPl6 (etoposide,
100 mg/m2) or with carboplatin (30 mg/m2) plus taxol (175 mg/m2)

every 3 weeks for at least three cycles with or without oral consumption
of ABMK. We observed that natural kiler cell activity was significantly
higher in ABMK-treated grup (ANOVA, It = 39, P ~ 0.002) as compard
with nonrreated placebo group (n = 61). However, no significant difference
in Iymphokine-activated killer and monocyte activities was observed in a
manner similar to the count of specific immune cell populations between
ABMK-trated and nonrreated groups. However, chemotherapy-
associated side effects such as appetite, alopecia, emotional stabilty, and
general weakness were all improved by ABMK tratment. Taken together,
this suggests that ABMK tratment might be beneficia for gynecological
cancer patients undergoing chemotherapy.

KEYWORDS: alternative therapy, Agaricus blazei Muril Kyowa, gyecological

cancer, quality of life.

Gynecological cancer is an important cause of death

in women worldwide. In particular, cervical cancer is
caused mostly by infection with a high-risk group of
human papilomavirus (HPV)(1-3). In particular, two
HPVoncogenic proteins, E6 and E7, playa critical role
in inducing cervical cancers by interacting with p53
and pRB for the inactivation of these cellular regula-
tory proteins, respectively(4,S). Multimodal chemo-
therapy is one of the therapeutic modalities for the

patients with cervical cancer. Ovarian cancer is also a

Addres correspondence and reprit reuests to: Dr Woong-Shick Ah,
llIID, PhO, Department of Obstetrcs and CynL'Cology, College of
Medcine, The Catholic Uiúversity of Korea, .55 BapoDong
SehoKu, Seoul 137-04, South Korea. Email: ahwsq)atholic.ac.kr
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highly lethal disease. Owing to an asymptomatic
course of early disease stage, most ovarian cancers
are diagnosed at an advanced stage. This is related
with poor prognosis for ovarian cancers. Despite great
progress in treating gynecological cancer patients in
the last three decades, recurrent or persistent cancer
has been problematic. Chemotherapy has made a
significant advance in the treatment of cancer
patients. However, chemotherapeutic agents cause a
variety of severe and lie-threatening side effects, such
as severe immunosuppression and bone marrow
depression, adding more importance to developing
any regimens for reducing side effects of the
chemotherapy.

A mushroom extract, Agaricus blazei Murill Kyowa
(ABMK), has been reported to have antimutagenic
effects(6). Furthermore, ABMK possesses tumoricidal
and immunopotentiating effects (7-11). In one study,
intra tumoral injection of the A. lJlazei extract resulted
in the infitration of natural kiler (NK) cells in the

tumor sites and increased NK cell activity in ani-
mals(7,12). Its major component, D-glucan, has been
ascribed to these antitumor properties(7.8,io,l1). At pre-
sent, ABMK is consumed as a food or tea worldwide
due to its expected medicinal properties.

In this study, we evaluated whether ABMK consump-
tion might have any beneficial effectS in gyecolo-
gical cancer patients undergoing chemotherapy with
either carboplatin (300mg/m2) plus VP6 (etoposide,
100 mg/m2) or carboplatin (300 mg/m2) plus taxol
(175 mg/m2) in our clic in the deparent of obstetrics
and gyecology, Kangnam St. Mary's HospitaL. We
observed that ABMK exerted some positive effects on
innate NK cell activity and, in general, on the quality
of life in patients undergoing chemotherapy. Ths

clincal finding suggests tht ABMK consumption
might be beneficial for maintaining immune activities
as well as the quaity of life in gyecological cancer

patients undergoing chemotherapy.

Materials and methods

Cohorts

One hundred gynecologic patients who visited the
Department of Obstetrics and Gynecology, Kangnam
St. Mary's Hospital (Seoul, South Korea) in the 3-year
period from 1999 to 2001 were recruited for this
investigational triaL. The patients were randomized
for treatments with ABMK and placebo in a blinded
fashion. The details of patients are summarized in
Table 1.

.. 2004 ICCS, International fo/mial of Gynecoiogicil Cancer 14, 589-594

Tablet. Details of patient information

Number of patients
Age (years)

Median
Range

Diagnosis

Cervical cancer
la, b
lIa, b
lIa, b

Ovarian cancer

la, b
I/a, b
J/a, b

Endometrial cancer

100

52
26-79

Number of patients

61

18
32
11

35
3
8

24
4

Treatment Number of patients
ABMK

Carbo-VPl6
Carbo-taxol

Placebo
Carbo-VP16
Carbo-taxol

39
29
10
6t
39
22

ABMK, Agaricus blaze; Miirill Kyowa.

Therapeutic regimen

Patients were trated with either carboplatin (300 mg/
m2) plus VP6 (etoposide, 100mg/m2) or carboplatin
(300mg/m2) plus taxo! (175mg/m2) every 3 weeks
for at least three cycles with or without daily oral
consumption of ABMK (three packs/day, one pack
per time, obtained from K yowa Engineering Co.,

Tokyo, Japan). Subsequently, the patients were bled
1 day before first chemotherapy, and 1 day before
second chemotherapy. The patients tested were under
primar-line therapy. The activities of NK and !ympho-
kie-activated killer (LAK) cells and the counts of white

blood cells (WBCs), lymphocytes, monocytes, CD3+,
CD4+, CD8+, CD48+, and CD56+ cells, as well as
H202 production levels of monocytes were analyzed.

The number of immune cells

WBCs, lymphocytes, and monoctes were counted

using an inshument, XE-2100 (Sysmex, Kobe, Japan).

The counts of CD3+, CD4+, CD8+, CD48+, and CD56+
cells were analyzed by fluorescence-activated cell sorter

(FACS) anlysis. Fluorescein isothiocyante (FITC)-
labeled monoclonal antibodies specific for human CD3,
CD4, CD8, CD48, and CD56 cells were purchased from
DiNona (Seoul, South Korea), Immunotech (Westbrook,
ME), or Beckma Coulter (Fullerton, CA).
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Isolation of peripheral blood mononuclear cells
from blood

Peripheral blood mononuclear cells (PBMCs) were
obtained by Ficoll-Paque density gradient centrifuga-
tion of leukocyte buffy coats, which in turn were
obtained from patients at the Kangnam St. Mary's
HospitaL. The mononuclear cells were washed with
phosphate-buffered saline twice which was then used
to further purify selected cell population.

NK and LAK cell cytotoxicity assay

NK cells were purified from PBMCs using CD56 micro-
bead (Miltenyi Biotec, GmBH, Bergisch Gladbach,
Germany) according to the manufachirer's protocol.
The FACS analysis of the purified NK cells showed
more than 95% purity. NK cells were then reacted
with target cells, K562, at the relative cell count ratio
of 20: 1 for 4 h at 37°C. In partcular, for LAK activity
studies, purified NK cells were first stimulated with
recombinat human interleukin-2 (IL-2) (Sigma,
St. Louis, MO) at the concentration of 400U/ml for
24 h. LAK cells were then reacted with target cells,
Daudi, at the relative cell count ratio of 3: 1 for 3 h at
37°C. After incubation, cell supernatant was collected
and evaluated using cytotoxicity detection kit (BM,
Manheim, Germany) according to the manufacturer's
protocol. Subsequently, optical density was detected
for lactate dehydrogenase activity at 490/630nm, and
then cytotoxicity was calculated as follows:

H202 assay of monocytes

Monocytes were purified from PBMCs using CD14
microbeads (Miltenyi Biotec) according to the
manufacturer's protocol. The FACS analysis of the
purified monocytes showed more than 95% purity.
Monocytes were then reacted with 50-fold diluted
2',7' -dichlorofluorescein diacetate (10 Ilgl ml) solution
and incubated for 1 h at 37°C. After incubation, H202
production levels in a form of relative fluorescence

unit were evaluated by measuring optical density at
the wavelength of 485/535 nm using Cytofluorometer
(Milipore, Bedford, MA).

Questionnaires

At the time of completion of ABMK treatment, all
participants completed a questionnaire that sought
data on physical and emotional conditions of the
patients. These conditions include insomnia, appe-
tite, alopecia, body weight, nausea/vomiting, emo-
tional conditions, discomfort, and general body
strength. QLQ-30 Scoring Manual (2nd edition) of
EORTC (European Organization for Research and
Treatment of Cancer) was modified and then used
in this study as a questionnaire. All questions were
given in two parts under three answer conditions

(physical status: better, worse, no change; emotional
status: no help, helpful, very helpful). This was
expressed in percentage.

NK LAK Monocyte
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Fig.l. Natural killer (NK, lymphokie-activated killer (LAK), and monocyte activities of patients undergoing chemotherapy with and
without Agaricus (ilazei Murill Kyowa (ABMK) treatment. Gynecological cancer patients were treated with either carbopJatin (300mg/m2)
plus VPL6 (l00mg/m2) or carbopIati (300mg/m2) plus taxoI (175mg/m2) at 0,3, and 6 weeks. ABMK was orally administered every day
(three packsl day). One day before each chemotherapy, blood was withdrawn, and the immune cells were tested as shown in Materials and
methods. RF, relative fluorescence unit. 'Statistically significant using anova at Po( 0.05 compared to placebo-treated group.
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Results

Gynecological cancer patients were divided into two
groups in a double-blind manner. These patients were
admiistered systemically with carboplatin plus VP16
or with carboplatin plus taxo\. Among these, one
group of patients received ABMK, whereas the other
group received placebo. Blood was withdrawn and
evaluated for NK cell activity of these patients.
As shown in Figure 1, NK cell cytotoxic activity was
significantly higher (ANOVA, P.( 0.002) in ABMK-
treated group (n = 39) over 3- and 6-week periods, as
compared with placebo control group (n = 61). How-
ever, no difference in NK cell activity was observed

before ABMK treatment. This suggests that ABMK
consumption might contribute to sustained NK cell
cytotoxic activity in gynecological cancer patients

undergoing chemotherapy. However, no significant
difference was observed in LAK cell cytotoxicity
activity between placebo- and ABMK-treated groups
over time.

We were also interested in testing monocyte activ-
ities of gyecological cancer patients undergoing

chemotherapy upon ABMK treatment. We evaluated
H202 production levels of monocytes as an indicator
of the monocyte activity. As shown in Figure 1, H202
production levels were maintained in a similar fash-
ion over the time periods (0,3, and 6 weeks) following

Fig.2. The cell counts or percent of white blood cells (WIlCs) (A), lymphoctes (Il), monocytes (C), and specific cell populatin (D-H) in
patients undergoing chemotherapy with and without Agariciis blaze; Miirill Kyowa (ABMK) treatment. Gynecological cancer patients were
treated with either carboplatin (300 mg/m2) plus VP6 (100 mg/m2) or carboplatin (300 mg/ m2) plus taxol (175 mg/ m2) at 0, 3, and 6 weeks.
ABMK was orally admilÚstered every day (three packs/day). One day before each chemotherapy, blood was withdrawn, and the immune
cells were tested as shown in the Materials and methods.

,', 2004 IGCS, International Journal of GYlltcolagical Cancer 14, 589-594
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chemotherapy with or without ABMK consumption.
Furthermore, no significant difference in the mono-
cyte activity was observed between placebo- and
ABMK-treated groups.

To determine whether ABMK consumption might
infuence immune cell populations in patients under-
going chemotherapy, we next counted the specific
immune cell populations, such as WBCs, lymphocytes,
monocytes, CD3+, CD4+, CD8+, CD48+, and CD56+
cells. As shown in Figure 2A, upon chemotherapy, a
decrease in the WBC count was detected. However, no
increase in the WBC count was detected after ABMK
consumption. Furthermore, no signficant difference in
the counts of ceIls including lymphoctes, monoctes,
T ceIls, CD48+ cells, and CD56+ cells was observed
between placebo- and ABMK-treated cancer patient
groups (Fig.2B-H).

By questionnires, we also evaluated physical
and emotional conditions of patients undergoing

chemotherapy with or without ABMK consumption.
In this study, we focused solely on any benefits of
ABMK treatments in contrast to placebo treatments in
patients under chemotherapy. The data on insomnia,
appetite, alopecia, body weight, nausea/vomiting,
emotional conditions, discomfort, and general body
strength were collected. As shown in Figure 3, these
physical and mental conditions, in particular appetite,
alopecia, nausea/vomiting, emotional conditions, and
general body strength improved signficantly after
ABMK consumption, as compared with placebo
consumption, suggesting a positive effect of ABMK
consumption on the patients' overall conditions.

Discussion

Studies in many experimental animal models have
demonstrated that a variety of natural fungal pro-
ducts have antitumor activities(13-1S). In particular,
intra tumoral injection or oral administration of

A. blazei extracts results in tumor regression(16). In

the same study, the antitumor efficacy was improved
in particular when A. blazei extracts were treated with
acids, suggesting an importance of the chemical state
of A. blazei extracts. We also observed that NK cell
activity was maintained to a more signficant level in
the gynecological cancer patient groups undergoing
chemotherapy when ABMK was orally consumed.
This suggests that ABMK might have some beneficial
effects on innate immunity in gynecological cancer

patients undergoing chemotherapy. This is also in
line with preclinical reports that treatment with

A. blazei extracts results in more infiltration of NK cells
in the tumor sites and more increased NK ceIl activ-
ity(7,12). NK ceIls play an important role in the innate
immunity by recognizing major histocompatibility
class I-negative target cells, which can escape immune
surveilance by cytotoxic T cells. NK cells display
dramatic effects on the reduction of tumor growth as
well as on the inhibition of metatatic tumors(l7). The

mechanism(s) of controlIing NK cell cytotoxicity are
graduaIly being elucidated but still remain fragmen-
tary. In addition to direct lysis of target cells, NK cells
express CD16, which allows for their partcipation in
antibody-dependent cell cytotoxicity of immuno-
globulin-coated tumor cells. It has also been reported
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that direct intratumoral injection of ABMK can induce
apoptosis and cell-cycle arests of tumor cells(12).
Based on this, ABMK appears to be beneficial for
cancer patients. Similarly, A. blazei MUlill extracts

can stimulate macrophages and then induce the

secretion of tumor necrosis factor-I), IL-8, and nitric
oxide(18). This further supports the possible benefits
of ABMK. We also investigated whether ABMK con-
sumption might infuence general physical and mental
conditions of gynecological cancer patients under-

going chemotherapy. We observed that the ABMK
consumption reduced some chemotherapy-related
side effects in patients. In general, insomnia, appetite,
alopecia, body weight, nausea/vomiting, emotional
conditions, discomfort, and general body strength were
all improved, indicating that ABMK consumption
could be one effective approach to reduce some che-
motherapy-associated side effects. It could be suspected
that chemotherapeutic drugs lIÙght interact with ABMK
extracts and then decrease the efficacy of chemothera-
peutic drugs in the patients. However, it is unlikely that
chemotherapeutic drugs administered intravenously
can interact directly with any components of ABMK
extracts fed orally. However, this needs futher investi-
gation for any possible complications.

Taken together, oral delivery of ABMK provides an
additional alternative therapeutic modality to main-
tain innate NK cell activity and, in particular, reduce
many severe side effects caused by chemotherapy in
gynecological cancer patients.
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