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IN THE UNITED STATES DISTRICT COURT
FOR THE MIDDLE DISTRICT OF FLORIDA
FT. MYERS DIVISION

FEDERAL TRADE COMMISSION,

Petitioner,
Misc. No.

V.
LEXIUM INTERNATIONAL LLC, and
CELLMARK BIOPHARMA, LLC,

Respondents.

N N N N N N N N N N N N N

PETITION OF THE FEDERAL TRADE COMMISSION FOR AN ORDER
ENFORCING ADMINISTRATIVE INVESTIGATIVE PROCESS
AND MEMORANDUM OF LAW
The Federal Trade Commission (FTC) petitions this Court under Section 20 of the
Federal Trade Commission Act (FTC Act), 15 U.S.C. § 57b-1, for an order requiring
Respondents, Lexium International LLC (Lexium) and CellMark BioPharma, LLC
(CellMark), to comply with Civil Investigative Demands (CIDs), a form of administrative
compulsory process. The CIDs were issued in the course of a nonpublic investigation to
determine whether Lexium and CellMark, related companies that sell health products,
engaged in deceptive advertising or other unfair or deceptive acts or practices in violation of
Sections 5 and 12 of the FTC Act, 15 U.S.C. 8§ 45, 52. The CIDs seek documents and

information regarding, inter alia, the companies’ products, advertising and marketing

practices, substantiation for advertising claims, billing issues, and consumer complaints.
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Lexium and CellMark filed administrative petitions to limit or quash the respective
CIDs, see 16 C.F.R. § 2.10(a), asserting that compliance would violate their Fifth
Amendment privilege against compelled self-incrimination and the Fifth Amendment
privilege of their common principal, Derek Vest. The Commission denied the petitions,
explaining that corporate entities may not invoke the Fifth Amendment privilege or withhold
their records by relying on the Fifth Amendment rights of an individual officer or employee.
Nonetheless, Lexium has refused to respond to 39 interrogatories and 29 document requests
and has provided only incomplete responses to several other requests. It has not specified
which requests it is refusing to answer on Fifth Amendment grounds, and, by its own
admission, has failed to produce responsive information not subject to its Fifth Amendment
objection. CellMark, too, continues to withhold documents and information, citing the Fifth
Amendment.

This is a summary proceeding that is properly instituted by a petition and order to
show cause (rather than a complaint and summons). See, e.g., United States v. Elmes, 532
F.3d 1138, 1141-45 (11th Cir. 2008); United States v. Markwood, 48 F.3d 969, 981-82 (6th
Cir. 1995); Appeal of FTC Line of Bus. Report Litig., 595 F.2d 685, 704-05 (D.C. Cir. 1978).
Discovery or evidentiary hearings are granted only in exceptional circumstances in such
cases. See, e.g., FTC v. Carter, 636 F.2d 781, 789 (D.C. Cir. 1980); FTC v. MacArthur, 532
F.2d 1135, 1141-42 (7th Cir. 1976); Genuine Parts Co. v. FTC, 445 F.2d 1382, 1388 (5th

Cir. 1971).
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A declaration under penalty of perjury by FTC attorney Carolyn L. Hann, which
verifies the allegations of this Petition, is attached hereto as Petition Exhibit (“Pet. Exh.”) 1.
The remaining exhibits are described in the accompanying Index of Petitioner’s Exhibits.

The Parties

1. The FTC is an administrative agency of the United States, organized and
existing pursuant to the FTC Act, 15 U.S.C. § 41 et seq. It is empowered by Section 5(a) of
the Act, 15 U.S.C. § 45(a), to prohibit, inter alia, “unfair or deceptive acts or practices in or
affecting commerce,” and by Section 12 of the Act, 15 U.S.C. § 52, to prohibit “false
advertisement[s] . . . likely to induce . . . the purchase of food, drugs, services, or cosmetics.”

2. Respondent Lexium is a privately held Florida limited liability company with
its principal place of business at 1591 Hayley Lane, Ste. 203, Fort Myers, FL 33907. Lexium
markets and sells “prescription strength” health products including ADDTabz, which it
claims treats, cures, or mitigates symptoms associated with Attention Deficit
Disorder/Attention Deficit Hyperactivity Disorder; PhenTabz, which it claims causes
significant weight loss comparable to prescription drugs; and REMTabz, which it claims
treats, cures, or mitigates sleep disorders and anxiety. Pet. Exh. 1 1 3; Pet. Exh. 2 (April
2016 excerpts from Lexium’s website). Lexium markets and sells its products over the
internet and also purports to sell them through gyms, doctors’ offices, and weight loss clinics.
Pet. Exh. 11 3.

3. Respondent CellMark is a privately held Delaware limited liability company.
It also has its principal place of business at 1591 Hayley Lane, Ste. 201, Fort Myers, FL

33907. CellMark positions itself as a medical nutrition company for cancer patients. It
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markets and sells two health products: Cognify, which it claims treats, cures, mitigates, or
prevents cognitive decline caused by chemotherapy; and CellAssure, which it claims meets
the nutritional needs of cancer patients undergoing therapy. Pet. Exh. 1 4; Pet. Exh. 3
(April 2016 excerpts from CellMark’s website).

4, Lexium and CellMark are among a network of companies owned by Derek
Vest or his family members. Mr. Vest co-founded Lexium with his mother, Mary Lirette,
and previously served as its sole member and president. Pet. Exh. 1 § 5; Pet. Exhs. 4
(Articles of Organization) & 5 (January 2015 Annual Report). As of April 2015, Ms. Lirette
and Mr. Vest’s sister, Tara Vest, have served as Lexium’s sole authorized members. Pet.
Exh. 1 5; Pet. Exh. 6 (April 2015 Amended Annual Report). The company currently
identifies Mr. Vest as a “consultant.” Pet. Exh. 7 at 2 (Lexium Petition to Quash).> Mr. Vest
is also the founder, Board Chairman, and sole owner of CellMark (Pet. Exhs. 8-9), but is not
presently serving as its Chief Executive Officer (Pet. Exh. 10).

Jurisdiction and Venue

5. Section 3 of the FTC Act, 15 U.S.C. § 43, authorizes the Commission to
prosecute any inquiry necessary to its duties in any part of the United States. Section 6 of the
Act, 15 U.S.C. § 46, empowers the Commission to gather and compile information
concerning, and to investigate from time to time, the business and practices of persons,
partnerships, or corporations engaged in or whose business affects commerce, with certain
exceptions not relevant here. Section 20 of the Act, 15 U.S.C. 8 57b-1, empowers the

Commission to issue CIDs to require any person, inter alia, to produce documentary

! Page references for each exhibit are to the CM/ECF headers at the top of the page.
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material, to file written reports or answers, and to give oral testimony relating to any
Commission law enforcement investigation.

6. Section 20 also vests this Court with jurisdiction over Lexium and CellMark
and authorizes it to enforce the CIDs. Section 20(e) states as follows:

Whenever any person fails to comply with any civil investigative demand

duly served upon him under this section, or whenever satisfactory copying or

reproduction of material requested pursuant to the demand cannot be

accomplished and such person refuses to surrender such material, the

Commission, through such officers or attorneys as it may designate, may file,

in the district court of the United States for any judicial district in which such

person resides, is found, or transacts business, and serve upon such person, a

petition for an order of such court for the enforcement of this section.

15 U.S.C. 8 57b-1(e). Section 20(h) authorizes the Court “to hear and determine the matter
so presented, and to enter such order or orders as may be required to carry into effect the
provisions of this section.” 15 U.S.C. 8 57b-1(h). This Court also has jurisdiction pursuant
to 28 U.S.C. 88 1331, 1337(a), and 1345.

7. Lexium and CellMark reside in and engage in commerce in this district, as the
term “commerce” is defined under Section 4 of the FTC Act. 15 U.S.C. 8 44. Because the
Middle District of Florida is a jurisdiction within which Lexium and CellMark “reside[],
[are] found, or transact[] business,” venue is proper under Section 20 of the FTC Act. 15

U.S.C. § 57b-1(e).

Authority for and Issuance of the CIDs

8. Commission staff opened this investigation after reviewing advertisements for
the Lexium and CellMark products described in | 2-3, above. Pet. Exh. 1 6. The purpose

of the inquiry is to determine whether Lexium and CellMark have engaged in deceptive
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advertising or other unfair or deceptive acts or practices in violation of Sections 5 or 12 of
the FTC Act, 15 U.S.C. 88 45, 52. Pet. Exh. 1 { 6.

9. On May 24, 2016, the Commission issued CIDs to Lexium and CellMark
under the authority of FTC Resolution No. 002-3191, which authorizes the use of any and all
compulsory process

to investigate whether unnamed persons, partnerships, or corporations, or
others engaged directly or indirectly in the advertising or marketing of
dietary supplements, foods, drugs, devices, or any other product or service
intended to provide a health benefit or to affect the structure or function of
the body have misrepresented or are misrepresenting the safety or efficacy
of such products or services, and therefore have engaged or are engaging
in unfair or deceptive acts or practices or in the making of false

advertisements, in or affecting commerce, in violation of Sections 5 and
12 of the Federal Trade Commission Act, 15 U.S.C. 8§ 45 and 52.

Pet. Exh. 1 11 7-8; Pet. Exh. 11 (Resolution); Pet. Exh. 12-13 (CIDs).

10.  The CIDs seek information from Lexium and CellMark about, inter alia, (a)
their products, including the manufacturing process and product samples; (b) advertising and
promotional practices; (c) substantiation for the company’s advertising claims; (d) sales and
marketing practices and expenditures; (e) billing, customer service, and consumer
complaints; () lawsuits and communications with government agencies and other
organizations; and (g) personnel, corporate relationships, and recordkeeping. Pet. Exh. 1 { 8.

11.  The Lexium CID required the company to respond to 42 interrogatories and
36 document requests on or before June 14, 2016. Pet. Exh. 1 1 8; Pet. Exh. 12. The
CellMark CID required the company to respond to 43 interrogatories and 34 document

requests by the same date. Pet. Exh. 1 { 8; Pet. Exh. 13.
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12, The CIDs informed Lexium and Cellmark that they must raise any “factual or
legal objections” to the respective CIDs by filing a petition to limit or quash the CIDs with
the Commission within 20 days after service. Pet. Exhs. 12 at 9; Pet. Exh. 13 at 9; see 16
C.F.R. §2.10(a). The CIDs further advised that the Commission would only consider
objections first raised with Commission staff at a mandatory meet-and-confer session. Pet.
Exh. 12 at 9; Pet. Exh. 13 at 9; see 16 C.F.R. 2.7(k).

FTC Staff Meet-and-Confer Sessions with Lexium and CellMark

13. FTC staff and CellMark representatives participated in a meet-and-confer
session on June 6, 2016. Pet. Exh. 1 9. CellMark disclosed that its principal, Mr. Vest, is
under federal grand jury investigation by the U.S. Attorney’s Office for the Middle District
of Florida regarding “introducing and delivering for introduction into interstate commerce
misbranded drugs and other matters, and possible violations of federal criminal laws.” Id.;
see Pet. Exh. 14 (target letter).? CellMark advised FTC staff that it planned to file a petition
to limit or quash the CID because it sought information protected by Mr. Vest’s privilege
against self-incrimination. Pet. Exh. 1 9.

14. OnJune 8, 2016, CellMark’s outside counsel sent FTC staff an email
confirming that “[s]ubject to the petition to quash or limit [the CID] on the Fifth Amendment
privilege issue,” CellMark agreed to comply with a rolling production schedule proposed by

Commission staff at the earlier meet-and-confer session. Pet. Exh. 15; Pet. Exh. 1  10.

2 Lexium and CellMark filed the grand jury target letter as an exhibit to their respective petitions to
limit or quash the CIDs—which are part of the public record (see 16 C.F.R. 2.10(d))—and did not
seek confidential treatment for the letter. See Pet. Exhs. 7 & 17.
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Under that production schedule, CellMark agreed to produce responsive records in four two-
week rounds between June 14 and July 26, 2016. Pet. Exh. 15; Pet. Exh. 1§ 9.

15.  Alsoon June 8, 2016, FTC staff participated in a meet-and-confer session
with Lexium representatives. Pet. Exh. 1 § 11. Staff proposed a rolling production schedule
allowing Lexium to respond to the CID in four three-week rounds between June 14 and
August 16, 2016. Id. Lexium’s counsel cited the criminal target letter to Mr. Vest and
explained that Lexium would seek to limit the scope of the Lexium CID to avoid impinging
on Mr. Vest’s Fifth Amendment privilege against self-incrimination. Id. Nonetheless, on
June 13, 2016, Lexium’s counsel sent FTC staff an email stating that “Lexium believes it can
meet the discovery schedule discussed on June 8.” Pet. Exh. 16.

16. On June 14, 2016, Mary K. Engle, Associate Director of the FTC’s Division
of Advertising Practices, issued letters to counsel for Lexium and CellMark memorializing
the rolling production schedules described above. Pet. Exhs. 18-19. Both letters stated that
the companies’ filing of petitions to limit or quash “does not alter [their] obligation to
produce documents and information [in response] to specifications unaffected by the petition.
See 16 C.F.R. § 2.10(b).” Id.

Petitions To Limit or Quash the CIDs

17. Lexium and CellMark timely filed nearly identical petitions to limit or quash
the respective CIDs on June 13, 2016. Pet. Exhs. 7 (Lexium) & 17 (CellMark). The
companies asserted that they should not be required to produce materials in Mr. Vest’s
possession because doing so would “admit their existence and authenticity” and thereby

impinge on his Fifth Amendment privilege against compelled self-incrimination. Pet. Exh. 7
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at 4; Pet. Exh. 17 at 4. CellMark and Lexium further asserted that, as limited liability
companies, they, too, possess a privilege against self-incrimination, which should excuse
them from fully complying with the CIDs. Pet. Exh. 7 at 7-8; Pet. Exh. 17 at 6-7. Beyond
these blanket objections, neither CellMark nor Lexium specified which document requests or
interrogatories they were refusing to answer on Fifth Amendment grounds. The petitions did
not raise any other factual or legal objections to the CIDs.

18.  While the petitions were pending, CellMark produced responses to the CID
consistent with the previously agreed rolling production schedule, but cited the Fifth
Amendment when refusing to answer Interrogatory 21, which sought all domain names for
which Mr. Vest is the registrant. Pet. Exh. 1 | 15; Pet. Exh. 13 at 18. Although Lexium
made small document productions while the petitions were pending, as of July 24, 2016, its
responses to 39 of 42 interrogatories and at least 31 of 36 document requests were
outstanding. Pet. Exh. 1 1 16.

19. On July 25, 2016, the Commission denied the petitions to limit or quash the
CIDs. Pet. Exh. 20. Surveying over a century of case law, the Commission concluded that
the Fifth Amendment privilege is a “uniquely individual right” that cannot be asserted by
business entities like CellMark or Lexium. Id. at 5. Nor could the companies invoke Mr.
Vest’s personal Fifth Amendment rights, the Commission ruled, since the CIDs sought “only
corporate documents” and Mr. Vest, as a CellMark officer and Lexium consultant, was
holding those documents “in a representative capacity as a corporate agent.” Id. at 4. The
Commission further concluded that CellMark and Lexium must answer each interrogatory by

designating an officer or agent other than Mr. Vest to respond “on behalf of the corporations
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without impinging on Mr. Vest’s personal Fifth Amendment rights.” Id. at 4-5 (citing United
States v. Kordel, 397 U.S. 1, 8 (1970)).

20. The Commission’s order directed Lexium and CellMark to produce “all
documents and information” responsive to the respective CIDs by August 15, 2016. Pet.
Exh. 20 at 5. The companies have failed to comply with the Commission’s order.

Lexium’s Failure To Comply with the CID

21. On August 3, 2016, Lexium’s counsel sent a letter to Commission staff stating
that Mr. Vest would not provide documents in his possession to Lexium for production to the
FTC. Pet. Exh. 11 18. Lexium’s counsel also objected to the Commission’s conclusion that
the company may not invoke the Fifth Amendment privilege. Id. Finally, he advised that
Lexium was gathering documents in its possession that were not subject to its objection to
further respond to the CID by August 15, 2016. Id.

22. On August 15, 2016, Lexium produced 47 additional pages of documents to
the FTC, but did not respond to any of the 39 interrogatories that remained outstanding. Pet.
Exh. 1 1 20; see supra 1 18. When Commission staff asked whether Lexium intended to
produce additional material, Lexium’s counsel replied, “Lexium will have more to produce
but I’m not going to get more today. It is also working on the written discovery
[interrogatory responses]. | will update you.” Pet. Exh. 22. In response, FTC staff granted
Lexium an extension of the compliance deadline to August 18, 2016. Id.

23. Lexium has not produced any documents or interrogatory responses since

August 15, 2016. Pet. Exh. 1Y 21.

10
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24. To date, Lexium’s response to the CID remains deficient. Lexium has
completely withheld any responses to Document Requests 2, 4-8, 11-21, 23-25, 27, and 29-
36 and Interrogatories 4 through 42. Pet. Exh. 1 § 22. In addition, Lexium’s responses to
Document Requests 9-10, 22, 26, and 28 are incomplete. Specifically, Lexium has failed to
produce the following categories of information.

25. Product Information: Lexium has refused to identify all of its products or

provide even basic information about their manufacture, marketing, ingredients, or sales
(Interrogatory 5). For the three Lexium products described in § 2, supra (the “Tabz
products”), the company has failed to produce the required product samples (Document
Request 2) and information about the manufacturing process, including product components,
product specifications, product testing and analysis, and the persons involved (Interrogatories
6-13 and Document Requests 12-20). See Pet. Exh. 1 { 22(a).

26. Advertising and Promotion: Lexium has withheld information regarding its

advertising plans (Document Request 4), marketing and consumer research (Document
Request 8), schedules for disseminating ads (Interrogatory 15), communications with ad
agencies, news media, and educational institutions regarding ads (Document Requests 5-7),
websites and keyword placement (Interrogatories 16-17 and 20), ad approval policies
(Interrogatory 29), and the identity of persons and entities responsible for creating,
reviewing, and approving ads (Interrogatory 24). Lexium has also refused to provide
information about its use of consumer testimonials and expert endorsers (Interrogatory 18
and Document Request 21), its policies regarding consumer reviews (Interrogatory 19), or its

use of bloggers and affiliate marketers (Interrogatories 22-23). See Pet. Exh. 1 1 22(b).

11
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27.  Advertising Claims Substantiation: Lexium appears not to have produced all

relevant substantiation for its advertising claims. It has not produced studies, or documents
related to such studies, substantiating all of the advertising claims enumerated in the CID
(Document Requests 9-10), or examining the effectiveness of the Tabz products (Document
Request 11). Nor has Lexium identified the ingredients and amounts of each ingredient used
in any such studies (Interrogatory 27). The company produced only five journal articles, one
of which is a duplicate; none of these articles involves testing of any of the three Tabz
products, and only two relate to an ingredient that appears to be in ADDTabz and PhenTabz
(see supra 1 2). In addition, Lexium has not identified persons or entities who participated in
testing Tabz products (Interrogatories 25-26) or in evaluating substantiation for those
products (Interrogatory 28). Finally, Lexium has failed to identify the experts it used to
substantiate advertising claims (Interrogatories 30-31). See Pet. Exh. 1 1 22(c).

28. Sales and Marketing Practices and Expenditures: Lexium has not produced

any information regarding its sales and marketing practices or expenditures. It has failed to
identify its retailers, distributors, or other sellers (Interrogatory 21), produce telemarketing
transcripts or call recordings (Document Request 27), or provide information about its
consumer accounts (Interrogatory 38). Nor has Lexium has produced information regarding
its use of “continuity plans” through which consumers are automatically billed for new
product installments (Interrogatories 33-34 and Document Request 23). Finally, Lexium has
failed to provide data regarding sales, expenditures (including for marketing purposes), or

order fulfillment (Interrogatory 14). See Pet. Exh. 1 { 22(d).

12
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29. Billing, Customer Service, and Consumer Complaints: Lexium has not

provided any information about customer service, and its responses to the CID’s requests for
information about billing or consumer complaints are incomplete. It has failed to identify or
provide information about the persons or entities responsible for customer service
(Interrogatories 35-36), or to produce its customer service and return policies (Document
Requests 24-25). With the exception of five chargeback notifications that Lexium received
from a third-party payment processor, it has not produced any documents or information
regarding contracts, payments, returns, refunds, chargebacks, or other consumer issues
(Document Request 26 and Interrogatory 39), consumer complaints (Document Request 28
and Interrogatory 37), or complaints by consumers or medical professionals concerning
consumer injury (Document Request 29). See Pet. Exh. 1 1 22(e).

30. Lawsuits and Communications with Government and Other Organizations:

Lexium has not produced any information about lawsuits concerning the Tabz products or
affirmed that there have been no such lawsuits (Interrogatory 40 and Document Request 34).
Nor has it produced any communications with government agencies, Better Business
Bureaus, self-regulatory organizations, consumer protection groups, health interest groups, or
media outlets (Document Requests 30-33, 35-36). See Pet. Exh. 1 1 22(f).

31. Personnel, Corporate Relationships, and Recordkeeping: Lexium has failed to

describe its business relationships with various entities and individuals (Interrogatory 4).
Nor the company provided information about three of its corporate officials (Interrogatory
32) or produced curriculum vitae for two of them (Document Request 22). Finally, Lexium

has refused to identify who prepared its responses to the CID (Interrogatory 41) or state

13
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whether any responsive documents may have been destroyed, altered, or deleted
(Interrogatory 42). See Pet. Exh. 1 1 22(g).

32. Lexium has not specified which of the categories of information described
above it is withholding on Fifth Amendment grounds, and which categories it is withholding
on some other unspecified basis. Pet. Exh. 1 {23. Lexium has also failed to produce a
privilege log, as required by the FTC’s Rules of Practice, 16 C.F.R. § 2.11(a)(1), and
Instruction D of the CID. Pet. Exh. 12 at 8-9. See Pet. Exh. 1 1 25.

CellMark’s Failure To Comply with the CID

33. On August 3, 2016, CellMark’s counsel sent a letter to Commission staff
objecting to the Commission’s order denying its petition to quash. Pet. Exh. 1 § 19; Pet. Exh.
21. The letter advised that Mr. Vest “will continue to invoke his Fifth Amendment right
against self-incrimination and will not provide documents in his possession to CellMark for
production to the FTC.” Id. The letter further stated that “[w]ith the exception of Mr. Vest’s
documents as to which there is a privilege objection, CellMark believes it has produced all
responsive documents to the FTC in compliance with the CID.” Id.

34. In fact, CellMark has not complied with Interrogatory 21, which directs the
company to “identify any and all domain names for which Derek Vest is the registrant.” Pet.
Exh. 1 11 15, 24; Pet. Exh. 13 at 18. Although CellMark also has indicated that it is
withholding responsive documents under the Fifth Amendment (see supra § 33), it has not
identified the document requests to which its objection pertains. Pet. Exh. 1§ 24. CellMark
has also failed to produce a privilege log, as required by the FTC’s Rules of Practice, 16

C.F.R. §2.11(a)(1), and Instruction D of the CID. Pet. Exh. 13 at 8-9. See Pet. Exh. 1 { 25.

14
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35. CellMark’s and Lexium’s failure to comply with the respective CIDs greatly
impedes the Commission’s ongoing investigation, and hinders its ability to complete its
investigation in a timely manner. Pet. Exh. 1 { 26.

Memorandum of Law

The court’s role in a proceeding to enforce an administrative subpoena or CID is
“sharply limited.” United States v. Fla. Azalea Specialists, 19 F.3d 620, 623 (11th Cir. 1994)
(quoting EEOC v. Kloster Cruise Ltd., 939 F.2d 920, 922 (11th Cir. 1991)). While “the
court’s function is neither minor nor ministerial, the scope of issues which may be litigated in
[a compulsory process] enforcement proceeding must be narrow, because of the important
governmental interest in the expeditious investigation of possible unlawful activity.” FTC v.
Texaco, Inc., 555 F.2d 862, 872 (D.C. Cir. 1977) (en banc) (internal citation omitted). Thus,
a district court must enforce agency process so long as (1) the inquiry is within the authority
of the agency; (2) the demand is not too indefinite; and (3) the information sought is
reasonably relevant. EEOC v. Tire Kingdom, Inc., 80 F.3d 449, 450 (11th Cir. 1996) (per
curiam) (citing United States v. Morton Salt Co., 338 U.S. 632, 652 (1950)); Fla. Azalea
Specialists, 19 F.3d at 623; see also United States v. Lockheed Martin Corp., 995 F. Supp.
1460, 1462 (M.D. Fla. 1998).

The Commission has satisfied the requirements for judicial enforcement of the CIDs,
as shown by the accompanying declaration of Carolyn L. Hann, the FTC’s lead attorney in
this investigation. See Pet. Exh. 1. The CIDs were duly issued in an investigation the
Commission is authorized to conduct, and they seek documents and information reasonably

relevant to the investigation. The law is clear that business entities such as Lexium and

15
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CellMark lack a Fifth Amendment privilege against self-incrimination and may not withhold
corporate records by invoking an individual officer’s Fifth Amendment rights. The
Commission, accordingly, respectfully asks this Court to direct Lexium and CellMark to
appear and show cause why they should not fully comply, and thereafter enter its own order
enforcing the CIDs. See, e.g., Fla. Azalea Specialists, 19 F.3d at 623-24.

l. The Commission Is Authorized To Conduct the Investigation and Its CIDs
Comply with the Applicable Legal Requirements.

The FTC is authorized to issue CIDs in its investigations (see supra { 5), and to
conduct the investigation at issue. The CIDs request records and information in connection
with the companies’ advertising and marketing of their respective products and any related
customer service issues, consumer complaints, or lawsuits. See supra § 10. Deceptive
advertising and marketing of health products may violate Section 5 of the FTC Act, 15
U.S.C. § 45(a), which prohibits “unfair or deceptive acts or practices,” and Section 12 of the
FTC Act, 15 U.S.C. § 52, which prohibits the dissemination of any “false advertisement . . .
which is likely to induce, directly or indirectly the purchase of food, drugs, devices, services,
or cosmetics.”

The Commission’s May 24, 2016 CIDs fully comport with the applicable procedural
requirements of the authorizing statute and its implementing FTC Rules of Practice. See Pet.
Exhs. 12-13; 15 U.S.C. § 57b-1; 16 C.F.R. § 2.7.

First, the CIDs satisfy the FTC Act’s requirements of “definiteness and certainty”
because they describe with specificity the kinds of documents and information to be
produced. 15 U.S.C. § 57b-1(c)(3)(A), (c)(5)(A); see also Pet. Exhs. 12 (Lexium CID) & 13

(CellMark CID). The CIDs also gave Lexium and CellMark a “reasonable period of time”

16
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to assemble the specified documents and prepare their responses to interrogatories, see 15
U.S.C. 8 57b-1(c)(3)(B), (c)(5)(B), by setting a return date of three weeks after issuance,
which Commission staff then extended to allow the companies to make rolling productions
over a period of several additional weeks. See supra {1 11, 14-16. The CIDs also
“identif[ied] the custodian[s]” (Connor Sands and Lynne Colbert) to whom the documents
were to be produced, as required by Section 20(c) of the FTC Act, 15 U.S.C. § 57b-
1(c)(3)(C), (c)(5)(C). Moreover, the CIDs were validly “signed by a Commissioner,” in this
case, Commissioner Terrell McSweeny, “acting pursuant to a Commission resolution.” 15
U.S.C. § 57b-1(i).

The CIDs also included a copy of the Commission’s compulsory process resolution
(see supra 1 9), which gave Lexium and CellMark adequate notice of “the nature of the
conduct constituting the alleged violation which is under investigation and the provision of
law applicable to such violation.” 15 U.S.C. 8 57b-1(c)(2); 16 C.F.R. § 2.6; Pet. Exh. 12 &
13; see FTC v. O’Connell Assocs., Inc., 828 F. Supp. 165, 170-71 (E.D.N.Y. 1993) (notice
requirement met by “cit[ing] to a resolution giving the FTC authority to use compulsory
process”).

I1. The Evidence Sought Is Relevant and Material To the Investigation.

The standard for judging relevancy in an investigation is a broad one. The
Commission is not limited to seeking information that is necessary to prove specific charges.
Rather, the purpose of an investigation is to learn whether there is reason to believe that the
law has been, or is being, violated and, if so, whether the issuance of a complaint by the

Commission would be in the public interest. See Texaco, 555 F.2d at 872; see also Fla.
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Azalea Specialists, 19 F.3d at 622-23 (an agency “can investigate merely on suspicion that
the law is being violated, or even just because it wants assurance that it is not”) (quoting
Morton Salt, 338 U.S. at 642-43). The required documents and information, therefore, need
only be relevant to the investigation—the boundary of which may be defined by the agency
quite generally. See Carter, 636 F.2d at 787-88; Texaco, 555 F.2d at 874 & n.26; FTC v.
Invention Submission Corp., 965 F.2d 1086, 1090 (D.C. Cir. 1992).

The CIDs seek information at the heart of the current investigation. They require
Lexium and CellMark to produce documents and respond to interrogatories concerning the
product specifications for their health products, their advertising of those products, any
substantiation for those claims, and their marketing and sales practices. Pet. Exh. 1 {8, 22.
This information is directly relevant to the subjects identified in the Commission’s
resolution, namely whether persons or entities engaged in the advertising or marketing of
any “product or service intended to provide a health benefit or to affect the structure or
function of the body” have committed “unfair or deceptive acts or practices or [ ] the making
of false advertisements.” Pet. Exh. 11 (Resolution). The CIDs also seek information from
Lexium and CellMark about billing, customer service, lawsuits, and communications with
government agencies and consumer protection groups, all of which will help Commission
staff determine whether the companies have engaged in unfair or deceptive practices. Pet.
Exh. 1 918, 22. Finally, Interrogatory 14 of each CID seeks sales revenue and expenditure
data, which will allow Commission staff to ascertain whether monetary relief is feasible or
appropriate. The resolution plainly authorizes that inquiry by directing FTC staff to

“determine whether Commission action to obtain redress of injury to consumers or others

18
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would be in the public interest.” Pet. Exh. 11. Thus, the CIDs seek only information that is
“reasonably relevant” to the investigation. Fla. Azalea Specialists, 19 F.3d at 624.

1. The Companies’ Blanket Fifth Amendment Objections Are Meritless.

Lexium and CellMark have refused to comply with the CIDs on a blanket assertion of
the Fifth Amendment privilege against compulsory self-incrimination. Supra § 17. On that
basis, Lexium has withheld any response to dozens of interrogatories and document requests
(see supra 11 17, 21-22, 24, 32) and CellMark has refused to answer Interrogatory 21 or
produce certain documents that it has failed to identify or describe (see supra § 34).> As the
Commission carefully explained in its order denying the petitions to quash (Pet. Exh. 20),
this objection is at odds with over a century of Supreme Court precedent.

The Supreme Court’s “plain mandate” is that “a corporate custodian . . . may not
resist a subpoena for corporate records on Fifth Amendment grounds.” Braswell v. United
States, 487 U.S. 99, 108-09 (1988); see also In re Grand Jury Subpoena Dated April 9, 1996,
87 F.3d 1198, 1200 (11th Cir. 1996). Instead, the “privilege . . . should be ‘limited to its
historic function of protecting only the natural individual from compulsory incrimination

through his own testimony or personal records.”” Bellis v. United States, 417 U.S. 85, 89-90

(1974) (quoting United States v. White, 322 U.S. 694, 701 (1944)); see also Hale v. Henkel,

¥ Courts have repeatedly rejected such blanket assertions of the Fifth Amendment privilege. See SEC
v. Aquacell Batteries, Inc., No. 6:07-cv-608-Orl-22DAB, 2007 WL 2274466, at *2 (M.D. Fla. Aug. 6,
2007) (citing United States v. Vance, 730 F.2d 736, 738 (11th Cir. 1984)). Someone who invokes the
privilege must “identify what documents are sought and, to the greatest extent possible . . . what
documents are withheld” and “make a particularized showing as to the grounds” for asserting the
privilege “with respect to each document or request.” Id. at *2-3. See also United States v. Allee, 888
F.2d 208, 212 (1st Cir. 1989) (“A blanket objection to the issuance of an IRS summons based on the
Fifth Amendment privilege against self-incrimination is not a viable defense. The recipient of a
summons properly must . . . claim the privilege on a question-by-question and document-by-
document basis.”) (citations omitted). The companies failed to do so here.
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201 U.S. 43, 74-75 (1906). Thus, Lexium and CellMark may not refuse to produce corporate
records on the ground that compliance would incriminate either themselves or Mr. Vest. * “If
the corporation were guilty of misconduct, [its officer] could not withhold its books to save
it; and if he were implicated in its violations of law, he could not withhold the books to
protect himself from the effect of their disclosures.” Wilson v. United States, 221 U.S. 361,
384 (1911). Here, the CIDs seek only corporate records and information. Thus, the
companies must comply in full.

Lexium and CellMark nonetheless argued in their petitions to quash that two recent
First Amendment cases have implicitly overturned the Supreme Court’s denial of Fifth
Amendment protection to corporations. See Pet. Exh. 7 at 7 and Pet. Exh. 17 at 6 (citing
Citizens United v. FEC, 558 U.S. 310 (2010); Burwell v. Hobby Lobby Stores, Inc., 134 S.
Ct. 2751 (2014)). Because these cases do not even mention the Fifth Amendment privilege—
let alone repudiate over a century of precedent—they simply have no bearing here. The
Supreme Court has not “in any way, signaled its readiness” to overturn its “steadfast”
position that corporations may not assert the Fifth Amendment privilege. In re Grand Jury
Empaneled on May 9, 2014, 786 F.3d 255, 261 & n.1 (3d Cir. 2015). The Court’s decisions
“remain binding precedent” until it “see[s] fit to reconsider them, regardless of whether
subsequent cases have raised doubts about their continuing vitality.” Hohn v. United States,

524 U.S. 236, 252-53 (1998). District courts may not “bas[e] decisions on predictions that

* The CIDs instruct Lexium and CellMark to produce documents and information in their
“possession” or under their “actual or constructive custody or control,” including documents and
information possessed by their “attorneys, accountants, directors, officers, employees, and other
agents and consultants.” Pet. Exh. 12 at 10 (Instruction I); Pet Exh. 13 at 10 (same). As discussed
above (supra 1 4), Mr. Vest has served as an officer of both companies.
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the Supreme Court will overturn one of its own decisions.” United States v. Greer, 440 F.3d
1267, 1275 (11th Cir. 2006).

Equally meritless is the companies’ argument that Mr. Vest can rely on the Fifth
Amendment to excuse him from an obligation to produce corporate records. This rationale—
that in producing those records Mr. Vest would admit their “existence and authenticity” and
thereby incriminate himself (Pet. Exh 7 at 4; Pet. Exh. 17 at 4)—was rejected by the Supreme
Court in Braswell. The Court held that “the custodian of corporate records may not interpose
a Fifth Amendment objection to the compelled production of corporate records, even though
the act of production may prove personally incriminating.” Braswell, 487 U.S. at 111-12.
Here, Mr. Vest, as a custodian of corporate records, holds those documents in a
“representative rather than a personal capacity.” Id. at 110. His “assumption of his
representative capacity leads to certain obligations, including the duty to produce corporate
records on proper demand by the government.” Id. Thus, Mr. Vest’s “act of production is
not deemed a personal act, but rather an act of the corporation.” Id. Any claim of privilege
for such act “would be tantamount to a claim of privilege by the corporation—which of
course possesses no such privilege.”® 1d.; see also United States v. Medlin, 986 F.2d 463,
467-68 (11th Cir. 1993) (applying Braswell to reject corporate custodian’s Fifth Amendment

claim that the act of production could incriminate him).

® The companies did not cite Braswell in their petitions to limit or quash the CIDs. Instead, they
relied on an observation in United States v. Hubbell, 530 U.S. 27 (2000), that an individual’s act of
producing documents could have a “compelled testimonial aspect” by communicating that “papers
existed, were in [the recipient’s] possession or control, and were authentic.” 1d. at 36. But Hubbell
did not address at all the Fifth Amendment status of corporate records. The courts of appeals have
consistently recognized that Braswell remains binding precedent. See Grand Jury Empaneled on May
9, 2014, 786 F.3d at 263 n.2; Amato v. United States, 450 F.3d 46, 51 (1st Cir. 2006); Armstrong v.
Guccione, 470 F.3d 89, 98 (2d Cir. 2006).
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Nor may Lexium withhold Mr. Vest’s documents by asserting that, as a former
employee, he no longer holds the documents in a representative capacity. See Pet. Exh. 7 at
6 (Lexium Petition to Quash). Lexium still identifies Mr. Vest as its consultant. 1d. at 2.
Thus the premise of this contention is erroneous. Regardless, the Eleventh Circuit has held
that Braswell applies equally to current and former corporate representatives. “It is the
immutable character of the records as corporate which requires their production and which
dictates that they are held in a representative capacity. Thus, the production of such
documents is required regardless of whether the custodian is still associated with the
corporation.” In re Grand Jury Subpoena Dated Nov. 12, 1991, 957 F.2d 807, 812 (11th Cir.
1992).

Finally, Lexium and CellMark lack grounds for objecting to the interrogatories. The
companies must appoint an officer or representative other than Mr. Vest to “answer the
interrogatories without the possibility of compulsory self-incrimination.” United States v.
Kordel, 397 U.S. 1, 9 (1970). See also 8 Charles Alan Wright, Arthur R. Miller, et al.,
Federal Practice & Procedure § 2018 (3d ed. 2010) (corporations have “burden” to answer
interrogatories by “designat[ing] someone to answer on [their] behalf who can furnish as
much of the requested information as is available to the corporation[s] without fear of self-
incrimination”). “It would indeed be incongruous to permit a corporation to select an
individual to verify the corporation’s answers, who because he fears self-incrimination may
thus secure for the corporation the benefits of a privilege it does not have.” Kordel, 397 U.S.
at 9 (quoting United States v. 3963 Bottles . . . of . . . “Enerjol Double Strength,” 265 F.2d

332, 336 (7th Cir. 1959)). Having informed FTC staff that Lexium was “working on”
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responding to the interrogatories (Pet. Exh. 22 (8/15/16 email); see supra { 22), Lexium’s
counsel appears to understand the company’s obligation to appoint another officer to answer
the interrogatories. Nonetheless, it still has not produced those responses to date.

V. The Companies May Not Raise New Objections for the First Time in this
Proceeding.

The FTC Act and FTC Rules of Practice require CID recipients to exhaust their
administrative remedies by raising all factual and legal objections in a petition to limit or
quash the CID with the Commission. See 15 U.S.C. 8 57b-1(f); 16 C.F.R. § 2.10(a); see
supra Y 12 (describing the CIDs’ instructions on this issue). Because Lexium and CellMark
raised only Fifth Amendment objections in their respective petitions to limit or quash the
CIDs (supra { 17), they are precluded from interposing any other objections here.

Section 20(f) of the FTC Act provides that a CID recipient may file with the
Commission a petition to “modify[] or set[] aside the demand” within 20 days, and “shall
comply with any portions of the demand not sought to be modified or set aside.” 15 U.S.C. §
57b-1(f) (emphasis added). The Commission’s Rules of Practice implement this provision
by requiring a CID recipient to file with the Commission a “petition to limit or quash any
compulsory process,” which sets forth “all assertions of protected status or other factual and
legal objections to the Commission compulsory process, including all appropriate arguments,
affidavits, and other supporting documentation.” 16 C.F.R. § 2.10(a)(1) (emphasis added).
The Commission will only consider objections that the petitioner first sought to resolve with
FTC staff at a mandatory meet-and-confer session. 16 C.F.R. 8§88 2.7(k), 2.10(a)(2).

As Magistrate Judge Thomas G. Wilson of this district recently concluded, a CID

recipient’s “failure to exhaust administrative remedies” by raising objections in a petition to
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limit or quash the CID “precludes [it] from raising objections to the judicial enforcement of
the CID.” FTC v. Tracers Info. Specialists, Inc., No. 8:16-MC-18TGW, 2016 WL 3896840,
at *3 (M.D. Fla. June 10, 2016). See also Morton Salt, 338 U.S. at 653; O’Connell
Associates, 828 F. Supp. at 168; XYZ Law Firm v. FTC, 525 F. Supp. 1235, 1237 (N.D. Ga.
1981). By requiring CID recipients to raise all objections through administrative channels,
the FTC Act and FTC rules ensure “the expedited and efficient resolution of the
investigation.” Tracers, 2016 WL 3896840, at *6. If CID recipients could raise objections
in a “piecemeal manner,” this would contravene “the strict statutory and regulatory time
limits for the filing of a petition to quash or limit, and the requirement that such petition be
limited to those issues raised during the meet and confer.” Id.

Thus, because Lexium and CellMark exhausted their administrative remedies only
with respect to their assertion of the Fifth Amendment privilege, this court should decline to
consider any other objections to enforcement that they may raise for the first time here.

Prayer for Relief

WHEREFORE, the Commission invokes the aid of this Court and prays:

a. For the immediate issuance of an order, substantially in the form attached,
directing Lexium and CellMark to appear and show cause why they should not comply in full
with the CIDs;

b. For a prompt determination of this matter and an order requiring Lexium and
CellMark to fully comply with the CIDs within ten (10) days of such order, or at such later
date as may be established by the Commission;

C. For such other relief as this Court deems just and proper.
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IN THE UNITED STATES DISTRICT COURT
FOR THE MIDDLE DISTRICT OF FLORIDA
FT. MYERS DIVISION

FEDERAL TRADE COMMISSION,

Petitioner,
Misc. No.

V.
LEXIUM INTERNATIONAL LLC, and
CELLMARK BIOPHARMA, LLC,

Respondents.

N N N N N N N N N N N N N

INDEX OF PETITIONER’S EXHIBITS

Pet. Exh. 1 Declaration of FTC Attorney Carolyn L. Hann

Pet. Exh. 2 lexiuminternational.com website excerpts (captured April 21, 2016)

Pet. Exh. 3 cellmarkbiopharma.com website excerpts (captured April 26, 2016)

Pet. Exh. 4 Records of Florida Secretary of State, Division of Corporations: Lexium

International’s Articles of Organization (filed October 1, 2014)

Pet. Exh. 5 Records of Florida Secretary of State, Division of Corporations: Lexium
International’s 2015 Annual Report (filed January 7, 2015)

Pet. Exh. 6 Records of Florida Secretary of State, Division of Corporations: Lexium
International’s 2015 Amended Annual Report (filed April 14, 2015)

Pet. Exh. 7 Lexium International’s Petition to Limit or Quash Civil Investigative
Demand (filed June 13, 2016)

Pet. Exh. 8 Records of Delaware Department of State, Division of Corporations
regarding CellMark BioPharma (accessed September 13, 2016)

Pet. Exh. 9 “About Us - Management” page from cellmarkbiopharma.com website
(captured April 21, 2016)
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Pet. Exh. 10 cellmarkbiopharma.com blog post published July 19, 2016 (captured
August 24, 2016)

Pet. Exh. 11 FTC Omnibus Resolution # 0023191 (issued August 13, 2009)

Pet. Exh. 12 FTC Civil Investigative Demand directed to Lexium International LLC
(issued May 24, 2016)

Pet. Exh. 13 FTC Civil Investigative Demand directed to CellMark BioPharma, LLC
(issued May 24, 2016)

Pet. Exh. 14 Target Letter from the United States Attorney for the Middle District of
Florida Directed to Derek Vest (issued March 21, 2016)

Pet. Exh. 15 Email Exchange between Richard J. Oparil and FTC Attorney Carolyn L.
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Pet. Exh. 16 Email Exchange between Oparil and Hann (June 10 & 13, 2016)

Pet. Exh. 17 CellMark BioPharma’s Petition to Limit or Quash Civil Investigative

Demand (filed June 13, 2016)

Pet. Exh. 18 Letter from Mary K. Engle, Associate Director, FTC Division of
Advertising Practices, to Oparil regarding CellMark BioPharma, LLC
(dated June 14, 2016)
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June 14, 2016)

Pet. Exh. 20 FTC Order Denying Petitions to Limit or Quash Civil Investigative
Demands (issued July 25, 2016)

Pet. Exh. 21 Letter from Oparil to Hann regarding CellMark BioPharma, LLC (dated
August 3, 2016)

Pet. Exh. 22 Email Exchange between Hann and Oparil (August 15, 2016)
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IN THE UNITED STATES DISTRICT COURT
FOR THE MIDDLE DISTRICT OF FLORIDA
FT. MYERS DIVISION

FEDERAL TRADE COMMISSION,

Petitioner,
Misc. No.

V.
LEXIUM INTERNATIONAL LLC, and
CELLMARK BIOPHARMA, LLC,

Respondents.

N N N N N N N N N N N N N

DECLARATION OF CAROLYN L. HANN
Pursuant to 28 U.S.C. § 1746, | declare as follows:

1. I am an attorney employed by the Federal Trade Commission (FTC or Commission),
in Washington, D.C, in the Division of Advertising Practices. | am the lead attorney
for the FTC’s investigation into two related companies, Lexium International LLC
(Lexium) (FTC File No. 162-3133) and CellMark BioPharma, LLC (CellMark) (FTC
File No. 162-3134). The purpose of the investigation is to determine whether these
companies have engaged in deceptive advertising or other unfair or deceptive acts or
practices in violation of Sections 5 and 12 of the Federal Trade Commission Act

(FTC Act), 15 U.S.C. 8§ 45 and 52.
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2. I am authorized to execute a declaration verifying the facts that are set forth in the
Petition of the Federal Trade Commission for an Order Enforcing Administrative
Investigative Process. | have read the petition and exhibits thereto (hereinafter
referred to as “Pet. Exh.”), and verify that Pet. Exh. 2 through Pet. Exh. 22 are true
and correct copies of the original documents. The facts set forth herein are based on
my personal knowledge or information made known to me in the course of my
official duties.

3. Lexium is a privately held Florida limited liability company with its principal place of
business at 1591 Hayley Lane, Ste. 203, Fort Myers, FL 33907. Lexium markets and
sells “prescription strength” health products including ADDTabz, purported to treat,
cure, or mitigate symptoms associated with Attention Deficit Disorder/Attention
Deficit Hyperactivity Disorder; PhenTabz, purported to cause significant weight loss
comparable to prescription drugs; and REMTabz, purported to treat, cure, or mitigate
sleep disorders and anxiety (collectively, the Tabz products). See Pet. Exh. 2,
lexiuminternational.com website excerpts (April 21, 2016). Lexium markets and sells
these products over the internet and also purports to sell them through gyms, doctors’
offices, and weight loss clinics. Lexium is engaged in, and its business affects
“commerce,” as that term is defined in Section 4 of the FTC Act, 15 U.S.C. § 44.

4, CellMark is a privately held Delaware limited liability company with its principal
place of business at 1591 Hayley Lane, Ste. 201, Fort Myers, FL 33907. CellMark
positions itself as a medical nutrition company for cancer patients. It markets and

sells two health products: Cognify, purported to treat, cure, mitigate, or prevent
2
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cognitive decline caused by chemotherapy; and CellAssure, purported to meet the
specific nutritional needs of cancer patients undergoing treatment including surgery,
radiation, and chemotherapy. See Pet. Exh. 3, cellmarkbiopharma.com website
excerpts (April 26, 2016). CellMark markets and sells its products through its
website. CellMark is engaged in, and its business affects “commerce,” as that term is
defined in Section 4 of the FTC Act, 15 U.S.C. § 44.

5. Lexium and CellMark are among a network of companies owned and operated by
Derek Vest or his relatives. Mr. Vest co-founded Lexium with Mary Lirette, and
previously served as its sole member and president. Pet. Exhs. 4 (Articles of
Organization) & 5 (January 2015 Annual Report). As of April 2015, Ms. Lirette and
Tara Vest have served as Lexium’s sole authorized members. Pet. Exh. 6 (April 2015
Amended Annual Report). During the course of this investigation, we learned that
Ms. Lirette is Derek Vest’s mother and that Ms. Vest is his sister. Lexium currently
identifies Mr. Vest as a consultant to the company. Pet. Exh. 7 at 2 (Lexium Petition
to Quash). Mr. Vest is also the founder, Board Chairman, and sole owner of
CellMark. Pet. Exhs. 8-9. He recently stepped down as its CEO. Pet. Exh. 10.

6. On April 25, 2016, Commission staff opened its investigation of Lexium and
CellMark after reviewing both companies’ advertisements for the products described
in 1 3-4, above. Commission staff began this inquiry to determine whether

Lexium’s and CellMark’s marketing and sale of their respective products violate

! Page references for each exhibit are to the CM/ECF headers at the top of the page.

3


http:cellmarkbiopharma.com

Case 2:16-mc-00026-JES-CM Document 1-2 Filed 09/16/16 Page 5 of 15 PagelD 33

Sections 5 and 12 of the FTC Act. Section 5 prohibits “unfair or deceptive acts or
practices,” 15 U.S.C. § 45, while Section 12 prohibits “false advertisements . . . likely
to induce . . . the purchase of food, drugs, services, or cosmetics,” 15 U.S.C. § 52.
7. Staff requested the Commission to issue civil investigative demands (CIDs) to

Lexium and CellMark pursuant to an FTC Resolution Directing Use of Compulsory
Process. Resolution 002-3191 (Pet. Exh. 11) authorizes the use of compulsory
process, including CIDs,

to investigate whether unnamed persons, partnerships, or corporations,

or others engaged directly or indirectly in the advertising or marketing

of dietary supplements, foods, drugs, devices, or any other product or

service intended to provide a health benefit or to affect the structure or

function of the body have misrepresented or are misrepresenting the

safety or efficacy of such products or services, and therefore have

engaged or are engaging in unfair or deceptive acts or practices or in

the making of false advertisements, in or affecting commerce, in

violation of Sections 5 and 12 of the Federal Trade Commission Act,
15 U.S.C. 88 45 and 52.

8. On May 24, 2016, the Commission issued CIDs to Lexium and to CellMark. Pet.
Exhs. 12 (Lexium CID) and 13 (CellMark CID). The CIDs required Lexium and
CellMark to produce all documents and to answer all interrogatories on or before
June 14, 2016. The Lexium CID contained 42 interrogatories and 36 document
requests and the CellMark CID contained 43 interrogatories and 34 document
requests. Each CID sought information relating to, inter alia, the following topics:
a. product information, including product samples and information about the

manufacturing process;
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g.

advertising and promotion, including dissemination schedules, online ads,
endorsements and testimonials, and communications with news media;
substantiation for the company’s specific advertising claims, including
relevant studies, use of experts, and research and development efforts;

sales and marketing practices and expenditures;

billing, customer service, and consumer complaints;

lawsuits and communications with government and other organizations; and

personnel, corporate relationships, and recordkeeping.

9. As required by the FTC’s Rules of Practice, 16 C.F.R. § 2.7(k), on June 6, 2016

Commission staff participated in a meet-and-confer with two CellMark

representatives and the company’s outside counsel, Richard J. Oparil (who also

represents Lexium in this matter). During the meet-and-confer, staff proposed a

rolling production schedule requiring CellMark to respond to the CID in four two-

week rounds between June 14, 2016 and July 26, 2016. In response, CellMark

revealed that its principal, Mr. Vest, is the subject of a federal grand jury

investigation by the U.S. Attorney’s Office for the Middle District of Florida

regarding “introducing and delivering for introduction into interstate commerce

misbranded drugs and other matters, and possible violations of federal criminal laws.”

See Pet. Exh. 14 (target letter).> CellMark advised FTC staff that it would file a

2 Lexium and CellMark filed the grand jury target letter as an exhibit to their respective petitions to
limit or quash the CIDs—which are part of the public record (see 16 C.F.R. 2.10(d))—and did not
seek confidential treatment for the letter. See Pet. Exhs. 7 & 17.

5
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10.

11.

12.

13.

petition with the Commission to limit the scope of the CID to avoid impinging on Mr.
Vest’s Fifth Amendment privilege against self-incrimination.

On June 8, 2016, Mr. Oparil sent Commission staff an email confirming that
“[s]ubject to the petition to quash or limit [the CID] on the Fifth Amendment
privilege issue,” CellMark agreed to comply with the production schedule proposed
by Commission staff. Pet. Exh. 15.

Also on June 8, 2016, Commission staff participated in a meet-and-confer with two
Lexium officials and with Mr. Oparil in his other role as Lexium counsel. Staff
proposed a rolling production schedule allowing Lexium to respond to the CID in
four three-week rounds between June 14, 2016 and August 16, 2016. Citing the
criminal target letter issued to Mr. Vest, Mr. Oparil advised Commission staff that
Lexium would seek to limit the scope of the Lexium CID to avoid impinging on Mr.
Vest’s Fifth Amendment privilege against self-incrimination.

On June 13, 2016, Mr. Oparil sent Commission staff an email confirming that
“Lexium believes it can meet the discovery schedule discussed on June 8.” Pet. Exh.
16.

The FTC’s Rules of Practice require that a CID recipient set forth any legal or factual
objections to the CID in a petition to limit or quash filed with the Commission. 16
C.F.R. §2.10(a). OnJune 13, 2016, Lexium and CellMark timely filed nearly
identical petitions. Pet. Exhs. 7 (Lexium) and 17 (CellMark). In their respective
petitions, Lexium identified Mr. Vest as a “former officer and owner” (Pet. Exh. 7 at

2) and current consultant, and CellMark identified Mr. Vest as “an officer and sole
6
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14.

15.

16.

17.

shareholder.” Pet. Exh. 17 at 2. Citing Mr. Vest’s and their own Fifth Amendment
privilege, both Lexium and CellMark sought to “limit the production of any
privileged information” required to be produced pursuant to the CIDs. Neither
Lexium nor CellMark raised any other basis to quash or limit the CIDs. Pet. Exh. 7
and 17.

On June 14, 2016, Mary K. Engle, Associate Director for the Commission’s Bureau
of Consumer Protection, Division of Advertising Practices, issued letters to counsel
for CellMark and Lexium memorializing the rolling production schedules described
in 11 9-12, above. See Pet. Exhs. 18-19. Both letters stated that the filing of the
petitions to quash “does not alter [the companies’] obligation to produce documents
and information [in response] to specifications unaffected by the petition. See 16
C.F.R. §2.10(b).”

From June 13 through July 26, 2016, CellMark produced responses to the CID in
accordance with the established rolling production schedule. However, citing Mr.
Vest’s Fifth Amendment privilege, CellMark expressly refused to respond to
Interrogatory 21 of the CID, which requested that CellMark “identify any and all
domain names for which Derek Vest is the registrant.” Pet. Exh. 13 at 18.

For its part, Lexium produced certain responses to the CID on June 14, July 7, and
July 12, 2016. However, responses to 39 of 42 interrogatories and at least 31 of 36
document requests remained outstanding.

On July 25, 2016, the Commission issued a ruling denying Lexium’s and CellMark’s

petitions to limit or quash the CIDs. Pet. Exh. 20. Specifically, the Commission,
7
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18.

19.

relying on Supreme Court precedent, concluded that corporate entities have no Fifth
Amendment privilege against self-incrimination and that Mr. Vest has no
constitutional right to withhold Lexium’s or CellMark’s corporate records. The
Commission thus ordered both Lexium and CellMark to produce all remaining
responses to their respective CIDs no later than August 15, 2016.

On August 3, 2016, Mr. Oparil, in his role as Lexium’s counsel, sent Commission
staff a letter stating that the company disagreed with the Commission’s Order. The
letter advised that Mr. Vest would continue to invoke his Fifth Amendment privilege
against self-incrimination and would not provide documents in his possession to
Lexium for production to the FTC. Mr. Oparil further explained that the company
objected to the Commission’s conclusion that it could not invoke the Fifth
Amendment privilege. Finally, he explained that Lexium was gathering documents in
its possession and that were not subject to its objection to further respond to the CID
by August 15, 2016.

Also on August 3, 2016, Mr. Oparil, in his role as CellMark’s counsel, sent a similar
letter to Commission staff objecting to the Commission’s Order. Pet. Exh. 21. He
advised that Mr. Vest “will continue to invoke his Fifth Amendment right against
self-incrimination and will not provide documents in his possession to CellMark for
production to the FTC.” Mr. Oparil further stated that “[w]ith the exception of Mr.
Vest’s documents as to which there is a privilege objection, CellMark believes it has

produced all responsive documents to the FTC in compliance with the CID.”
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20.

21.

22,

On August 15, 2016, Lexium produced 47 pages of documents and no interrogatory
responses. When asked by Commission staff whether Lexium planned to produce
additional responses, Mr. Oparil replied, “Lexium will have more to produce but I’'m
not going to get more today. It is also working on the written discovery
[interrogatory responses]. | will update you.” Pet. Exh. 22. Noting that Lexium
“neither has requested an extension nor has provided any explanation for missing the
Commission’s deadline,” Commission staff granted Lexium a short extension to
August 18, 2016 but stated that it would grant no further extensions. Id.

From August 15, 2016 to date, Lexium has produced no additional documents or
interrogatory responses in compliance with the CID.

Lexium’s Continuing Noncompliance: Lexium’s response to the CID remains

deficient. Lexium has completely withheld responses to Document Requests 2, 4-8,
11-21, 23-25, 27, and 29-36 and Interrogatories 4 through 42. Lexium also made
incomplete responses to Document Requests 9-10, 22, 26, and 28. Specifically,
Lexium has failed to produce the following information:

a. Product Information: Lexium has refused to identify all of its products or

provide even basic information about their manufacture, marketing,
ingredients, or sales (Interrogatory 5). For the three Tabz products (see  3),
Lexium has failed to produce the required product samples (Document
Request 2) and information about the manufacturing process, including
product components, product specifications, product testing and analysis, and

the persons involved (Interrogatories 6-13 and Document Requests 12-20).
9
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b. Advertising and Promotion: Lexium has withheld information regarding its

advertising practices, including marketing and advertising plans (Document
Request 4), marketing and consumer research (Document Request 8),
schedules for disseminating ads (Interrogatory 15), communications with ad
agencies, news media, and educational institutions regarding ads (Document
Requests 5-7), websites and keyword placement (Interrogatories 16-17 and
20), ad approval policies (Interrogatory 29), and the identity of persons and
entities responsible for creating, reviewing, and approving ads (Interrogatory
24). Lexium has also refused to identify or provide information about its use
of consumer testimonials and expert endorsers (Interrogatory 18 and
Document Request 21), its policies regarding consumer reviews (Interrogatory
19), or its use of bloggers and affiliate marketers (Interrogatories 22-23).

C. Advertising Claims Substantiation: Lexium appears not to have produced all

relevant substantiation for its advertising claims. It has not produced studies,
or documents related to such studies, substantiating all of the advertising
claims enumerated in the CID (Document Requests 9-10), or examining the
effectiveness of the Tabz products (Document Request 11). Nor has Lexium
identified the ingredients and amounts of each ingredient used in any such
studies (Interrogatory 27). The company produced only five journal articles,
one of which is a duplicate; none of these articles involves testing of any of
the three Tabz products, and only two relate to an ingredient that appears to be

in ADDTabz and PhenTabz (see supra 3, describing these products). In
10
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addition, Lexium has not identified persons or entities who participated in

testing Tabz products (Interrogatories 25-26) or in evaluating substantiation
for those products (Interrogatory 28). Finally, Lexium has failed to identify
the experts it used to substantiate advertising claims (Interrogatories 30-31).

d. Sales and Marketing Practices and Expenditures: Lexium has not produced

any information regarding its sales and marketing practices or expenditures. It
has failed to identify its retailers, distributors, or other sellers (Interrogatory
21), produce telemarketing transcripts or call recordings (Document Request
27), or provide information about its consumer accounts (Interrogatory 38).
Nor has Lexium produced information regarding its use of “continuity plans”
through which consumers are automatically billed for new product
installments (Interrogatories 33-34 and Document Request 23). Finally,
Lexium has failed to provide data regarding sales, expenditures (including for
marketing purposes), or order fulfillment (Interrogatory 14).

e. Billing, Customer Service, and Consumer Complaints: Lexium has not

provided any information about customer service, and its responses to the
CID’s requests for information about billing or consumer complaints are
incomplete. It has failed to identify or provide information about the persons
or entities responsible for customer service (Interrogatories 35-36), or to
produce its customer service and return policies (Document Requests 24-25).
With the exception of five chargeback notifications Lexium received from a

third-party payment processor, it has not produced any documents or
11
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information regarding contracts, payments, returns, refunds, chargebacks, or
other consumer issues (Document Request 26 and Interrogatory 39), consumer
complaints (Document Request 28 and Interrogatory 37), or complaints by
consumers or medical professionals concerning consumer injury (Document
Request 29).

f. Lawsuits and Communications with Government and Other Organizations:

Lexium has not produced any information about lawsuits concerning the Tabz
products or affirmed that there have been no such lawsuits (Interrogatory 40
and Document Request 34). Nor has it produced any communications with
government agencies, the Better Business Bureaus, self-regulatory
organizations, consumer protection groups, health interest groups, or media
outlets (Document Requests 30-33, 35-36).

g. Personnel, Corporate Relationships, and Recordkeeping: Lexium has declined

to describe its business relationships with various entities and individuals
(Interrogatory 4). The company also failed to provide information about three
of its corporate officials (Interrogatory 32) or produce curriculum vitae for
two of them (Document Request 22). Finally, Lexium has refused to provide
record-keeping information, such as identifying who prepared the responses to
the CID (Interrogatory 41) or describing whether or how any responsive

documents may have been destroyed, altered, or deleted (Interrogatory 42).

12
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23.

24,

25.

Lexium has not specified which of these categories of information it is withholding
on Fifth Amendment grounds, and which categories it is withholding on some other
basis.

CellMark’s Noncompliance on Fifth Amendment Grounds: CellMark’s response to

its CID also remains deficient. Citing Mr. Vest’s Fifth Amendment privilege,
CellMark has refused to respond to Interrogatory 21, which asks CellMark to identify
from its corporate records any domain name for which Mr. Vest is the registrant.
Although CellMark has indicated that it is withholding responsive documents under
the Fifth Amendment (see supra { 19), it has not identified the document requests to
which this objection pertains. See Pet. Exh. 17.

Failure to Produce Privilege Logs: To date, Lexium and CellMark each have failed to

provide Commission staff a privilege log of items withheld, as required by Instruction
D of the Lexium CID and the CellMark CID, respectively. Instruction D states:

D. Claims of Privilege: If any material called for by this
CID is withheld based on a claim of privilege, work product
protection, or statutory exemption, or any similar claim (see 16
C.F.R. 8 2.7(a)(4)), the claim must be asserted no later than the
return date of this CID. In addition, pursuant to 16 C.F.R. §
2.11(a)(1), submit, together with the claim, a detailed log of the
items withheld. The information in the log shall be of
sufficient detail to enable the Commission staff to assess the
validity of the claim for each document, including attachments,
without disclosing the protected information.... 16 C.F.R.§

2.11(a)(L)(i)-(xi).

Pet. Exhs. 12 at 8-9 (Lexium) and 13 at 8-9 (CellMark).

26.

Lexium’s and CellMark’s non-compliance with their respective CIDs has burdened,

delayed, and impeded the Commission’s investigation.
13
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I declare under penalty of perjury that the foregoing is true and correct.

Executed on September 15, 2016 &Z{—‘

Cardlyn L. Hann, Staff Attorney
Division of Advertising Practices
Bureau of Consumer Protection
Federal Trade Commission

14
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PETITION EXHIBIT 2

lexiuminternational.com website excerpts
(captured April 21, 2016)


http:lexiuminternational.com
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The science of sleep

REMTabz"
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Some sleep aids are designed to help you fall asleep
and others to help you stay asleep. REMTabz is effectively designed to do both!

Lexturm Internationat has deliversd the w

Why Is Sleep Important?

SLEEPBETTER - LIVEBETTER
Proper Sleep = Healthy Brain Function and Emotional & Physical Well-Being.

Why do people have trouble sleeping?

vl REMTaba is

If you are among the many who suffer from insomnia and other sleep disorders, you owe it to yourself to try
REMTabz today!
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PETITION EXHIBIT 3

cellmarkbiopharma.com website excerpts
(captured April 26, 2016)


http:cellmarkbiopharma.com
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ADVANCED MEDICAL NUTRITION

FOR ALL CANCER PATIENTS
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Jur Solutions :
Our Solutions g
CellMark answers the *“Day of Diagnosiz’ question “What do I do now?” g
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Fact: 20-40% of cancer deaths are from malnutrition (cachexia) Cognify™ is the world's first product designed specifically to | Cogw‘y
not cancer and the medical community agrees that nutritional alleviate chemo brain (chemo fog) sign=s and symptoms. Our | |
intervention is imperative. CellAssure™ is an innovative patent pending formulation enhances neurocognitive functioning M.aEE 30 ¢ mm
medieal nutrition drink designed for the needs of all cancer while providing enhanced neuroprotaction. 1 mw“:mm
patients battling the detrimental eftects of cancer and cancer e : e
treatments (surgery, radiation, chemotherapy and emotional ) BCe Itark

turmoil).

About Us

Kunow more about our company

Leave amessaqe £33

Serving the medical community and their patients at the highest level is at the core of our DNA. Our passion for delivanng products that
profoundly impact patients total health drive our founders, formulators and scientists to push the boundaries of medical nutrition to new

heights every single day.

Fueling The Fight Aeainst Cancer
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While most people think that their ‘Day of Diagnosis’ is when their battle with cancer begins — we know better. We know that on the ‘Day
of Diagnosis’ that patients are already compromised and their nutritional challenges have already started and their need for medical
nutrition is now! We know it is far better to be proactive than reactive and that is why our products are designed to help you bring the fig
to cancer from day one!

Problem worth solving

» Over 14 Million diagnosed with cancer in 2014.

« ‘Day of Diagnosis™ “What do I do now?”.

» 20% — 40% of cancer patients die from malnutrition (cachexia) not cancer itself.
» Up to 829% of chemo patients have ‘chemo brain’.

Leave a messaa messaqe =3

« ‘Chemo brain’ may last up to 10 years.

PRIVACY POLICY

CONTACT US
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A Focused Fight Against Chemo Brain 8
o
£
-
= ™ Chemo brain is a common term used by cancer patients usz to deseribe thinking, memory and %
coneentration problems that can ocenr during, and after, cancar treatment. Chemo brain can also be called Lo

chemo fog, Mild Cognitive Impairment (MCI), or chemotherapy-related eognitive dysfunetion.

{Ampheta-GPC)

Cognify™ ic the world’s first produet designed specifieally to alleviate chemo brain (ehemo fog) signs and
symptoms. Our patent pending formulation enhances neurccognitive functioning while providing enhanced
neuroprotection.

Sorme recent neuroimag ing studies have shown visible changes in the brains of parients treated with chemotherapy. Areas of the brain that have to do with learning and memory seem to
be the most aﬁ‘-ﬂ:zﬂz.

Statistics show that up to 75% of cancer patients may experience chemo brain making it one of the most common side effects reported by cancer patients. For many (ap to 35%), this
condition persists for months or years following treatment. Click rere to visit our enline st

Leave a messade (53

Symptoms can include:

= Memaory loss — forgetting things like names, places, dates or appointments
« Difficulty finding the right word for common objects

« Difficulty following the flow of a conversation

» Trouble concentrating or focusing

= Difficulty in multi-tasking

» General confusion

Chemao brain Iy d ib

‘toxic effects of systemic chemotherapy. It's been found thar 56 of the 132 FDA approved
cheme agents are known to be strong sourees of oxidarive strese (inflammation). Researeh
has shown that these drugs can damage neural progenitor cells.

the alterations in cognitive functioning reflecting the CNS

Leave a messaqe 3

Cognify™: The Natural Solution to Chemo Brain

* Neuroprotection — protect brain cells/neuro-transmitters against toxins

* Cognitive Enhancement — increase cognitive processing and work efficiency
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= Increase Blood Flow — increase blood flow, nutrients and oxygen to the brain

» Repair Brain Tissue — maintain brain cell membranes. repair brain cells & neurons

* Reduce Inflammation — decrease inflammation, oxidative stress and inflammatory eytokines
= Increase Neurotransmitters — improve cognitive functioning, memory, and processing

s Promote Neurogenesis — stimulate the growth of new brain cells
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MEDICAL NUTRITION

F -

CellAssure — Medical Nutrition Drink for Cancer Patients

What is CellAssure? [ ‘Calldzzure Erochure

The most common question for cancer patients on their Day of Diagnosis’ is Swhat do I do now ?” or even

maore important “what ean I do now?™ The answer is simple and complex at the same time — prepare for the

. T
) tight of your life and plan on winning! Keeping vonrself as healthy as possible to be abls to withstand the
A e SS Ure rigors of chemotherapy, radiation, sargery and the emotional stress ic absolutely essential.
CellMark Biopharma™ developed a revolutionary new medical nutrition drink, CellAssure, designed for the

needs of all cancer pabients balt]ing the detrimental effects of cancer and even the side effects from cancer
treatments. CellAssure’s elinieally proven ingredients were scientifically formmlated to deliver an unheard of level of health, protection and quality of life for our patients.

Leave a messade [

Fact: 20-40% of coneer deaths are from malnutrition (eachexia) not cancer and the medical commumity agrees that nutritional intervention is imperative.

CellAssure is a simple once a day drink ereated from direct requests by physicians, dietitians and patients battling cancer.

Leave a message

CellAssure includes ingredients
clinically proven to:

Exhibit anti-cancer and anti-tumor properties

Improve immune system response

Maintain or increase appetite

Increase LBM (lean body mass)

Reduce stress / anxiety and lower cortisol levels
Provide relief with nausea/vomiting and diarrhea
Mitigate anemia and improve liver function

* Help reduce inflammation and possibly even pain

Leave a message £

Kooping in mind the faet that up to 40% of cancer deaths are from malnutrition (eachexia — the skin and bones look we have all seen) and not eaneer felf — 1t ic absolutely eritieal

to put the power of medical nutrition to work immediately. Keeping vourself healthy to be able to fight cancer is absolutely essential and avoiding cachexia can be every bitas \ngf'ss-ir' C Qf G‘ahn ":'.aa ncer Diet o
important as your chemotherapy and radiation regimens. Many cancer survivors will tell you that chemo and radiation were more difficult for their body to handle than the caneer. - Bic sphum-‘.u N \
)

&

With CellAssure wa have literally taken almost every single cancer fighting nutraceutical and nutritional suppl t {proven clinically) and put them together in one simple an
- - 1 ' 7 . iy
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CONVeEment Imedical NUiriion Product. Xou would Qleraly nave o ouay /4 CO0TWes O Varloms proaucts [o COlle CIO58 \NOL equal) 10 10e erapeuns value oI VelLassure. Lne ¢osL 01
those competing products alone is over $800.00 (nearly $600.00/month more than CellAssure). For about the simple cost of 2 drive-thm meal (38/day) vou will provids vour
body with the most advanced medical nutrition designed specifically to fuel the fight against cancer!

Click here to visit our online store.
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CellAssure provides 26 grams of pharmaceutical quality ultra-micro filtered pure whey protein isolates for optimal absorption and retention of lean body mass, unique complex
carbohydrates for consistent sustainabla energy and ZERO sugar (cancer eells thrive on sngar). There is no other produet on the market that comes even elose to that, but those
necessary and critical ecomponents are only seratehing the surface of why CellAssure delivers more to the cancer patient than all others eombined!

“Weight loss occurs in up to 87% of people with cancer. Cancer patients are at risk for malnutrition resulting from the disease itself, from anticancer treatments such as surgery,
radiation, and chemotherapy; and/or from anorexia and cachexia due to emotional stress and anxiety.”™

Cancer is 2 multi-faceted disease that attacks the hody in many ways causing multiple serions side effects, each which needs ta be addressed strongly in arder for the patient o
maintain their health, CellAssure’s mission is simple — keeping cancer patients as healthy as possible so their oncologist can kill their cancer with the least amount of side
effoets/health issues/problems.

Why is CellAssure essential from your Day of Diagnosis?

With figures showing as much as 40% of cancer deaths are from malnutrition (cancer cachexia), the medical community agrees that nutritional intervention is imperative.
Cachexia is a series of metabolic changes in the cancer patient’s body. Cachexia is initiated when proinflammatory cytokines and other catabolic factors, such as proteclysis-
indueing factor and lipid-mobilizing factor are released in tissues and in eirculation. Inereases in strass. anyiety, eortisol levels, inflammation and decreases in appetite, nutrient
absorption, and lver funetion add to this hypermetabolic seemario.

Leave a message £

“Cancer weight lnss is assoetared with poor ourcomes for cancer patents—reduced response to therapy, reduced ability ro deliver full doses of chemorherapy, stoppages of cancer

therapies, inereased toxicity, more complications and infecttons, lower quality of life, and reduced survival.”

Cancer cachexia is far more complex and different than other types of weight loss (malnutrition or starvation) and it cannot be reversad by the simple addition of extra calories.
CellAssure™ is targated medical nutrition for these specific inflammatory triggers and all their resultant matabolic abnormalities!

Proper identification of nutrition problems and treatment of nutrition-related symptoms have been shown to stabilize or reverse weight loss in 50% to 88% of

oncology patients.

How did we create CellAssure?
CellMark Biopharma™ had to ereate a medical nutritional product the likes of which the world has never seen. Celldssure had to go far beyond the simple meal replacerments and nutritional drinks that

Tich ] CPN, S hla?
F what wasp by imp
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are eurrently on the market. How did we

We had to do something that most companies forgert to do: look at the patient as a whole being — 2 human being — with very specific needs. Our global team of experts had o come up with a specific and
complete set of questions that ne-one has acked before. Questions from the perspective of physicians, dietitians, seientists and mest importantly the cancer patient themselves, questicns you NEED
answered such as:

+ What can CellAssure do to massively impact a cancer patient on ‘Day of Diagnosis™?

* What specific caloric and nutritional needs de I have as someone diagnosed with cancer?

» What kind of nutritional support can help my immune system in an appropriate manner as someone who is diagnosed with cancer?

+ Are there specific active non-drug ingredients that have been clinically proven effective in the fight against cancer?

= How can I keep my appetite up so as not to lose too much weight or get cachexia?

» Can CellAssure help with my patients stress and anxiety or even their cortisol levels?

» Can our formulation help patients with nauzea vomiting and diarrhea?

« Can our formulation help reduce inflammation and possibly even pain?

e Canwe densely pack calories into a revolutionary drink without adding massive sugar like the competitors (which of course is the main nutritional source of cancer cells)?

Leave a message =5

« Can CellAszure help mitigate anemia and improve my lver function?

CellMark Biopharma's team answered all those questions and more 1o give patients more than just a fighting chance — we gave them a teammate to fight for them and win with them!
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Thank you for you interest in CellMark Biopharma - 'Fueling the Fight Against Cancer’.

Cellassure If you have any gquestions regarding CeflAssure or Cognigy please call (B98] 444-7229 Ext 303. If you are interested incommercial sales, please call
[288] 444.7002 Ext 30 i eads.
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PETITION EXHIBIT 4

Records of Florida Secretary of State,
Division of Corporations: Lexium
International’s Articles of Organization
(filed October 1, 2014)
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FAX AUDIT # H14000230048 3

ARTICLES OF ORGANIZATION
OF
Lexium International LLC

ARTICLE I NAME

The name of the limited liability company is: Lexium Intemmational LLC

ARTICLE II ADDRESS S B B
?r I‘P) ; 1
The principal place of business and mailing address of this Limited Liability Compan} sﬂal b_:éj -t
1591 Hayley Lane Ste 203, Fort Myers, Florida 33907. or 2 ) e
.’",Tf:; — ~ y
_— ?l{" T
ARTICLE 111 INITIAL REGISTERED AGENT & STREET ADDRESS "‘c« = E:;.N
o L ) 3 .
The name and address of the registered agent are: Business Filings Incorporaled 315 E"Pﬂlzk f_

Avenue, Tallahassee, Florida 32301, Located in the County of Leon. \._;H"i e}
Having been named as registered agent and 1o accept service of process for the above stated limited
liability company at the place designated in this certificate, I hereby accept the appointment as
registered agent and agree to act in this capacity. I further agree to comply with the provisions of all
statutes relating to the proper and complete performance of my duties, and [ am familiar with and
accept the obligations of my position as registered agent as provided for in Chapter 605, F.S..

e

Signature: Dale: October i, 2014
Mark Williams, A.V.P. Business Filings Incorporated

ARTICLE IV MANA GERS/MEMBERS

The management of the limited liability company is reserved for the members and the names and
addresses of the members of the Limited Liability Company are:

Derek Vest, 11561 Isle of Palms Dr, Fort Myers, Florida 33931

Mary Lirette, 18167 Phlox Dr, Fort Myers, Florida 33967

FAX AUDIT # H14000230048 3
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ARTICLE V DURATION

The duration for the limited liability company shall be: Perpetual.

L —

{ am aware that any false information submifted in a document 10 the Department of State
constitutes a third degree felony as provided for in 5.817.155, .8}

Business Filings Incorporated, Organizer
Mark Williams, A.V.P.
Authorized Representative

Date: October 1, 2014
(/n accordance with section 805.0203 (1) (), Florida Statutes, the execution of this document

constitutes an affirmation under the penallies of perfury that the facts stated herein are true.
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Prepared by Mark Williams, Business Filings Incorporated, 8020 Excelsior Dr., Suite 200, Madison,

WI 53717
608-827-5300
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PETITION EXHIBIT 5

Records of Florida Secretary of State,
Division of Corporations: Lexium
International’s 2015 Annual Report
(filed January 7, 2015)
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DOCUMENT# L14000153766
Entity Name: LEXIUM INTERNATIONAL LLC

Current Principal Place of Business:

1591 HAYLEY LANE STE 203
FORT MYERS, FL 33907

Current Mailing Address:

1591 HAYLEY LANE STE 203
FORT MYERS, FL 33907

FEI Number: APPLIED FOR

Name and Address of Current Registered Agent:

BUSINESS FILINGS INCORPORATED
515 E PARK AVE
TALLAHASSEE, FL 32301 US

Jan 07, 2015
Secretary of State
CC4660366890

Certificate of Status Desired: Yes

The above named entity submits this statement for the purpose of changing its registered office or registered agent, or both, in the State of Florida.

SIGNATURE:

Electronic Signature of Registered Agent

Authorized Person(s) Detail :

Title MGRM
Name VEST, DEREK
Address 11561 ISLE OF PALMS DR

City-State-Zip: FORT MYERS FL 33931

Date

| hereby certify that the information indicated on this report or supplemental report is true and accurate and that my electronic signature shall have the same legal effect as if made under
oath; that | am a managing member or manager of the limited liability company or the receiver or trustee empowered to execute this report as required by Chapter 605, Florida Statutes; and

that my name appears above, or on an attachment with all other like empowered.

SIGNATURE: DEREK VEST

PRESIDENT 01/07/2015

Electronic Signature of Signing Authorized Person(s) Detail

Date



Case 2:16-mc-00026-JES-CM Document 1-7 Filed 09/16/16 Page 1 of 2 PagelD 68

PETITION EXHIBIT 6

Records of Florida Secretary of State,
Division of Corporations:
Lexium International’s 2015 Amended
Annual Report
(filed April 14, 2015)
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DOCUMENT# L14000153766
Entity Name: LEXIUM INTERNATIONAL LLC

Current Principal Place of Business:

1591 HAYLEY LANE STE 203
FORT MYERS, FL 33907

Current Mailing Address:

1591 HAYLEY LANE STE 203
FORT MYERS, FL 33907

FEI Number: 36-4797187

Name and Address of Current Registered Agent:

BUSINESS FILINGS INCORPORATED
515 E PARK AVE
TALLAHASSEE, FL 32301 US

Apr 14, 2015
Secretary of State
CC5575060293

Certificate of Status Desired: Yes

The above named entity submits this statement for the purpose of changing its registered office or registered agent, or both, in the State of Florida.

SIGNATURE:

Electronic Signature of Registered Agent

Authorized Person(s) Detail :

Title AUTHORIZED MEMBER
Name LIRETTE, MARY E
Address 18167 PHLOX DR

City-State-Zip: FORT MYERS FL 33967

Title
Name

Address

City-State-Zip:

Date

AUTHORIZED MEMBER
VEST, TARAE

1591 HAYLEY LANE STE 203
FORT MYERS FL 33907

| hereby certify that the information indicated on this report or supplemental report is true and accurate and that my electronic signature shall have the same legal effect as if made under
oath; that | am a managing member or manager of the limited liability company or the receiver or trustee empowered to execute this report as required by Chapter 605, Florida Statutes; and

that my name appears above, or on an attachment with all other like empowered.

SIGNATURE: TARA VEST

MBR 04/14/2015

Electronic Signature of Signing Authorized Person(s) Detail

Date
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PETITION EXHIBIT 7

Lexium International’s Petition to Limit or
Quash Civil Investigative Demand
(filed June 13, 2016)
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BEFORE THE FEDERAL TRADE COMMISSION

IN THE MATTER OF

LEXIUM INTERNATIONAL, LLC.

PETITION TO LIMIT OR QUASH CIVIL INVESTIGATIVE DEMAND
BY LEXIUM INTERNATIONAL, LLC

Petitioner, Lexium International, LLC ("Lexium"), hereby petitions the Federal Trade
Commission ("FTC" or "Commission"), pursuant to 16 C.F.R. § 2.7(d), to limit or quash the
Civil Investigative Demand ("CID") that it served on May 26, 2016. The FTC issued the CID
pursuant to its alleged authority under § 20 of the Federal Trade Commission Act, 15 U.S.C. §
57b-1. A former officer and owner of Lexium's predecessor, Derek Vest ("Vest"), has received a
target letter from the U.S. Attorney for the Middle District of Florida. In order to ensure that his
Fifth Amendment right against self-incrimination is not waived by the production of information
to the FTC, Lexium files this Petition to limit the production of any privileged information
pursuant to the CID.

BACKGROUND

Gentech Pharmaceutical, LLC ("Gentech") was a Delaware limited liability company formed
in 2010. It was owned and managed by Vest. The company later changed its name to Lexium.
Gentech developed and sold supplement products for cognitive function, weight loss and sleep aid.
Lexium continues to sell those products. Vest sold his interest in Lexium in 2015. His only remaining
connection to Lexium is as a consultant.

On May 26, 2016, the Commission served a Civil Investigative Demand ("CID") on

Lexium with 42 interrogatories (not counting subparts) and 36 document specifications. Ex. 1.

3430073
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The CID seeks information on broad topics, including corporate information, product
development and formulation, manufacturing, labels and advertising, claim substantiation, sales,
and return/refund policies. The CID defines "Company", "Company's", "You" and "Your" to
mean:

Lexium International, LLC, sometimes d/b/a Lexium Laboratories, its wholly or

partially owned subsidiaries including Gentech Pharmaceutical, LLC, unincorporated

divisions, joint ventures, operations under assumed names, and affiliates, and all
directors, officers, employees, agents, consultants, and other persons working for or on

behalf of the foregoing, including Tara Vest, Mary Lirette, and Dr. Stan Headley.

Ex. 1 § L.G. The scope of search provision is similarly broad:

This CID covers documents and information in your possession or under your

actual or constructive custody or control including, but not limited to, documents

and information in the possession, custody, or control of your attorneys,

accountants, directors, officers, employees, and other agents and consultants,

whether or not such documents and information were received from or
disseminated to any person or entity.
Id. § IL.1. The return date on the CID is June 14, 2016.

The Commission staff and Lexium had a meet and confer teleconference on June 8.
During that conference, the parties discussed a schedule for producing information to the
Commission, and the scope of the definitions and requests. Lexium informed the staff that Vest
had received a criminal target letter from the U.S. Attorney for the Middle District of Florida.
Ex. 2. The letter to Vest states that "you are now a target of a Federal Grand Jury investigation in
this District into introducing and delivering for introduction into interstate commerce misbranded
drugs and other matters and possible violations of federal criminal laws. The United States is

prepared to proceed before a Federal Grand Jury to seek charges against you." On June 8, the

FTC staff received a copy of that letter.

3430073
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ARGUMENT

The act of compelling the production of interrogatory responses and documents
implicates Vest's Fifth Amendment rights and the CID should be limited. The CID, while served
on Lexium, requires Vest to produce information to the FTC. See Ex. 1 § 1.G ("'Company' shall
mean Lexium ... and all directors, officers, members, employees, agents, consultants, and other
persons working for or on behalf of the foregoing, including Derek Vest"); id. § I1.I (CID requires
a search for documents and information in the possession of Lexium and its "attorneys,
accountants, directors, officers, employees, and other agents and consultants, whether or not such
documents and information were received from or disseminated to any person or entity."). Vest's
turning over of the extensive information and documents specified in the CID would admit their
existence and authenticity. Accordingly, Lexium seeks to limit the CID to ensure that its officer
and sole shareholder, Vest, can protect and assert his Fifth Amendment privilege.

The Fifth Amendment protects a person from being compelled to produce information
that would incriminate that person. See, e.g., Fisher v. United States, 425 U.S. 391, 397 (1976).
The U.S. Supreme Court has long held that a government subpoena cannot compel the holder of
documents and information to perform an act that may have testimonial aspects and an
incriminating effect. See, e.g., United States v. Doe, 465 U.S. 605, 612 (1984). The act of
production is privileged under the Fifth Amendment and cannot be compelled without a statutory
grant of use immunity pursuant to 18 U. S. C. §§ 6002 and 6003. /d. at 617.

In United States v. Hubbell, 530 U.S. 27 (2000), the Court found that the act of producing
documents in response to a subpoena may have a compelled testimonial aspect. The act of

production itself may implicitly communicate statements of fact. By producing documents in

3430073



Case 2:16-mc-00026-JES-CM Document 1-8 Filed 09/16/16 Page 5 of 11 PagelD 74

compliance with a subpoena, the witness would admit that the papers existed, were in his
possession or control, and were authentic. /d. at 36.

Hubbell also found that the Fifth Amendment protects a person who would be compelled
to identify information and them produce it:

It is apparent from the text of the subpoena itself that the prosecutor needed
respondent's assistance both to identify potential sources of information and to
produce those sources. See Appendix, infra. Given the breadth of the description
of the 11 categories of documents called for by the subpoena, the collection and
production of the materials demanded was tantamount to answering a series of
interrogatories asking a witness to disclose the existence and location of particular
documents fitting certain broad descriptions. The assembly of literally hundreds
of pages of material in response to a request for "any and all documents reflecting,
referring, or relating to any direct or indirect sources of money or other things of
value received by or provided to" an individual or members of his family during a
3-year period, ... is the functional equivalent of the preparation of an answer to
either a detailed written interrogatory or a series of oral questions at a discovery
deposition. Entirely apart from the contents of the 13,120 pages of materials that
respondent produced in this case, it is undeniable that providing a catalog of
existing documents fitting within any of the 11 broadly worded subpoena
categories could provide a prosecutor with a "lead to incriminating evidence," or
"a link in the chain of evidence needed to prosecute."

Id. at 41-42. The Court concluded that:

In sum, we have no doubt that the constitutional privilege against self-
incrimination protects the target of a grand jury investigation from being
compelled to answer questions designed to elicit information about the existence
of sources of potentially incriminating evidence. That constitutional privilege has
the same application to the testimonial aspect of a response to a subpoena seeking
discovery of those sources. Before the District Court, the Government arguably
conceded that respondent's act of production in this case had a testimonial aspect
that entitled him to respond to the subpoena by asserting his privilege against self-
incrimination.

Id. at 43-44.
On its face, the CID seeks the production of information and documents in Vest's
possession by defining "Company" to include Lexium and "its directors, officers, members,

employees, agents, consultants, and other persons working for or on behalf of the foregoing,

ol
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including Derek Vest...." Ex. | § L.G; see also id. § ILI (requiring the search for and production of
material by CellMark and its "attorneys, accountants, directors, officers, employees, and other agents
and consultants, whether or not such documents and information were received from or disseminated
to any person or entity."). Compelling Vest — who was an owner and officer of Gentech and is now a
consultant to Lexium — to produce such information implicates his Fifth Amendment right against
self-incrimination. Lexium understands that Vest does not intend to waive his constitutional rights. As
such, the CID should be limited or quashed to the extent its requires the production of such protected
material.

In addition, the Fifth Amendment is implicated when a witness is "compelled to take the
witness stand and answer questions designed to determine whether he has produced everything
demanded by the subpoena." Hubbell, 530 U.S. at 37. Here, the CID's instructions require a
sworn certificate that "all of the documents, information and tangible things required" by the CID
have been produced. Ex. 1 at 1-2. Thus, the CID should be limited to exclude the requirement
that Lexium certify that all documents and information of Vest have been provided to the FTC.

Further, Lexium brings this Petition because Vest is a former officer of Lexium. The
Second Circuit has held that:

This case presents the question of whether an ex-employee of a corporation may

assert a Fifth Amendment privilege to refuse to respond to a grand jury subpoena

demanding that he produce documents belonging to his former employer on the

ground that the act of producing the documents would be both testimonial and
incriminating. Because we conclude that a Fifth Amendment privilege is available

to the ex-employee in such circumstances, we affirm the order of the district court

denying the government's motion to compel production pursuant to the subpoenas

in this case.

In re Three Grand Jury Subpoenas Duces Tecum, 191 F.3d 173, 174 (2d Cir. 1999). Thus, the

CID should be limited or quashed to make clear that Vest, a former officer, may invoke his right

against self-incrimination.

3430073
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Finally, Lexium, as a limited liability company and on behalf of its directors, officers,
members, employees, agents, consultants and representatives, object to the CID based on the Fifth
Amendment privilege against self-incrimination. Cases holding that the Fifth Amendment does not
apply to corporate entities are no longer good law in light of Citizens United v. FEC, 558 U.S. 310
(2010) and Burwell v. Hobby Lobby Stores, Inc., 134 S. Ct. 2751 (2014). In Citizens Uhnited, the
Supreme Court ruled that the government cannot prohibit political expenditures by corporations based
on the speaker's corporate identity. The Hobby Lobby decision recognized that a closely-held
corporation had religious liberties.

Citizens United rejected the premise that a corporate entity's status, advantages of using the
corporate form, or the potentially corrupting influence of corporations could justify denial of First
Amendment rights. Citizens United requires a reexamination of the outdated rationales used to deny a
corporation's right against self-incrimination. First, because Citizens United treats corporate entities as
persons capable of exercising their constitutional rights, the government can hardly still claim that the
Fifth Amendment is a “purely personal” privilege belonging only to natural persons — especially
because criminal statutes, as well as all the other prongs of the Fifth Amendment, treat a corporation
as a “person.” Second, because Citizens United explicitly rejects discrimination against corporations
based upon the “special advantages™ of the corporate form, that rationale can no longer serve as a
basis to deny corporations a right against self-incrimination. Finally, the government's asserted
interest in enforcing criminal laws against corporations can no longer stand as a reason for differential
treatment, because there is no for applying that interest solely to corporate crime and not to crimes
committed by individuals.

Corporations can invoke rights under other prongs of the Fifth Amendment. See, e.g., United

States v. Martin Linen Supply Co., 430 U.S. 564, 569 (1977) (applying Fifth Amendment double

3430073
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jeopardy clause to corporation); Mackin v. United States, 117 U.S. 348 (1886) (applying grand jury
clause to corporation); Pennsylvania Coal Co. v. Mahon, 260 U.S. 393, 412 (1922) (applying Fifth
Amendment takings clause to corporation); Noble v. Union River Logging R.R. Co., 147 U.S. 165,
171, 177 (1893) (applying Fifth Amendment due process clause to corporation). For four of the five
prongs of the single-sentence Amendment, its subject — the word “person” — includes corporations.
Only as to self-incrimination has the same word been given a different meaning,.

Thus, the Commission should quash or limit the CID to allow "the Company" (as broadly
defined in the CID) to withhold information and documents pursuant to the Fifth Amendment's right
against self-incrimination.

CONCLUSION

For the foregoing reasons, to the extent that the CID compels the production of
interrogatory responses and documents protected by the Fifth Amendment, Lexium's Petition to
Limit or Quash the CID should be granted.

Dated: June 13, 2016 Respectfjlly submitted,

PORZIOY/BROMBERG & NEWMAN P.C.
1200 New Hampshire Ave. NW, Suite 710
Washington, DC 20036

(202) 517-1888

(202) 517-6322 (fax)

rjoparil@pbnlaw.com

Counsel for Petitioner
Lexium International, LLC
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CERTIFICATION
Pursuant to 16 C.F.R. § 2.7(d)(2), counsel for Lexium hereby certifies that counsel met
and conferred with FTC counsel in a good faith attempt to resolve by agreement the issues set

forth in this Petition, but the parties were unab etd reach ment.

Richard J. Oparil !

3430073
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CERTIFICATE OF SERVICE
I hereby certify that on June 13, 2016, I caused the original and 12 copies to the
foregoing Petition to Limit or Quash with attached exhibits to be filed by hand delivery to the
Secretary of the Federal Trade Commission, 601 New Jersey Ave., NW, Washington, DC 20580,
and one copy to be served by email and hand delivery to Carolyn L. Hann, Esq., Federal Trade

Commission, 600 Pennsylvania Ave., NW, Mafl Drop CC-Y(548, Washington, DC 20580.

\ /7 [ ¥
Richard J. &’patl/

3430073



Case 2:16-mc-00026-JES-CM Document 1-8 Filed 09/16/16 Page 11 of 11 PagelD 80

Lexium’s exhibits in support of its
administrative Petition to Limit or Quash
the CID have been omitted.

These documents already appear in the

record as the FTC's Petition Exhibit 12

(Lexium CID) and Petition Exhibit 14

(target letter from the U.S. Attorney’s
Office).
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PETITION EXHIBIT 8

Records of Delaware Department of State,
Division of Corporations regarding
CellMark BioPharma
(accessed September 13, 2016)
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PETITION EXHIBIT9

“About Us - Management” page from
cellmarkbiopharma.com website
(captured April 21, 2016)
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Management

Derek Vest g
; b
Founder / CEO / Chairman 2
As CEO, Mr. Vest leads day-to-day operations with an emphasis on produet development, global sales, and team development. Prior to -
CellMark, Mr. Vest was the Founder / CEO of Gentech Pharmaceuticals, one of the world’s largest providers of non-prescription g
pharmaceuticals for doctors, hospitals, pharmacies and other non-prescription outlets. Gentech’s produets were manufactured in the US and ]
UK and distributed and sold in 47 countries globally. Gentech was acquired by Lexium International in 2015. el
Prior to Gentech, Mr. Vest was the Founder / CEO of Superior Respiratory, a leading medical sales and service company for respiratory
patients. In developing Superior, Mr. Vest also opened a full scale national pharmaceutical manufacturing facility creating unique respiratory
medications for Medicare/Private Insurance patients throughont US. Superior was acquired by Lincare Inc in 2009.
Currently Mr. Vest holds passive equity and Board positions in several other companies including Kalos Therapentics, an emerging @
biomedieal company in San Diego with the exelusive patent to develop the ANP (atrial natriuretic peptide) family of peptides as a new g
mechanism for the treatment of cancer as well as a novel drug therapy for AMD, Med Office Direct, 1st in-class virtual distributor of medical 2
supplies, and Mojo Beverage International, a ‘designer functional beverages’ pany with distribution in the US and Asia. g
L
$
o
o
-
Dr. Anthony Spotora — Pharm. D., MBA
Pharmacy Director
Dr. Spotora has degrees in Pharmacy, Education as v as a MBA. As a Pharm. D., he has worked from ow his own pharmacies to being
; ged Care Sales and Marketing for Eckerd Drugs (4% largest drug cha
neluded being the COO and partner in a 40+ physician outpatient medical/surgical center outside Chi
was acquired by Mercy Hospital. He was also brought in to be the Director of Development, Planning and Analysis for Cigna Hea m
‘lorida o
o
s
2
Dr. Spotora has consulted on a global seale to a variety of companies using his prodigious skills in both pharmacy and business development. g
~
Dr. Spotora has intricate knowledg oncology drugs and treatments and shares a tremendous passion for changing the lives of cancer %’
patients t gh advanced medical nutrition. 3
—

Craig A. Pisaris-Henderson
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COOQO / Board Member
As COO, Mr. Pisaris-Henderson oversees day-to-day non-medical ions includi keting and corporate finances. Through the past
23 years Mr. szans-Henderson has been immersed in lha digital and data analytie seclor with an emph.mns on leveraging ‘big data’ in the ;
] of predictive b and ies for private and public entities. Prior to CellMark Mr. Pisaris- g
Henderson founded Lexos Media, a p:oneermg digital ad serving technology maintaining the largest patent portfolio related to cursor, touch, A
and eye-gaze integration (analyties) with online digital advertising. g
o
Prior to Lexos, Mr. Pisaris-Henderson was the Founder / CEO / Chairman of MIVA, Inc. (NASDAQ: MIVA f/k/a FindWhat.com NASDAQ: %
FWHT). Mr. Pisaris-Henderson lead MIVA, a global leader in ana]vt.tca].lv driven perf -based keting and bli 3
services, to global sales in excess of $225M, a NASDAQ market val Pp: hi $1B, and over 500 team members with office in the

US, Japan, UK, and throughout the EU.

Mr. Pisaris-Henderson has been a f 1 Ler at inw t banking and industry confe , is the recipient of the Ernst &
Young's Entrepreneur of the Vear Award, awarded 2 DBAh in Business Administration, and been awarded many other national and regional
distinctions. Currently Mr. Pisaris-Henderson serves as a board member of Florida Gulf Coast University’s College of Business, Lexos Media
and several other private firms.

[
-]
a
5 v @
Erica Boliek, M.M.S., PA-C, ATC, CPCC g
Chief of Research and Development =
>
Ms. Erica Boliek, M.M.S., PA-C, is a clinician-scientist who has spent her time cultivating a broad experience in research, globally. Among o
her other credentials are Board Certified Athletic Trainer, Certified Cancer Coach and manusecript reviewer for the Journal of Athletic ~
Training and the American College of Sports Medicine. She is also published works in the Journal of American Academy of Physici
Assistants.

Her work has been focused on brain trauma and she has been invited multiple times to work/speak at the Consensus Conference on
Concussion in Sport in Zurich, Switzerland and played an integral part in the working group for the module changes in SCAT 3 testing (a

dardized tool for evaluati ions). Further, Ms. Boliek has both | d and led workshops at several conf on Pediatric

Concussions & Injurie Prevention, including the 2012 and 2013 International Pediatric Orthopedie Society. She was the Key Note Speaker for

the 2014 ATAF A 1 Symposium for C: ion Evaluation and M as well. Her personal favorite lecture she gave was at Oxford =

University delivered entirely in Latin.
B

She has lead the design, develop and impl ion of the Cc ion and Sports Medicine Program for the Lee Memorial Health g

System and Lee County Schools. She was mvolvad early on in her career with the Children’s Hospital of Pem:sylvama in the Pediatric and g

Adolescent Research Department for C ion M. and Inter ion. She helped facili the ion of ImPACT® s

Concussion Testing. <
3

Her ive backg d in clinical r h, soluti devel based on mass data analysis, and true pathophysiology solutions =i

enable her to]ead an international group of suenusts and fomulatols to generate cluuca]]y s:gmﬁcant prvducts

She serves on multiple boards of both hospitals and private

Dr. Stan Headley, M.D.
=4

Medical Director 3

Dr. Headley is nationally recognized as a visionary thought leader in integrative wellness. With nearly 24 years of clinical, research and g

medical teaching experience, Dr. Headley’s career is a model for effective partnership the best of ional and )! v o
o
L

Thmughaut his career Dr. Headley has held positions in ph ical sales and h with MERCK, clinical Family Medicine and

D lting for I ive Medieal Clinics, and he has served as Medical Director for multiple international companies.
Dr. Headley has been a key note speaker at medical it hing hospitals, expos and events, a guest on numerous U.S and

International health talk live radio and television programs, and the author of “A Pocket Guide to ADHD™.

® Doctorate of Medicine
e Traditional Naturopath via American N: hic Medical A

amessaqe &4
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PETITION EXHIBIT 10

cellmarkbiopharma.com blog post
published July 19, 2016
(captured August 24, 2016)


http:cellmarkbiopharma.com

CellMark Biopharma Announces Craig Pisaris-Henderson as New CEO

1of2

http://www.cellmarkbiopharma.com/cellmark-biopharma-announces-crai...
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CellMark Biopharma Announces Craig Pisaris-
Henderson as New CEO

By CellMark

Craig Pisaris-Henderson —
CEO

Fort Myers, FL — (July 19, 2016) — CellMark
Biopharma, a leader in Nutritional Science For
Cellular Health, announces the appointment of
Craig Pisaris-Henderson as new chief executive
officer. Pisaris-Henderson previously served as
the company’s founding chief operating officer,
and will succeed Derek Vest, the company’s
founder and former CEO.

“After years of research and development, going
through countless variations of our formulas,
leading to our commercial launch earlier this
year, we are now structuring CellMark for hyper-
growth globally. Craig Pisaris-Henderson has
done just that with several corporations,” said
Vest. “He has a consistent track record of strong
leadership with both public and private
companies. This combined with his deep

operational knowledge and relationships with financial institutions, makes Craig

uniquely qualified to lead CellMark into its next phase of global growth.”

The appointment of Pisaris-Henderson comes as the company transitions from its

early commercial launch in January of 2016 to an ‘early-revenue’ company seeking to

organize itself and its operations for the next stage of growth.

“I'm honored and grateful for the opportunity to continue working with Derek on

fulfilling his vision of developing unmet dietary and medical nutritional needs for

consumers around the world,” said Pisaris-Henderson. “This opportunity reminds

me of previous companies such as FindWhat.com and MIVA that, like CellMark,

provided a much-needed solution to a consumer group that prior to, had no real

source or solution. I believe we are potentially looking at a similar growth story —

except this time instead of helping advertisers, we have the potential of helping

¥ o <55

Search..
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Gynecological Cancer
Awareness Month

Palliative Care — What,
Why, When, How

Prostate Cancer —
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Month By CellMark
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®CellMark

Biopharma

HOME MEDICAL NUTRITION PRODUCTS v  PURCHASE CONTACT US NEWS

ABOUT US

CellMark Biopharma is a leading global developer of dietary supplements
specifically used as medical nutrition providing consumers with supplements
developed to help with specific dietary issues not previously met by other

known dietary supplements. CellMark Biopharma is headquartered in Fort Myers,

Florida. For more information visit wwuw.cellmarkbiopharma.com or call (888)

444-7992.

Leave a Reply

You must be logged in to post a comment.

CellMark Biopharma LLC PRIVACY POLICY

Address: 1591 Hayley Ln Ste 201
Fort Myers, FL 33907 TERMS AND CONDITIONE

Telephone: 888-444-7992 ‘
SITE MAP

CONTACT US
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PETITION EXHIBIT 11

FTC Omnibus Resolution # 0023191
(issued August 13, 2009)
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

COMMISSIONERS: Jon Leibowitz, Chairman
Pamela Jones Harbour
William E. Kevacic
J. Thomas Rosch

RESOLUTION DIRECTING USE OF COMPULSORY PROCESS IN A NONPUBLIC
INVESTIGATION OF UNNAMED PERSONS ENGAGED DIRECTLY OR
INDIRECTLY IN THE ADVERTISING OR MARKETING OF DIETARY
SUPPLEMENTS, FOODS, DRUGS, DEVICES, OR ANY OTHER PRODUCT OR
SERVICE INTENDED TO PROVIDE A HEALTH BENEFIT OR TO AFFECT THE
STRUCTURE OR FUNCTION OF THE BODY

File No. 0023191

Nature and Scope of Investigation:

To investigate whether unnamed persons, partnerships, or corporations, or others
engaged directly or indirectly in the advertising or marketing of dietary supplements, foods,
drugs, devices, or any other product or service intended to provide a health benefit or to affect
the structure or function of the body have misrepresented or are misrepresenting the safety or
efficacy of such products or services, and therefore have engaged or are engaging in unfair or
deceptive acts or practices or in the making of false advertisements, in or affecting commerce, in
violation of Sections 5 and 12 of the Federal Trade Commission Act, 15 U.S.C. §§ 45 and 52.
The investigation is also to determine whether Commission action to obtain redress for injury to
consumers or others would be in the public interest.

The Federal Trade Commission hereby resolves and directs that any and all compulsory
processes available to it be used in connection with this investigation for a period not to exceed
ten (10) years from the date of issuance of this resolution. The expiration of this ten (10) year
pertod shall not limit or terminate the investigation or the legal effect of any compulsory process
issued during the ten (10) year period. The Federal Trade Commission specifically authorizes
the filing or continuation of actions to enforce any such compulsory process after expiration of

the ten year period.
Authority to conduct investigation:

Sections 6, 9, 10, and 20 of the Federal Trade Commission Act, 15 U.S.C. §§ 46, 49, 50,
and 57b-1, as amended; FTC Procedures and Rules of Practice, 16 C.F.R. § 1.1 et seq. and
supplements thereto.

By direction of the Commission. M C aéz é

Donald S. Clark
_ Secretary
Issued: August 13, 2009
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PETITION EXHIBIT 12

FTC Civil Investigative Demand directed to
Lexium International LLC
(issued May 24, 2016)
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CERTIFICATION OF RECORDS OF REGULARLY CONDUCTED ACTIVITY
Pursuant to 28 U.S.C. § 1746

1. I, , have personal knowledge of the facts set forth below

and am competent to testify as follows:
2. | have authority to certify the authenticity of the records produced by Lexium
International, LLC and attached hereto.
3. The documents produced and attached hereto by Lexium International, LLC are originals
or true copies of records of regularly conducted activity that:
a) Were made at or near the time of the occurrence of the matters set forth by, or
from information transmitted by, a person with knowledge of those matters;
b) Were kept in the course of the regularly conducted activity of Lexium
International, LLC; and
C) Were made by the regularly conducted activity as a regular practice of Lexium

International, LLC.

| certify under penalty of perjury that the foregoing is true and correct.

Executed on , 2016.

Signature
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PETITION EXHIBIT 13

FTC Civil Investigative Demand directed to
CellMark BioPharma, LLC
(issued May 24, 2016)
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United States of America
Federal Trade Commission

CIVIL INVESTIGATIVE DEMAND

1. TO

CellMark Biopharma LLC
1591 Hayley Lane

Suite 201

Fort Myers, FL 33907

This demand is issued pursuant to Section 20 of the Federal Trade Commission Act, 15 U.S.C. § 57b-1, in the course
of an investigation to determine whether there is, has been, or may be a violation of any laws administered by the
Federal Trade Commission by conduct, activities or proposed action as described in Item 3.

2. ACTION REQUIRED
[~ You are required to appear and testify.

LOCATION OF HEARING

YOUR APPEARANCE WILL BE BEFORE

DATE AND TIME OF HEARING OR DEPOSITION

X
x
X

on or before the date specified below.

You are required to produce alf documents described in the attached schedule that are in your possession, custody, or control, and to make them
available at your address indicated above for inspection and copying or reproduction at the date and time specified below.

You are required to answer the interrogatories or provide the written report described on the attached schedule. Answer each interrogatory or report
separately and fully in writing. Submit your answers or report to the Records Custodian named in Item 4 on or before the date specified below.

You are required to produce the tangible things described on the attached schedule. Produce such things to the Records Custodian named in Item 4

DATE AND TIME THE DOCUMENTS, ANSWERS TO INTERROGATORIES, REPORTS, AND/OR TANGIBLE THINGS MUST BE AVAILABLE

JUN 1 4 2016

3. SUBJECT OF INVESTIGATION
See afttached resoiution

4. RECORDS CUSTODIAN/DEPUTY RECORDS CUSTODIAN

Connor Sands/ ynne Cotbert
Federal Trace Commissicn
600 Pennsylvania Ave , NW
Mail Drop CC-10528
Washington, DC 2058C

5. COMMISSION COUNSEL

Carolyn L. Hann

Federal Trade Commission
€00 Ponnsylvenia Ave., NW
Mai Drop CC-10528
Washington, DC 29580
202-326-2745

DATE ISSUED
C

COWSIONER’S SIGNATURE

o~

6 INSTRUCTIONS ANDE NOTICES

The delivery of this demand to you by any method prescribed by the Commission's
Rules of Practice is {egal service and may subject you to a penalty imposed by law for
failure to comply. The production of documents or the submission of answers and report
in response to this demand must be made under a sworn certificate, in the form printed
on ihe second page of this demand. by the person to whom this demand is directed or, if
not a natural person, by a person or persons having knowledge of the facts and
circumstances of such production or responsibie for answering each interrogatory or
report guestion. This demand does nof require approval by OMB under the Paperwork
Reduction Act of 1980.

PETITION TO LIMIT OR QUASH
The Commission's Rules of Practice require that any petition to limit or quash this
demand be filed within 20 days after service. or, if the return date is less than 20 days
after service, prior to the retum date. The original and twelve copies of the petition must
be fled with the Secretary of the Federal Trade Commission, and one copy should be
sent to the Commission Ceunsel named in ltem 5.

YOUR RIGHTS TO REGULATORY ENFORCEMENT FAIRNESS
The FTC has a iongstanding commitment to a fair regulatory enforcement environment.
If you are a smal business (under Small Business Administration standards), you have
a right to contact the Smaii Business Administration's National Ombudsman at 1-888-
REGFAIR (1-888-734-3247) or www.sha goviombudsman regarding the fairness of the
compliance and enforcement activities of the agency. You shouid understand, however,
that the Nationa! Ombudsman cannot change, stop, or delay a federal agency
enforcement acticn.

The FTC strictly forbids retaliatory acts by its employees, and you will not be penalized
for expressing & concern about these activities.

TRAVEL EXPENSES
Use the enclosed travel voucher fo claim compensation to which you are entitied as a
witness for the Commission. The completed travel voucher and this demand should be
presented to Commission Counse! for payment. If you are permanently cr temperarily
living somewhere cther than the address on this demand and it would require excessive
travel for you tc appear, you must get prior approvai from Commission Counsel.

A copy of the Commission’s Rules of Practice is available online at hip //bit Iy/
FTCRulesofPractice. Paper copies are available upon request.

FTC Form 144 (rev 12/15)
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CIVIL INVESTIGATIVE DEMAND
SCHEDULE FOR PRODUCTION OF DOCUMENTS AND ANSWERS
TO WRITTEN INTERROGATORIES

I DEFINITIONS
As used in this Civil Investigative Demand, the following definitions shall apply:

A. “Advertisement” or “advertising” or “ad” means any written or verbal statement,
illustration, or depiction that promotes the sale of a good or service or is designed to increase
consumer interest in a brand, good, or service. Advertising media include, but are not limited to,
packaging and labeling; promotional materials; print; television; radio; and internet, social
media, and other digital content.

B. “And,” as well as “or,” shall be construed both conjunctively and disjunctively, as
necessary, in order to bring within the scope of any specification in this Schedule all information
that otherwise might be construed to be outside the scope of the specification.

i “Any” shall be construed to include “all,” and “all” shall be construed to include the
word “any.” -

D, “CellMark Product(s)” mean any of the following marketed or offered for sale by the
Company:

1. Any cognitive function product, including Cognify; and
2. Any nutritional product, including Cell Assure.

E. “Chargeback” shall mean a transaction that is returned as a financial liability to an
acquirer by a card issuer, usually because of a disputed transaction. The acquirer may then return
or “charge back” the transaction to the merchant.

F, “CID” means the Civil Investigative Demand, including the attached Resolution and this
Schedule, and including the Definitions, Instructions, and Specifications.

G. “Communication” means any transmission or receipt of facts, information, opinions, or
thought, whether conveyed in writing, orally, electronically, or by any other means, including
written memorializations of oral communications.

H. “Company,” shall mean CellMark Biopharma LLC, its wholly or partially owned
subsidiaries, unincorporated divisions, joint ventures, operations under assumed names or
affiliates, and all directors, officers, members, employees, agents, consultants, and other persons
working for or on behalf of the foregoing, including Derek Vest, Craig Pisaris-Henderson, Dr.
Stan Headley, Anthony Spotora, and Erika Boliek.

i § “Component” means any substance intended for use in the manufacture of a dietary

Page 1 of 23



Case 2:16-mc-00026-JES-CM Document 1-14 Filed 09/16/16 Page 6 of 28 PagelD 127

supplement, including those that may not appear in the finished batch of the dietary supplement.
Component includes dietary ingredients and other ingredients.

1 “Continuity Program™ means any plan, arrangement, or system under which a consumer
receives periodic shipments of products or the provision of services without prior notification by
the seller before each shipment or service period, regardless of any trial or approval period
allowing the consumer to return or be reimbursed for the product or service.

K. “Dietary ingredient” means a vitamin, mineral, herb or other botanical, amino acid,
dietary substance for use by man to supplement the diet by increasing the total dietary intake, or a
concentrate, metabolite, constituent, extract, or combination of any of above ingredients.

L. “Document” means the complete original and any non-identical copy (whether different
from the original because of notations on the copy or otherwise), regardless of origin or location,
of any written, typed, printed, transcribed, filmed, punched, or graphic matter of every type and
description, however and by whomever prepared, produced, disseminated or made, including but
not limited fo any advertisement, book, pamphlet, periodical, contract, correspondence, fiie,
invoice, memorandum, note, telegram, report, record, handwritten note, working paper, routing
slip, chart, graph, paper, index, map, tabulation, manual, guide, outline, script, abstract, history,
calendar, diary, agenda, minute, code book or label.  “Document” shall also include all
documents, materials, and information, including Electronically Stored Information,
within the meaning of the Federal Rules of Civil Procedure.

M. “Each” shall be construed to include “every.” and “every” shall be construed to include
“each.”
N. “Electronically Stored Information” or “ESI” means the complete originai and aiy

non-identical copy (whether different from the original because of notations, different metadata,
or otherwise), regardless of origin or location, of any writings, drawings, graphs, charts,
photographs, sound recordings, images, and other data or data compilations stored in any
electronic medium from which information can be obtained either directly or, if necessary, after
translation by you into a reasonably usable form. This includes, but is not limited to, electronic
mail, instant messaging, videoconferencing, and other electronic correspondence (whether active,
archived, or in a deleted items folder), word processing files, spreadsheets, databases, and video
and sound recordings, whether stored on: cards; magnetic or electronic tapes; disks; computer
hard drives, network shares or servers, or other drives; cloud-based platforms; cell phones,
PDAs, computer tablets, or other mobile devices; or other storage media.

0. “FTC” or “Commission” means the Federal Trade Commission.

P. “Identify” or “the identity of’ shall be construed to require identification of (a) natural
persons by name, title, present business affiliation, present business address and telephone
number, or if a present business affiliation or present business address is not known, the last
known business and home addresses; and (b) businesses or other organizations by name, address,
identities of natural persons who are officers, directors or managers of the business or
organization, and contact persons, where applicable.
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Q. “Ingredient” means any substance that is used in the manufacture of a dietary
supplement and that is intended to be present in the finished dietary supplement. An ingredient
includes, but is not necessarily limited to, a dietary ingredient.

R. “Negative Option” means, in an offer or agreement to sell or provide any goods or
services, a provision under which the customer’s silence or failure to take an affirmative action to
reject goods or services or to cancel the agreement is interpreted by the seller as acceptance of the
offer. The term includes a provision in offers or agreements involving automatic renewals,
Continuity Programs, and Prenotification Negative Option Plans covered by the Commission’s
Rule entitled the “Use of Prenotification Negative Option Plans,” 16 C.F.R. Part 425 (2014)
(Prenotification Negative Option Rule).

S. “Person” or “persons” means all natural persons, corporations, partnerships, or other
business associations and all other legal entities, including all members, officers, predecessors,
assigns, divisions, affiliates, and subsidiaries.

T. “Product Specification” means the criteria that a product must meet for identity,
strength, and composition, as established pursuant to 21 C.F.R. § 111.70(e).

. “Promotional material” means any document or thing designed or used to create interest
in the purchasing of goods or services that is not normally counted as advertising, including, but
not limited to: press releases, video news releases, and other communications with any print,
television, or radio media, or any website designer, developer, manager, or host, or any online
service; coupons; product information provided to bloggers; and payments for shelf space.

V. “Referring to” or “relating to” means discussing, describing, reflecting, containing,
analyzing, studying, reporting, commenting on, evidencing, constituting, setting forth,
considering, recommending, concerning, or pertaining to, in whole or in part.

W. The singular shall include the plural, and the plural shall include the singular.

II. INSTRUCTIONS

A. Sharing of Information: The Commission often makes its files available to other civil
and criminal federal, state, local, or foreign law enforcement agencies. The Commission may
make information supplied by you available to such agencies where appropriate pursuant to the
Federal Trade Commission Actand 16 C.F.R. § 4.11 (c) and (j). Information you provide may
be used in any federal, state, or foreign civil or criminal proceeding by the Commission or other
agencies.

B. Meet and Confer: You must contact Carolyn Hann at (202) 326-2745 as soon as
possible to schedule a meeting (telephonic or in person) to be held within fourteen (14) days after
receipt of this CID, or before the deadline for filing a petition to quash, whichever is first, in
order to discuss compliance and to address and attempt to resolve all issues, including issues
relating to protected status and the form and manner in which claims of protected status will be
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asserted, and the submission of ESI and other electronic productions as described in these
Instructions. Pursuant to 16 C.F.R. § 2.7(k), you must make available personne! with the
knowledge necessary for resolution of the issues relevant to compliance with this CID, including
but not limited to personnel with knowledge about your information or records management
systems, relevant materials such as organizational charts, and samples of material required to be
produced. If any issues relate to ESI, you must make available a person familiar with your ESI
systems and methods of retrieval.

C. Applicable Time Period: Unless otherwise directed in the specifications, the applicable
time period for the request shall be from January 1, 2015, until the date of full and complete
compliance with this CID.

D. Claims of Privilege: If any material called for by this CID is withheld based on a claim
of privilege, work product protection, or statutory exemption, or any similar claim (see 16 C.F.R.
§ 2.7(a)(4)), the claim must be asserted no later than the return date of this CID. In addition,
pursuant to 16 C.F.R. § 2.11(a)(1), submit, together with the claim, a detailed log of the items
withheld. The information in the log shall be of sufficient detail to enable the Commission staff
to assess the validity of the claim for each document, including attachments, without disclosing
the protected information. Submit the log in a searchable electronic format, and, for each
document, including attachments, provide:

I, Document control number(s);

2. The full title (if the withheld material is a document) and the full file name (if the
withheld material is in electronic form);

3. A description of the materiai withheid (for example, a ietter, memorandum, or
email), including any attachments;

4. The date the material was created;

3. The date the material was sent to each recipient (if different from the date the
material was created);

6. The email addresses, if any, or other electronic contact information to the extent
used in the document, from which and to which each document was sent;

A The names, titles, business addresses, email addresses or other electronic contact
information, and relevant affiliations of all authors;

8. The names, titles, business addresses, email addresses or other electronic contact
information, and relevant affiliations of all recipients of the material;

9. The names, titles, business addresses, email addresses or other electronic contact
information, and relevant affiliations of all persons copied on the material;

10.  The factual basis supporting the claim that the material is protected; and
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11.  Any other pertinent information necessary to support the assertion of protected
status by operation of law.
16 C.F.R. § 2.11(a)(1)(D)-(xi).

In the log, identify by an asterisk each attorney who is an author, recipient, or person
copied on the material. The titles, business addresses, email addresses, and relevant affiliations
of all authors, recipients, and persons copied on the material may be provided in a legend
appended to the log. However, provide in the log the information required by Instruction D.6.
16 C.F.R. § 2.11(a)(2). The lead attorney or attorney responsible for supervising the review of
the material and who made the determination to assert the claim of protected status must attest to
the log. 16 C.F.R. § 2.11{a)(1).

If only some portion of any responsive material is privileged, all non-privileged portions
of the material must be submitted. Otherwise, produce all responsive information and material
without redaction. 16 C.F.R. § 2.11(c). The failure to provide information sufficient to support
a claim of protected status may result in denial of the claim. 16 C.F.R. § 2.11(a)(1).

E.  Document Retention: You shall retain all documentary materials used in the
preparation of responses to the specifications of this CID. The Commission may require the
submission of additional documents at.a later time during this investigation. Accerdingly, you
should suspend any routine procedures for document destruction and take other measures
to prevent the destruction of documents that are in any way relevant to this investigation
during its pendency, irrespective of whether you believe such documents are protected from
discovery by privilege or otherwise. See 15 U.S.C. § 50; see also 18 U.S.C. §§ 1505, 1519.

F. Petitions to Limit or Quash: Any petition to limit or quash this CID must be filed with
the Secretary of the Commission no later than twenty (20) days after service of the CID, or, if the
return date is less than twenty (20) days after service, prior to the return date. Such petition shall
set forth all assertions of protected status or other factual and legal objections to the CID,
including all appropriate arguments, affidavits, and other supporting documentation. 16 C.F.R.
§ 2.10(a)(1). Such petition shall not exceed 5,000 words as set forth in 16 C.F.R. § 2.10(a)(1)
and must include the signed separate statement of counsel required by 16 C.F.R. § 2.10(a)(2).
The Commission will not consider petitions to quash or limit absent a pre-filing meet and
confer session with Commission staff and, absent extraordinary circumstances, will
consider only issues raised during the meet and confer process. 16 C.F.R. § 2.7(k); see also
§ 2.11(b).

G. Modification of Specifications: If you believe that the scope of the required search or
response for any specification can be narrowed consistent with the Commission’s need for
documents or information, you are encouraged to discuss such possible modifications, including
any modifications of definitions and instructions, with Carolyn Hann at (202) 326-2745. All
such modifications must be agreed to in writing by the Bureau Director, or a Deputy Bureau
Director, Associate Director, Regional Director, or Assistant Regional Director. 16 C.F.R.

§ 2.7(D).
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H. Certification: A duly authorized manager of the Company shall certify that the
response to this CID is complete. This certification shall be made in the form set out on the
back of the CID form, or by a declaration under penalty of perjury as provided by 28 U.S.C.
§ 1746.

L Scope of Search: This CID covers documents and information in your possession or
under your actual or constructive custody or control including, but not limited to, documents and
information in the possession, custody, or control of your attorneys, accountants, directors,
officers, employees, and other agents and consultants, whether or not such documents and
information were received from or disseminated to any person or entity.

s Document Production:  You shall produce the documentary material by making all
responsive documents available for inspection and copying at your principal place of business.
Alternatively, you may elect to send all responsive documents to Connor Sands, Federal Trade
Commission, 600 Pennsylvania Avenue, NW, CC-10528, Washington, DC 20580. Because
postal delivery to the Commission is subject to delay due to heightened security precautions,
please use a courier service such as Federal Express or UPS. Notice of your intended method of
production shall be given by email or telephone to Carolyn Hann at chann@ftc.gov or (202)
326-2745 at least five days prior to the return date.

K. Document Identification: Documents that may be responsive to more than one
specification of this CID need not be submitted more than once; however, your response should
indicate, for each document submitted, each specification to which the document is responsive.
If any documents responsive to this CID have been previously supplied to the Commission, you
may comply with this CID by identifying the document(s) previously provided and the date of
submission. Documents should be produced in the order in which they appear in your files or as
electronically stored and without being manipulated or otherwise rearranged; if documents are
removed from their original folders, binders, covers, containers, or electronic source in order to
be produced, then the documents shall be identified in a manner so as to clearly specify the
folder, binder, cover, container, or electronic media or file paths from which such documents
came. In addition, number by page (or file, for those documents produced in native electronic
format) all documents in your submission, preferably with a unique Bates identifier, and indicate
the total number of documents in your submission.

L. Production of Copies: Unless otherwise stated, legible photocopies (or electronically
rendered images or digital copies of native electronic files) may be submitted in lieu of original
documents, provided that the originals are retained in their state at the time of receipt of this CID.
Further, copies of originals may be submitted in licu of originals only if they are true, correct, and
complete copies of the original documents; provided, however, that submission of a copy shall
constitute a waiver of any claim as to the authenticity of the copy should it be necessary to
introduce such copy into evidence in any Commission proceeding or court of [aw; and provided
further that you shall retain the original documents and produce them to Commission staff upon
request. Copies of marketing materials and advertisements shall be produced in color, and
copies of other materials shall be produced in color if necessary to interpret them or render them
intelligible. A complete copy of each document should be submitted even though only a portion
of the document is within the terms of the specification. The document shall not be edited, cut,

Page 6 of 23



Case 2:16-mc-00026-JES-CM Document 1-14 Filed 09/16/16 Page 11 of 28 PagelD 132

or expunged and shall include all covering letters and memoranda, transmittal slips, appendices,
tables, or other attachments and all other documents referred to in the document or attachments.

M. Electronic Submission of Documents: The following guidelines refer to the production
of any ESI or digitally imaged hard copy documents. Before submitting any electronic
production, you must confirm with the Commission counsel named above that the proposed
formats and media types will be acceptable to the Commission. The FTC requests
Concordance load-ready electronic productions, including DAT and OPT load files.

1. ESI: Documents created, utilized, or maintained in electronic format in the
ordinary course of business should be delivered to the FTC as follows:

a. Spreadsheet and presentation programs, including but not limited to
Microsoft Access, SQL, and other databases, as well as Microsoft Excel and
PowerPoint files, must be produced in native format with extracted text and
metadata. Data compilations in Excel spreadsheets, or in delimited text formats,
must contain all underlying data un-redacted with all underlying formulas and
algorithms intact. All database productions (inciuding structured data document
systems) must include a database schema that defines the tables, fields,
relationships, views, indexes, packages, procedures, functions, queues, triggers,
types, sequences, materialized views, synonyms, database links, directories, Java,
XML schemas, and other elements, including the use of any report writers and
custom user data interfaces;

b. All ESI other than those documents described in M.1.a above must be
provided in native electronic format with extracted text or Optical Character
Recognition (OCR) and all related metadata, and with corresponding image
renderings as converted to Group IV, 300 DPL single-page Tagged Image File
Format (TIFF) or as color JPEG images (where color is necessary to interpret the
contents);

C. Each electronic file should be assigned a unique document identifier
(“DoclD>”) or Bates reference.

2 Hard Copy Documents: Documents stored in hard copy in the ordinary course of
business should be submitted in an electronic format, subject to the following
requirements:

a. The documents should be true, correct, and complete copies of the original
documents as converted to TIFF (or color JPEG) images with corresponding
document-level OCR text;

b. Each page shall be endorsed with a document identification number

(which can be a Bates number or a document control number);
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C. Logical document determination should be clearly rendered in the
accompanying load file and should correspond to that of the original document;
and

d. Documents shall be produced in color where necessary to interpret them or

render them intelligible.

. | For each document electronically submitted to the FTC, include the following
metadata fields in a standard ASCII delimited Concordance DAT file:

a. For electronic mail: begin Bates or unique document identification
number (“DoclD™), end Bates or DoclD, mail folder path (location of email in
personal folders, subfolders, deleted or sent items), custodian, from, to, cc, bec,
subject, date and time sent, date and time received, and complete attachment
identification, including the Bates or DocID of the attachments (AttachIDs)
delimited by a semicolon, MD5 or SHA Hash value, and link to native file;

b. For email attachments: begin Bates or DoclD, end Bates or DocID,
parent email ID (Bates or DocID), page count, custodian, source location/file path,
file name, file extension, file size, author, date and time created, date and time
modified, date and time printed, MD35 or SHA Hash value, and link to native file;

¢. For loose electronic documents (as retrieved directly from network file
stores, hard drives, etc.): begin Bates or DoclD, end Bates or DoclD, page count,
custodian, source media, file path, filename, file extension, file size, author, date
and time created, date and time modified, date and time printed, MDS or SHA
Hash value, and link to native file;

d. For imaged hard copy documents: begin Bates or DoclD, end Bates or
DoclD, page count, source, and custodian; and where applicable, file folder name,
binder name, attachment range, or other such references, as necessary to
understand the context of the document as maintained in the ordinary course of
business.

4. If you intend to utilize any de-duplication or email threading software or services
when collecting or reviewing information that is stored in your computer systems
or electronic storage media, or if your computer systems contain or utilize such
software, you must contact the Commission counsel named above to determine
whether and in what manner you may use such software or services when
producing materials in response to this request.

5 Submit electronic productions as follows:

a. With passwords or other document-level encryption removed or otherwise
provided to the FTC;

b. As uncompressed electronic volumes on size-appropriate,
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Windows-compatible, media;
[} All electronic media shall be scanned for and free of viruses; and

d. Data encryption tools may be employed to protect privileged or other
personal or private information. The FTC accepts TrueCrypt, PGP, and
SecureZip encrypted media. The passwords should be provided in advance of
delivery, under separate cover. Alternate means of encryption should be
discussed and approved by FTC counsel.

& Please mark the exterior of all packages containing electronic media sent
through the U.S. Postal Service or other delivery services as follows:

MAGNETIC MEDIA — DO NOT X-RAY
MAY BE OPENED FOR POSTAL INSPECTION.

All eiectronic files and images shall be accompanied by a production transmittal
letter which includes:

SJ\

a. A summary of the number of records and all underlying
images, emails, and associated attachments, native files, and databases in the
production; and

b. An index that identifies the corresponding consecutive document
identification number(s) used to identify each person’s documents and, if
submitted in paper form, the box number containing such documents. If the
index exists as 2 computer file(s), provide the index both as a printed hard copy
and in machine-readable form (provided that the Commission counsel named
above determines prior to submission that the machine-readable form would be in
a format that aliows the agency to use the computer files). The Commission
counsel named above will provide a sample index upon request.

A Bureau of Consumer Protection Production Guide is available upon request
from the Commission counsel named above. This guide provides detailed
directions on how to fully comply with this instruction.

N. Sensitive Personally Identifiable Information: [f any material called for by these
requests contains sensitive personally identifiable information or sensitive health information of
any individual, please contact us before sending those materials to discuss whether it would be
appropriate to redact the sensitive information. If that information will not be redacted, contact
us to discuss encrypting any electronic copies of such material with encryption software such as
SecureZip and provide the encryption key in a separate communication,

For purposes of these requests, sensitive personally identifiable information includes: an
individual’s Social Security number alone; or an individual’s name or address or phone number
in combination with one or more of the following: date of birth; Social Security number; driver’s
license number or other state identification number or a foreign country equivalent; passport
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number; financial account number; credit card number; or debit card number. Sensitive health
information includes medical records and other individually identifiable health information
relating to the past, present, or future physical or mental health or conditions of an individual, the
provision of health care to an individual, or the past, present, or future payment for the provision
of health care to an individual.

0. Information Identification: Each specification and subspecification of this CID shall
be answered separately and fully in writing under oath.  All information submitted shall be
clearly and precisely identified as to the specification(s) or subspecification(s) to which it is
responsive.

P. Certification of Records of Regularly Conducted Activity;: Attachedisa
Certification of Records of Regularly Conducted Activity, which may reduce the need to
subpoena the Company to testify at future proceedings in order to establish the admissibility of
documents produced in response to this CID. You are asked to execute this Certification and
provide it with your response.

III. INTERROGATORIES
Demand is made for the following information from the Company:

1. State the Company’s full legal name, principal address, telephone number, the date and
state of incorporation or licensing, and all other names under which the Company has
done business. '

2. Identify all officers, directors, members, principals, and owners of the Company and ail
shareholders with five percent or more ownership of the Company, stating cach
shareholder’s percentage of ownership, since the Company was formed.

3. Identify the names, addresses, officers, directors, owners, and states of incorporation of
all of the Company’s wholly or partially owned subsidiaries, parent companies,
unincorporated divisions, joint ventures, partnerships, operations under assumed names,
affiliates, and predecessor companies, and describe the relationship of each to the
Company.

4. Identify each of the following entities and individuals and describe in detail their
corporate or business relationship or other affiliation with the Company:

a. Lexium International, LLC, including Gentech Pharmaceutical, LLC;
b. Mary Lirette;
¢. Tara Vest;

d. Gentech Enterprises, LLC,;

o

_alog Therapeutics, Inc.;
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S.

10.

k.

L.

George Colberg;

James Merrit, M.D.;

Axo International LLC;

G&M Estates USA, Inc.;

RNCG Angel Foundation, Inc.;
WeVets, LLC d/b/a WeVets.us; and

Worldwide Cancer Research.

State the following information for every product manufactured, marketed, offered for
sale, sold, or distributed by you since January 1, 2015, under, or in connection with, the
Company’s name, copyright, trademark, or other identifying information:

a.

b.

The name and a description of the nature of the product;
The date when the product was first manufactured, marketed, and sold by you;
The manufacturer of the product; and

The supplier for each product or ingredient supplied to the Company by any third
party.

Identify each person responsible for ensuring that each CellMark Product is
manufactured, packaged, and labeled as specified in the master manufacturing record
(established pursuant to 21 C.F.R. §§ 111.205 & 111.210).

Identify each component, including dietary ingredients, used in the manufacture of each
CellMark Product. For each component used in the manufacture of such CellMark
Product, state the identity specifications (established pursuant to 21 C.F.R. §
111.70(b)(1)) and the component specifications (established pursuant to 21 C.F.R. §
111.70(b)(2)) to ensure that the strength and composition of the components in such
CellMark Product were met.

State the product specification (as defined in Definition T, above) of each CellMark
Product.

If you received any CellMark Products from a supplier for packaging or labeling, state the
product specifications (as defined in Definition T, above) established to provide
assurance that such CellMark Products are adequately identified and consistent with your
purchase order.

For each certificate of analysis provided by a supplier, state the steps taken to qualify the
supplier by establishing the reliability of the supplier's certificate of analysis through
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confirmation of the results of the supplier's tests or examinations and the basis for
qualification of the supplier.

11. Specify the steps you have taken to ensure that the tests and examinations that you have
used to determine whether the specifications as specified in the master manufacturing
record (established pursuant to 21 C.F.R. §§ 111.205 & 111.210) for each CellMark
Product are met are appropriate, scientifically valid methods.

12. Identify the manufacturer of each CellMark Product and the supplier of each dietary
ingredient or component used in the manufacture of such CellMark Product.

[3.  State the steps you have taken to identify and use an appropriate scientifically valid
method for each specification established pursuant to 21 C.F.R. § 111.320(b) for which
testing or examination is required to determine whether the applicable specification is
met.,

{4, With respect to each CellMark Product, state:

a. The per unit wholesale price;
b. The per unit retail price;

¢. The number of units sold at wholesale in 2015 and 2016 to date;

d. The number of units sold at retail in 2015 and 2016 to date;

o

The total dollar amount provided in refunds to consumers in 2015 and 2016 to
date;

f. The total dollar amount spent by the Company on advertising, marketing, or other
promotion during 2015 and 2016 to date; and

g. The total dollar amount spent by the Company on research and development
during 2015 and 2016 to date.

If you maintain financial data on a fiscal schedule that differs from the calendar year schedule,
provide this data according to those fiscal years and identify the dates of the fiscal year.

5. For each advertisement and promotional material produced in response to Document
Specification 3, state the beginning and ending dates of dissemination, and the dates,
times, and locations the ads were disseminated. For print ads and press releases, specify
every publication, date, and community of dissemination; for television, radio, or Internet
radio ads, provide every network, system or station, date, and community of
dissemination; for Internet ads, specify every URL, date, and number of hits or visits; for
all other materials, provide sufficient information to permit a determination of how many
items were disseminated, when, where, and to whom.
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16. State the full name and URL for each website operated by or on behalf of the Company,
or affiliated entities or individuals, that describes, discusses, promotes, advertises, or sells
any CellMark Product.

7. State any keywords, terms, phrases, or other criteria that the Company (or any person or
entity acting for or on behalf of the company) has used to effect the placement or delivery
of any advertisement or sponsored link for each CellMark Product in connection with any
online advertising network or advertisement delivery or contextual marketing software or
system, including, but not limited to, the placement or delivery of any advertisement or
sponsored link in search results generated by Google or any other Internet search engine
(e.g., through the Google AdWords program).

18.  For each advertisement requested in Document Specification 3, identify each person
presented as a user of the products or providing a consumer testimonial for such products,
and provide the following information for each individual. Your response should include,
but not be limited to, the following individual: Sue Haberkorn.

a. Whether that individual is or was a purchaser of the CellMark Product;

b. The product(s) purchased by that consumer, the date(s) of the purchase, and the
total amount of purchases by that consumer;

c. The circumstances under which the results given in the testimonial were achieved,
including, but not limited to: (i) describing whether the individual was seeking
medical treatment or advice at the time of using the product, and if so, identifying
the source of treatment or advice; and (ii) describing whether the individual was
using other medications or supplements at the time of using the product, and if so,
identifying the other medications or supplements;

d. The process the Company used to confirm that the individual actually achieved
the reported results as represented in the advertisement.

e. Whether the individual was compensated for appearing in the advertisement(s),
and if so, state the amount of compensation;

f.  Whether the individual was compensated by the Company on an ongoing basis
(e.g., salary, royalty, prometion payments) and if so, state the amounts paid and
schedule or dates of payment; and

g. The individual’s relationship to the Company or any consultant, shareholder,
officer, or employee of the Company.

19. Describe in detail the process, procedures, guidelines, or standards that the Company
followed in determining whether or not to post product reviews and satisfaction scores
submitted by consumers via any of the Company’s websites, including
store.cellmarkbiopharma.com.
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20.

21.

22

23.

24,

23

26.

State the full domain name for each website operated by or on behalf of the Company,
including any website that has described, discussed, promoted, advertised, offered for sale
or sold any CellMark Products, or directly linked to store.cellmarkbiopharma.com. For
each such website, identify the domain name registrant.

To the extent not already provided in response to another Specification of this CID,
identify any and all domain names for which Derek Vest is the registrant.

Regardless of time period, identify each retailer, affiliate, distributor, physician, or other
person responsible for selling or distributing any CellMark Products. For each such
entity or person, state the following:

a. The manner of sale or distribution;

b. The full domain names and URLs of any websites through which such entity or
individual advertises or sells any CellMark Products;

c. The total gross sales of CellMark Products by year; and

d. The manner in which such entity or individual is compensated for sales of any
CellMark Products.

State the full name and URLs of all bloggers contacted, recruited, or hired by the
Company or by any person, company, agency, or other entity working for or on behalf of
the Company, in connection with any advertising or promotional campaign regarding any
CellMark Product.

Identify all affiliatc marketers and affiliate marketing networks hired by the Company or
by any person, company, agency, or other entity working for or on behalf of the
Company, in connection with any advertising or promotional campaign regarding any
CellMark Product, and for each also provide the URL of any websites used by the
affiliate to promote any of the products, and the total amount of compensation paid by the
company to the affiliate to date.

Identify each person, company, agency, or other entity with responsibility for creating,
designing, developing, reviewing, testing, evaluating, or approving any advertisement or
promotional material submitted in response to Document Specification 3, and give a brief
description of the functions performed by each.

Without regard to time period, identify each person who participated in the development,
formulation, research, or testing of any CellMark Product and describe in detail the
specific work performed by each, the time period when they performed such work, and
any compensation, remuneration, or thing of value provided to such person.

Without regard to time period, identify each academic institution, research facility,
research organization, or other entity that participated in the development, formulation,
research, or testing of any CellMark Product, and describe in detail the specific work
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28.

29

30.

als

.

33.

performed by each, the time period when the entity performed such work, and any
compensation, remuneration, or thing of value provided to such entity.

For any study produced in response to Document Specification 9, state the exact
ingredients and the amount of each ingredient used in the study. In addition, state the
source of each ingredient.

Without regard to time period, identify each person, company, agency, or other entity
with responsibility for developing, reviewing, or evaluating substantiation, scientific or
otherwise, for representations made in any advertisement or promotional material
submitted in response to Document Specification 3, and give a brief description of the
functions performed by each.

Describe in detail the process, procedures, guidelines, or standards that the Company
followed during the applicable time period in determining whether or not to approve the
dissemination of advertisements for any CellMark Product, and identify the individual(s)
responsibie for formulating such procedures, guidelines, or standards, and the
individual(s) responsible for approving such ads prior to dissemination.

Without regard to time period, identify all experts consulted by the Company or by any ad
agency acting on behalf of the Company, or upon whose advice, opinion, or expertise the
Company, or any ad agency acting on behalf of the Company, relied on to substantiate or
refute the express or implied claims set forth in Document Specification 7.

For each of the following persons, without regard to time period, describe any current or
previous scientific research, business, or other relationship or affiliation with you, state
the dates during which such relationship or affiliation took place, and state any
compensation, remuneration, or thing of value provided to that person:

a. Dr. Stan Headley;
b. Erika Boliek; and
¢. Anthony Spotora.

For each of the following persons, without regard to time period, provide all information
about his or her college, graduate school, and post-graduate educations, including dates
degrees were obtained, names of degrees (e.g., B.A.,, M.A., M.D., Ph.D.), and majors or
specializations; beginning and ending months and years of employment; positions held;
and citations to publications:

a. Derek Vest;

b. Erika Boliek;

c. Anthony Spotora; and
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d. Dr. Stan Headley.

34.  Describe the company’s policies with regard to how and when consumers are placed into
or become part of any continuity program or negative option.

35.  Describe the company’s policies with regard to how and when consumers may cancel
their participation in any continuity program or negative option, and how and when
consumers receive refunds for CeliMark Products, including but not limited to any
requirements, limits, or conditions relating to: time period, restocking fees, obtaining
return merchandise authorization codes, and returning opened or unused product.

36.  Identify each person or entity responsible for fulfilling consumers” orders of CellMark
Product and provide the following information:

a. Describe all procedures for obtaining, recording, and preserving consumers’
records of ordering or authorizing the shipment of CellMark Product;

b. State the location(s) of such records; and
c. Identify the custodian(s) of such records.
37.  Identify each person or entity responsible for customer service issues, refund requests,
and consumer complaints regarding CellMark Products and provide the following

information;

a. Describe all procedures for handling, recording, and preserving records
concerning customer service issues, refund requests, and consumer complaints;

b. State the location(s) of such records; and
c. Identify the custodian(s) of such records.
38. Identify each consumer who filed a complaint or requested a refund relating to CellMark
Product. For each consumer, describe the complaint or the amount of refund requested,
and state what, if anything, was the company’s response.

39. State, as of the last day of each quarterly period from January 1, 2015 through the present:

a. The number of active accounts of consumers who purchased any CellMark
Products;

b. The number of active accounts of consumers who purchased any CellMark
Products where the purchaser was ever enrolled in a continuity program or
negative option; and

¢. The number of closed accounts of consumers who purchased any CellMark
Products.

Page 16 of 23



Case 2:16-mc-00026-JES-CM Document 1-14 Filed 09/16/16 Page 21 of 28 PagelD 142

40.

41.

42.

43.

State the number of accounts of consumers who purchased any CellMark Products that
have experienced one or more:

a. Chargebacks;

b. Refunds; and

c. Returns of any CeliMark Products rejected by consumers as unordered.
Without regard to time pertod, identify all lawsuits or legal proceedings filed against the
Company or otherwise involving the Company’s advertising, marketing, and sales
practices relating to any CellMark Products. Include in your identification the names of
all parties, the jurisdiction in which the matter is or was pending, the case number, the

date filed, the identity of counsel for all parties, and the current status or disposition of the
matter.

Identify all persons at the Company who participatéd in preparing responses to this CID.

If, for any Document Specification in this CID, documents that would have been
responsive were destroyed, mislaid, transferred, deleted, altered, or overwritten:

a. Describe in detail the document;

b. State the date such document was destroyed, mislaid, transferred, deleted, altered,
or overwritten;

¢. Describe the circumstance under which such document was destroyed, mislaid,
transferred, deleted, altered, or overwritten; and

d. Identify the person authorizing such action.
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IV. DOCUMENTS
Demand is made for the following documents and things:

1. A copy of each organization chart and personnel directory for the Company, including
email addresses, in effect since January [, 2015.

2. Two packages, in their original packaging, of each version of every formulation of
CellMark Products manufactured, marketed, offered for sale, sold, or distributed by you,
or by any affiliated company.

3. A copy of every advertisement for each CellMark Product disseminated on or after
January 1, 2015. Your response should include, but not be limited to, package labeling,
package inserts, web pages (including metatags used for the purpose of search engine
optimization or otherwise directing web traffic), user manuals or handbooks, customer
support materials, promotional materials, and marketing materials, that have been
disseminated to consumers, disiributors or potential distributors (including Internet
distributors), retailers, or any other person since January 1, 2015, or that have been
prepared for future dissemination or use.

4, All marketing or advertising plans for each CellMark Product, including, but not limited
to, materials about advertising and marketing strategies, themes, or concepts; media
recommendations, strategies, and plans; and marketing reports, business studies, and
creative strategies relating to approaches for advertising, marketing, or promoting each of
the CellMark Products, whether or not actually implemented.

5 All communications between the Company and any advertising agency, advertising
placement agency, or network marketing agency that participated in the creation,
production, or dissemination of any advertisement for each CellMark Product.

6. All documents relating to any communications between the Company or any ad agency
acting on the Company’s behalf, and any magazine or newspaper publisher, television or
radio network, Internet radio platform, or any other media outlet concerning any claims,
messages, or communications in any proposed or disseminated advertisement or
promotional material for any CellMark Products.

% To the extent not already provided in response to another Specification of this CID, all
marketing or consumer research relating to each CellMark Product.

8. Regardless of whether the Company believes these claims were made in advertising or
promotional materials, and without regard to time period, all documents, including but
not limited to, studies, tests, experiments, demonstrations, and written or oral statements
or opinions, whether or not completed or published, substantiating each of the following
claims:

a. Cognify treats, cures, mitigates, or prevents cognitive dysfunction caused by
chemotherapy (“chemo brain™), including Mild Cognitive Impairment;

Page 18 of 23



Case 2:16-mc-00026-JES-CM Document 1-14 Filed 09/16/16 Page 23 of 28 PagelD 144

b. Cognify treats, cures, mitigates, or prevents chemo brain symptoms including
memory loss regarding names, places, dates, or appointments, difficulty finding
the right word for common objects, and trouble concentrating or focusing;

¢. Cognify is specifically formulated to alleviate chemo brain symptoms;

d. Cognify repairs brain tissue, reduces inflammation, increases neurotransmitters,
and stimulates the growth of new brain cells;

e. Cognify is a “pharmaceutical grade” dietary supplement;
f.  Cognify is clinically proven to prevent chemo brain;

g. CellAssure is specifically formulated to meet the nutritional needs of cancer
patients undergoing treatment including surgery, radiation, chemotherapy, and
nutritional turmoil;

h. CellAssure was formulated based on direct requests from physicians, dietitians,
and cancer patients;

i. CellAssure is clinically proven to meet the nutritional needs of cancer patients
undergoing chemotherapy; and

j- CellAssure is clinically proven to exhibit anti-cancer and anti-tumor properties,
mitigate anemia, improve liver functions, and help reduce inflammation and pain.

9. All other documents, without regard to time period, not produced in response to
Document Specification 8, relating to substantiation for the claims listed in Document
Specification 8, inciuding, but not limited to, documents that tend to call into question or
disprove any of those claims, and documents that question the existence of substantiation
for those claims.

10.  All documents, without regard to time period, relating to any study conducted or
sponsored by the Company, or the supplier of any active ingredients in any CellMark
Products, exainining the effectiveness of each of the CellMark Products, or any active
ingredient in the CellMark Products, for the claims listed in Document Specification 8
above, whether or not the study was completed or published, including, but not limited to:

a. All reports, articles, write-ups, or other accounts of the results of the study, and
drafts of such documents reviewed by the study sponsor or any other person not
employed by the research entity;

b. All final protocols and amendments to such protocols;

¢. All documents relating to recruitment; randomization; instructions, including oral
instructions, to participants; and subject compliance;
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11.

13.

14.

15.

16.

17.

d. All raw data collected from participants enrolled in the study, including any
participants who did not complete the study; source documents for such data; data
dictionaries; and case report forms;

e. Documents sufficient to identify all study participants, including any participants
who did not complete the study, and all communications with any participants
relating to the study;

f. All documents relating to any statistical analysis of any study datd, including, but
not limited to, any pretest analysis, intent-to-treat analysis, or between-group
analysis performed on any study data;

g All documents relating to attempts to publish articles or other publications based
on the data from the study; and

h. All documents relaiing to the sponsorship of the study, including all
communications, including contracts, between any sponsor and the study’s
researchers.

All documents sufficient to show the product specification (as defined in Definition T,
above) of each CellMark Product.

All documents, including tests and examinations, sufficient to show, that each CellMark
Product meets all product specifications (as defined in Definition T, above) as established
in the master manufacturing record (pursuant to 21 CF.R. §§ 111.205 & 111.210) for
such CellMark Product.

A copy of each master manufacturing record (established pursuant to 21 C.F.R. §§
111.205 & 111.210) for each CellMark Product.

If you received any CellMark Products from a supplier or manufacturer, all documents
showing the means established to assure that such CellMark Product meets product
specifications (as defined in Definition T, above) consistent with your purchase order.

All documents referring or relating to any tests or examinations, including results,
conducted to confirm the identity, strength, or composition of any dietary ingredient
contained in each CellMark Product.

For components that are not dietary ingredients, all documents referring or relating to any
tests or examinations conducted to confirm the identity of those components or to
determine whether those components comply with component specifications (as
established pursuant to 21 C.F.R. 111.70(b)(2)).

For components that are not dietary ingredients, all documents referring or relating to any
certificate of analysis from the supplier of the component.
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18.

i9.

20.

21.

22,

24.

25.

All documents sufficient to show your qualification of any supplier for the purpose of
relying on the supplier’s certificate of analysis.

All documents referring or relating to your verification of the laboratory examination and
testing methodologies used to determine whether any CellMark Products meet all product
specifications (as defined in Definition S, above).

All documents referring or relating to consumer testimonials or expert endorsements for
any of the CellMark Products, including, but not limited to, communications, contracts,
and agreements between you and any person providing a testimonial or endorsement,
compensation paid to such person, and any documents provided to expert endorsers prior
to use of their endorsement.

If such documents exist, all curricula vitae (“CVs”) or resumes for Derek Vest, Erika
Boliek, Anthony Sporota, and Dr. Stan Headley, without regard to time period.

All documents, without regard to time peried, relating to the Company’s decision to
market or sell any of the CellMark Products as part of a continuity plan or negative
option, including, but not limited to, emails, memos, market research, studies, reports,
analyses, or surveys about consumer attitudes, beliefs, or understanding about any
continuity program or negative option.

All documents, without regard to time period, relating to the Company’s refund policies
or practices.

All documents used in preparation for or during communications with any consumer,
including scripts, outlines, guides, suggested responses to guestions, policies, manuals, or
procedures for handling consumer product requests and consumer complaints and
inquiries, including communications about any continuity program or negative option,
and refund or cancelation policies.

All documents, without regard to time period, relating to any communications
concerning;

a. Contracts or agreements;

b. Payments requested or received;

c. Consumers; or

d. Returns, refunds, or chargebacks
between the Company and any entities or individuals responsible for: shipping, handling
or fulfilling orders; handling customer service; providing websites or arranging for the

providing of websites; addressing any consumer complaints; returns; refunds; or
chargeback requests for any CellMark Products.
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26.  All documents referring or relating to communications between sales or customer service
representatives, working for the Company or on the Company’s behalf, and consumers
who purchased or were interested in purchasing CellMark Products, inciuding:

a. Recordings of telephone calls;
b. Notes taken during or after telephone calls;
¢. Online chat transcripts; and

d. Correspondence.

27.  All documents and communications referring or relating to consumer complaints that they
or a family member:

a. Never authorized or made more than a single purchase of the CellMark Product;
b. Never ordered the CellMark Product;

c. Canceled or wanted to cancel their order for the CellMark Product;

d. Were billed for a shipment of the CellMark Product that was returned;

e. Were billed for CellMark Products that were never ordered;

f. Were billed for CellMark Products that were never received;

g. Were billed for a CellMark Product that was sent or received after the account
was canceled;

h. Did not understand that they would be receiving automatic shipments of the
CellMark Product unless they took a specific action to cancel future shipments;

i.  Did not authorize the company to interpret their failure to affirmatively cancel
future shipments of the CellMark Product as their acceptance of such shipments;
or

j.  Were subject to improper, deceptive, or abusive debt collection practices.

28.  To the extent not already provided in response to another Specification of this CID, all
documents referring or relating to consumer complaints concerning the CellMark
Products, including any communications between the Company and any affiliated person
or entity and any consumer or any medical professional concerning any consumer injury
or other adverse event relating to the use of the CellMark Products.

29, All documents relating to any communications between the Company or any affiliated
entity or ad agency, and any company, website, blog, or organization that reviews or
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evaluates consumer products, concerning the use or performance of the CellMark
Products.

30.  All documents or communications received from or provided to any government agency,
Better Business Bureau office, or consumer protection organization relating to consumer
complaints about the CeliMark Products and any continuity program or negative option,
and any documents, charts, or other materials summarizing, analyzing, or discussing such
complaints.

31. All documents referring or relating to any communications between you, or any affiliated
person or entity, and the National Advertising Division of the Council of Better Business
Bureaus or the Electronic Retailing Self-Regulation Program concerning any advertising

for CellMark Products.

32.  Ail documents referring or relating to any communication between the Company or any
affiliated person or entity and the Food and Drug Administration concerning any
CeilMark Products.

33.  All complaints and answers in any state or federal court litigation, initiated since January

1, 2015 or currently pending, in which the Company or any affiliated person or entity, is
named as a defendant, and that relates or refers to CeliMark Products.

34.  All documents referring or relating to any communications between you, or any affiliated
person or entity, and any non-profit or charity organization including, but not limited to,
RNCG Angel Foundation, Inc., WeVets, LLC d/b/a WeVets.us, and Worldwide Cancer
Research relating to you or any CeliMark Products.
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CERTIFICATION OF RECORDS OF REGULARLY CONDUCTED ACTIVITY
Pursuant to 28 U.S.C. § 1746

1. I, , have personal knowledge of the facts set forth below

and am competent to testify as follows:
2. | have authority to certify the authenticity of the records produced by CellMark
Biopharma LLC and attached hereto.
3. The documents produced and attached hereto by CellMark Biopharma LLC are originals
or true copies of records of regularly conducted activity that:
a) Were made at or near the time of the occurrence of the matters set forth by, or
from information transmitted by, a person with knowledge of those matters;
b) Were kept in the course of the regularly conducted activity of CellMark
Biopharma LLC; and
C) Were made by the regularly conducted activity as a regular practice of CellMark

Biopharma LLC.

| certify under penalty of perjury that the foregoing is true and correct.

Executed on , 2016.

Signature
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PETITION EXHIBIT 14

Target Letter from the United States
Attorney for the Middle District of Florida
Directed to Derek Vest
(issued March 21, 2016)
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2110 First Street, Suite 3-137
Fort Myers, Florida 33901
239/461-2200
239/461-2219 (Fax)

300 N. Hogau Sircet, Suite 700
Jacksonville, Florida 32202
904/301-6300
904/301-6310 (Fax)

35 SE Ist Avenue, Suite 300 Uni; 400 West Washington Street, Suite 3100
A n gton Street, Sui [
Ocala, Fiorida 34471 o ited S."at.es Artome:y Orlando, Florida 32801
352/547-3600 Middle District of Florida 407/648-7500
352/547-3623 (Fax) cm————— 407/648-7643 (Fax)

Main Office
400 North Tampa Street, Suite 3200
Tampa, Florida 33602
813/274-6000
813/274-6358 (Fax)

Reply to: Fort Myers, FL

March 21, 2016

Derek Vest
11561 Isle Of Palm Drive
Fort Myers Beach, Florida 33931

Re: Grand Jury Investigation
USAO No. 2014R00530

Dear Mr. Vest:

This letter is to advise you that you are now a target of a Federal Grand Jury
investigation in this District into introducing and delivering for introduction into interstate
commerce misbranded drugs and other matters, and possible violations of federal
criminal laws. The United States is prepared to proceed before a Federal Grand Jury to
seek charges against you.

Before we proceed to bring these formal charges against you, we would like to
discuss the matter with you and your attorney. Please have your attorney contact me
as soon as possible at (239) 461-2200 so that we may schedule an appointment. If you
do not have an attorney and believe you cannot afford to employ an attorney, you may
call me yourself.
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If we do not hear from you or your attorney on or before April 6, 2016, we shall
assume that you do not wish to discuss the matter and will proceed accordingly.

Sincerely,

A. LEE BENTLEY, Il
United States Attorney
AR R

Yolande G. Viacava
Assistant United States Attorney

By:
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PETITION EXHIBIT 15

Email Exchange between Richard J. Oparil
and FTC Attorney Carolyn L. Hann
(June 6 & 8, 2016)
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From: Oparil, Richard J.

To: Hann, Carolyn Lee; scott@reinkelawgroup.com
Cc: Sands, Connor

Subject: RE: CellMark meet and confer -- IT consult
Date: Wednesday, June 08, 2016 1:28:11 PM

Carolyn, | spoke to CellMark today. Subject to the petition to quash or
limit on the Fifth Amendment privilege issue, the company believes
that it can meet the deadlines we discussed during our call on Monday.
My notes reflect the following:

ROUND 1 — due June 14:

Interrogatories 1-3
Document Specification 1

ROUND 2 — due June 28:

Interrogatories 4-6, 12, 14-16, 20-22, 25-31, 33
Document Specifications 2-4, 8, 10, 21, 29

ROUND 3 —due July 12

Interrogatories 7-11, 13, 17-19, 23, 24, 32, 34-41
Document Specifications 5-7, 11-19, 22-28, 30-34

ROUND 4 — due July 26:

Interrogatories 42, 43
Document Specification 20

Please let me know if our understanding is correct. Thanks.

Richard

From: Hann, Carolyn Lee [mailto:chann@ftc.gov]
Sent: Monday, June 06, 2016 11:42 AM
To: Oparil, Richard J.; scott@reinkelawgroup.com


mailto:scott@reinkelawgroup.com
mailto:mailto:chann@ftc.gov
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Cc: Sands, Connor
Subject: CellMark meet and confer -- IT consult

Richard and Scott,

To help expedite our call today, our Litigation Support Team has offered to participate in the call in
case your client has any questions about producing electronically stored information (ESI). Please let
us know if you plan to include an IT person on your call to have this type of discussion. We look
forward to speaking at 3 pm today.

Best,
Carolyn

Carolyn L. Hann, Attorney
Federal Trade Commission
Bureau of Consumer Protection
Division of Advertising Practices
600 Pennsylvania Avenue, NW
Mail Drop CC-10528
Washington, DC 20580

direct: 202-326-2745

fax: 202-326-3259

chann@ftc.gov

CONFIDENTIALITY NOTE: This message is intended only for the individual or entity to whom it
is addressed, and may contain information that is privileged, confidential, and exempt from
disclosure under applicable law. If you are not the intended recipient, you are hereby notified
that any dissemination, distribution or copying of this communication is strictly prohibited. If
you have received this communication by mistake, please notify the sender immediately by
telephone, and destroy the original message and any copies of it. Thank you.

Richard J. Oparil, Esq.

PORZIO, BROMBERG & NEWMAN, P.C.
1200 New Hampshire Avenue, NW, Suite 710 | Washington, DC 20036-6802

P:202.517.6323 | F: 202.517.6322 | vCard | CV
rjoparil@pbnlaw.com | www.pbnlaw.com


http:www.pbnlaw.com
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PETITION EXHIBIT 16

Email Exchange between Richard Oparil
and Carolyn Hann (June 10 & 13, 2016)



Case 2:16-mc-00026-JES-CM Document 1-17 Filed 09/16/16 Page 2 of 3 PagelD 157

From: Oparil, Richard J.

To: Hann, Carolyn Lee

Subject: RE: Lexium CID production schedule - checking in
Date: Monday, June 13, 2016 11:48:47 AM

Lexium believes that it can meet the discovery schedule discussed on
June 8.

From: Hann, Carolyn Lee [mailto:chann@ftc.gov]

Sent: Friday, June 10, 2016 4:20 PM

To: Oparil, Richard J.

Subject: RE: Lexium CID production schedule - checking in

Thanks, Richard. Do you also anticipate being able to tell us by COB today whether your client can
meet the production schedule deadlines we requested? As | mentioned during our meet and
confer, we need Division management to review the proposed production schedule and then issue a
letter by Tuesday. If COB today is not possible, please let us know your client’s responses to our
proposed production schedule no later than noon on Monday, June 13.

I am in the office if you would prefer to speak by phone.
Best,

Carolyn

From: Oparil, Richard J. [mailto:RJOparil@pbnlaw.com]
Sent: Friday, June 10, 2016 11:49 AM

To: Hann, Carolyn Lee
Subject: RE: Lexium CID production schedule - checking in

| doubt it, but will need to confirm.

From: Hann, Carolyn Lee [mailto:chann@ftc.gov]
Sent: Friday, June 10, 2016 11:44 AM

To: Oparil, Richard J.
Subject: Lexium CID production schedule - checking in

Richard,

Thank you again for getting back to us regarding CellMark.

Do you anticipate needing a call with our litigation support team to discuss any electronically stored
information (ESI) production issues for your client, Lexium International? I’'m in the office today and
Monday in case you need to schedule that type of call. I'm also available in case you want to discuss

any of the proposed deadlines that we had discussed on Wednesday,

Best,


mailto:mailto:chann@ftc.gov
mailto:mailto:RJOparil@pbnlaw.com
mailto:mailto:chann@ftc.gov
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Carolyn

Carolyn L. Hann, Attorney
Federal Trade Commission
Bureau of Consumer Protection
Division of Advertising Practices
600 Pennsylvania Avenue, NW
Mail Drop CC-10528
Washington, DC 20580

direct: 202-326-2745

fax: 202-326-3259

chann@ftc.gov

CONFIDENTIALITY NOTE: This message is intended only for the individual or entity to whom it
is addressed, and may contain information that is privileged, confidential, and exempt from
disclosure under applicable law. If you are not the intended recipient, you are hereby notified
that any dissemination, distribution or copying of this communication is strictly prohibited. If
you have received this communication by mistake, please notify the sender immediately by
telephone, and destroy the original message and any copies of it. Thank you.

Richard J. Oparil, Esq.

PORZIO, BROMBERG & NEWMAN, P.C.
1200 New Hampshire Avenue, NW, Suite 710 | Washington, DC 20036-6802

P: 202.517.6323 | F: 202.517.6322 | vCard | CV
rioparil@pbnlaw.com | www.pbnlaw.com
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PETITION EXHIBIT 17

CellMark BioPharma’s Petition to
Limit or Quash Civil Investigative Demand
(filed June 13, 2016)
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CellMark’s exhibits in support of its
administrative Petition to Limit or
Quash the CID have been omitted.

These documents already appear in the
record as the FTC’s Petition Exhibit 13
(CellMark CID) and Petition Exhibit 14
(target letter from the U.S. Attorney’s
Office).
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PETITION EXHIBIT 18

Letter from Mary K. Engle,
Associate Director, FTC Division of
Advertising Practices, to Richard Oparil
regarding CellMark BioPharma, LLC
(dated June 14, 2016)
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United States of America
FEDERAL TRADE COMMISSION
Washington, D.C. 20580

Division of Advertising Practices

June 14, 2016

VIA U.S. MAIL AND ELECTRONIC MAIL
Richard J. Oparil, Esq.

Porzio, Bromberg & Newman P.C.

1200 New Hampshire Avenue NW, Suite 710
Washington, DC 20036-6802
rjoparil@pbnlaw.com

Re: CellMark BioPharma LLC, FTC Matter No. 162-3134
Dear Mr. Oparil:

This letter is in response to your request to Carolyn L. Hann for an extension of the
deadline for responding to the Civil Investigative Demand (“CID”) served by the Federal Trade
Commission on your client, CellMark BioPharma LLC (“CellMark”). Although the deadline for
responding to the CID currently expires today, Ms. Hann advised me that you and she discussed
a rolling production schedule to accommodate your client’s time constraints and its recent
retention of your law firm as outside counsel. We also understand that on June 13, your client
filed a Petition to Quash those portions of the CID specifications that directly pertain to one of
CellMark’s principals, Mr. Derek Vest." The filing of any such petition does not alter
CellMark’s obligation to produce documents and information to specifications unaffected by the
petition. See 16 C.F.R. § 2.10(b) (timely filing of petition to quash stays compliance period only
for “portion or portions of the challenged specifications or provisions”).

In addition, as Ms. Hann explained via email, two Interrogatory Specifications in the CID
contain typos. First, the corrected language for Interrogatory Specification 28 is:

For any study produced in response to Document Specification 8, state the exact
ingredients and the amount of each ingredient used in the study. In addition, state
the source of each ingredient. (Emphasis added.)

Second, the corrected language for Interrogatory 31 is:

Without regard to time period, identify all experts consulted by the Company or
by any ad agency acting on behalf of the Company, or upon whose advice,

! You have advised that Mr. Vest currently is under criminal investigation by the U.S. Attorney’s Office for the
Middle District of Florida.


mailto:rjoparil@pbnlaw.com

Case 2:16-mc-00026-JES-CM Document 1-19 Filed 09/16/16 Page 3 of 4 PagelD 172

Richard J. Oparil, Esq.
June 14, 2016
Page 2

opinion, or expertise the Company, or any ad agency acting on behalf of the

Company, relied on to substantiate or refute the express or implied claims set

forth in Document Specification 8. (Emphasis added.)

Pursuant to your meet and confer with Ms. Hann, | am writing to inform you that the
deadlines by which CellMark must provide its responses are as follows. A failure to meet any
one of these deadlines will be viewed as a default on the CID as a whole.

Round 1: Tuesday, June 14, 2016 (today)

Interrogatory Specifications:
e 1-3;and

Document Specification:
o 1.
Round 2: Tuesday, June 28, 2016

Interrogatory Specifications:
o 4-6,9,12, 14-16, 20-22, 25-31,> and 33; and

Document Specifications:
e 2-4,8, 10,21, and 29.

Round 3: Tuesday, July 12, 2016

Interrogatories Specifications:
o 7-11,13,17-19, 23, 24, 32, 34-41; and

Document Specifications:
e 5-7,11-19, 22-28, and 30-34.

Round 4: Tuesday, July 26, 2016

Interrogatory Specifications:
e 42and43;and

Document Specification:
o 20.

2 As Interrogatory Specifications 28 and 31 are corrected pursuant to this letter.
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Richard J. Oparil, Esq.
June 14, 2016
Page 3

If you have any questions, please contact Ms. Hann at 202-326-2745 or chann@fic.gov.
Very Truly Yours,

MV T Le
?_X

Mary K. Engle
Associate Director

cc: Carolyn L. Hann, Esq.
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PETITION EXHIBIT 19

Letter from Mary Engle to Richard
Oparil regarding Lexium
International LLC
(dated June 14, 2016)
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United States of America
FEDERAL TRADE COMMISSION
Washington, D.C. 20580

Division of Advertising Practices

June 14, 2016

VIA U.S. MAIL AND ELECTRONIC MAIL
Richard J. Oparil, Esq.

Porzio, Bromberg & Newman P.C.

1200 New Hampshire Avenue NW, Suite 710
Washington, DC 20036-6802
rjoparil@pbnlaw.com

Re:  Lexium International, LLC, FTC Matter No. 162-3133

Dear Mr. Oparil:

This letter is in response to your June 6, 2016 request to Carolyn L. Hann for an
extension of the deadline for responding to the Civil Investigative Demand (“CID”) served by
the Federal Trade Commission on your client, Lexium International, LLC (“Lexium”). Although
the deadline for responding to the CID currently expires today, Ms. Hann advised me that you
and she discussed a rolling production schedule to accommodate your client’s time constraints
and its recent retention of your law firm as outside counsel. We also understand that on June 13,
your client filed a Petition to Quash those portions of the CID specifications that directly pertain
to one of Lexium’s former principals, Mr. Derek Vest.! The filing of any such petition does not
alter Lexium’s obligation to produce documents and information to specifications unaffected by
the petition. See 16 C.F.R. § 2.10(b) (timely filing of petition to quash stays compliance period
only for “portion or portions of the challenged specifications or provisions™).

In addition, as Ms. Hann explained during your meet and confer, Interrogatory
Specification 30 in the CID contains a typo. The corrected language is:

Without regard to time period, identify all experts consulted by the Company or
by any ad agency acting on behalf of the Company, or upon whose advice,
opinion, or expertise the Company, or any ad agency acting on behalf of the -
Company, relied on to substantiate or refute the express or implied claims set
forth in Document Specification 9. (Emphasis added.)

Pursuant to your meet and confer with Ms. Hann, [ am writing to inform you that the
deadlines by which Lexium must provide its responses are as follows. A failure to meet any of
the deadlines will be viewed as a default on the CID as a whole.

' You have advised that Mr. Vest currently is under criminal investigation by the U.S. Attorney’s Office for the
Middle District of Florida.
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Round 1: Tuesday, June 14, 2016 (today)

Interrogatory Specifications:
e 1-3;and

Document Specification:
o 1.

Round 2: Tuesday, July S, 2016

Interrogatory Specifications:
o 4-6,12,14-16,20-21, 24-30,” and 32; and

Document Specifications:
o 2-4,9-11, 22, 30, and 35.
Round 3: Tuesday, July 26, 2016

Interrogatories Specifications:
o 7-11,13,17-19,22-23, 31, and 33-40; and

Document Specifications:
o 5-8,12-20, 23-29, 31-34 and 36.

Round 4: Tuesday, August 16, 2016

Interrogatory Specifications:
e 4] and42; and

Document Specification:
e 21

If you have any questions, please contact Ms. Hann at 202-326-2745 or chann@ftc.gov.

Very Truly Yours,
/VVL@LLH//Z gﬁ e

Mary K. Engle
Assoclate Director

* As Interrogatory Specification 30 is corrected pursuant to this letter.
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Richard J. Oparil, Esq.
June 14, 2016
Page 3

cc: Carolyn L. Hann, Esq.
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PETITION EXHIBIT 20

FTC Order Denying Petitions to Limit or
Quash Civil Investigative Demands
(issued July 25, 2016)
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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION

COMMISSIONERS: Edith Ramirez, Chairwoman
Maureen K. Ohlhausen
Terrell McSweeny

In the Matter of

CIVIL INVESTIGATIVE DEMANDS TO
CELLMARK BIOPHARMA LLC AND
LEXIUM INTERNATIONAL, LLC DATED MAY 24, 2016

File No. 152-3133
File No. 152-3134
July 25, 2016

N N N N N N N N

ORDER DENYING PETITIONS TO LIMIT OR QUASH
CIVIL INVESTIGATIVE DEMANDS

By McSWEENY, Commissioner:

CellMark Biopharma LLC (“CellMark’) and Lexium International, LLC (“Lexium”)
have petitioned to limit or quash Civil Investigative Demands (CIDs) issued by the Commission
under Section 20 of the Federal Trade Commission Act, 15 U.S.C. § 57b-1. For the reasons
stated below, the petitions are denied.

l. BACKGROUND

CellMark is a limited liability company formed in 2015. It sells and promotes two
dietary supplements — “CellAssure” and “Cognify.” In advertising and promotional materials,
CellMark claims that these products mitigate the negative effects of chemotherapy and related
cancer treatments. Derek Vest is an officer and the sole shareholder of Cellmark.

Lexium is a limited liability company that, according to its petition, used to be known as
Gentech Pharmaceutical, LLC (“Gentech”). Gentech, which was formed in 2010, developed and
sold dietary supplement products for cognitive function, weight loss, and sleep aid, which
Lexium continues to market and sell. Mr. Vest was a former officer of both Gentech and
Lexium, but no longer has such roles; he currently serves as a consultant to Lexium.

On May 24, 2016, the Commission issued CIDs to CellMark and Lexium as part of an
investigation of the companies’ marketing claims about their products. Each CID calls for
responsive “documents and information in [the company’s] possession or under [its] actual or
constructive custody or control including, but not limited to, documents and information in the
possession, custody, or control of [the company’s] . . . directors, officers, employees, and other
agents and consultants.” Pets. Exh. 1 { 1I.I1. Each CID defines “Company” to include “affiliates,
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and all directors, officers, employees, agents, consultants, and other persons working for or on
behalf of the foregoing.” Cellmark Pet. Exh. 1 § I.H; Lexium Pet. Exh. 1 § 1.G. Thus, the CIDs
require Cellmark and Lexium to produce all responsive documents in their possession, custody,
and control, including any such documents held by their officers and consultants.

On June 13, 2016, Cellmark and Lexium filed almost identical petitions to limit or quash
the CIDs, and both attach a copy of a “target letter” issued by the U.S. Attorney’s Office for the
Middle District of Florida to Mr. Vest. This letter informs Mr. Vest that he is the “target of a
Federal Grand Jury investigation . . . [for] introducing and delivering for introduction into
interstate commerce misbranded drugs and other matters, and possible violations of federal
criminal laws.” Pets. Exh. 2. Cellmark and Lexium state that they filed their petitions “to ensure
that [Mr. Vest’s] Fifth Amendment right against self-incrimination is not waived by the
production of information to the FTC.” Pets. at 1. They ask the Commission to strike the
requirement that they produce responsive documents and information that Mr. Vest has or
controls. Additionally, they ask the Commission to relieve the companies from their obligation
under the CIDs to certify that all responsive documents and information have been produced.
For the reasons stated below, we deny both petitions.

1. ANALYSIS

It is well established that the Fifth Amendment “privilege against self-incrimination is
essentially a personal one, applying only to natural individuals.” United States v. White, 322
U.S. 694, 698 (1944). As a result, courts have held for over a century that a corporate officer
may not invoke his personal Fifth Amendment privilege as a basis for resisting compliance with
compulsory process seeking corporate records. See, e.g., Wilson v. United States, 221 U.S. 361
(1911). “If the corporation were guilty of misconduct, [its officer] could not withhold its books
to save it; and if he were implicated in the violations of law, he could not withhold the books to
protect himself from the effect of their disclosures.” 1d. at 384. A corporate officer’s personal
privilege against self-incrimination does not prevent the production of corporate records even
when the corporate officer is the sole shareholder and the only person authorized to manage a
corporation’s business affairs. See, e.g., Braswell v. United States, 487 U.S. 99, 101-02, 119
(1988) (finding sole shareholder and officer “could not resist the subpoena for corporate
documents”™); Bellis v. United States, 417 U.S. 85, 100 (1974) (“[N]o privilege can be claimed by
the custodian of corporate records, regardless of how small the corporation may be.”); United
States v. McDonald Chevrolet & Oldsmobile, Inc., 514 F. Supp. 83, 90 (N.D. Ga. 1981) (“[A]
corporate officer may be compelled to produce corporate documents, even though he is the sole
shareholder or alter ego of the corporation and the records may incriminate him.”).

Cellmark and Lexium do not, nor can they, dispute this well-established law. Instead,
they cite a supposed exception established by the Supreme Court in United States v. Hubbell,
530 U.S. 27 (2000), and argue they may invoke the protections of the Fifth Amendment on
behalf of Mr. Vest because, in producing responsive documents, Mr. Vest would tacitly “admit
their existence and authenticity.” Pets. at 3. Cellmark and Lexium misinterpret the Supreme
Court’s holding in Hubbell.
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In Hubbell, the Supreme Court recognized that the compelled production of documents
can be “testimonial” and thus implicate the Fifth Amendment to the extent that the production
communicates a statement of fact — for example, that papers existed and were in the control of
the custodian. Id. at 34-37. The Court held that, in such circumstances, the government could
not rely on the act of production in a subsequent criminal proceeding against the custodian. Id.
at 35-36. Nowhere in the Hubbell opinion does the Court address, let alone deviate from, the
fundamental principle endorsed most recently by the Supreme Court in Braswell — that an
individual may not rely on the privilege against compulsory self-incrimination to avoid the
production of corporate records that he holds in a representative capacity, even if those records
might incriminate him. Braswell, 487 U.S. at 101-02, 119; see also Bellis, 417 U.S. at 88-89.

Not surprisingly, courts that have examined whether the Hubbell case changed the law
have concluded, as we do, that the rule remains the same; corporate officers cannot rely on the
Fifth Amendment to avoid the production of corporate records. See, e.g., In re Grand Jury
Empaneled on May 9, 2014, 786 F.3d 255, 263 n.2 (3d Cir. 2015) (“[T]here is no reason to
suspect that Hubbell altered, in any way, the analysis set forth in Braswell.”); Amato v. United
States, 450 F.3d 46, 51 (1st Cir. 2006) (noting that post-Hubbell, “the act-of-production doctrine
is not an exception to the collective-entity doctrine even when the corporate custodian is the
corporation’s sole shareholder, officer and employee”); Armstrong v. Guccione, 470 F.3d 89, 98
(2d Cir. 2006) (“[W]e reject any suggestion that Hubbell so undermined Braswell that we are no
longer compelled to follow its holding. . . . We remain bound by the Supreme Court’s holding in
Braswell.”); S.E.C. v. Narvett, 16 F. Supp. 3d 979, 981-83 (E.D.Wis. 2014) (act-of-production
doctrine provides no support for a corporation’s sole employee and shareholder to refuse to
comply with SEC subpoena).

The CIDs at issue are directed to the corporations and seek only corporate documents.
Mr. Vest is an officer of Cellmark and a consultant of Lexium — in both cases, he is acting in a
representative capacity as a corporate agent. The documents demanded by the CID, including
those within Mr. Vest’s possession, custody, or control, are corporate records that are within the
companies’ control, see, e.g., Flagg v. City of Detroit, 252 F.R.D. 346, 353 (a company is under
an “affirmative duty to seek that information reasonably available to [it] from [its] employees,
agents, or others subject to [its] control”), and the corporations and Mr. Vest must produce them
even if the documents are incriminating to Mr. Vest personally.* Accordingly, there is no basis
for limiting or quashing the CIDs to excuse the production of documents in Mr. Vest’s
possession, custody, or control. Nor do we excuse Cellmark or Lexium from their obligation to
certify that they have produced all responsive documents and information.

Cellmark and Lexium also assert that the production of the information requested in the
CIDs’ interrogatories would “implicate[] Vest’s Fifth Amendment rights.” Pets. at 2.
Interrogatories are inherently testimonial in nature. Therefore, individuals who properly assert a
privilege against self-incrimination cannot be compelled to answer them. Nonetheless, a
corporation is still obligated to respond, and must do so by selecting an officer, employee, or
“agent who could, without fear of self-incrimination, furnish such requested information as was

! Lexium also claims that, as an ex-employee, Mr. Vest may assert a Fifth Amendment privilege to refuse to produce
documents belonging to his former employer. Lexium Pet. at 5. However, Mr. Vest has a continuing “connection to
Lexium . .. as a consultant.” Lexium Pet. at 1.
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available to the corporation.” See United States v. Kordel, 397 U.S. 1, 8 (1970) (quoting United
States v. 3963 Bottles . . . of . . . Enerjol Double Strength, 265 F.2d 332, 336 (7th Cir. 1959) (“It
would indeed be incongruous to permit a corporation to select an individual to verify the
corporation’s answers, who because he fears self-incrimination may thus secure for the
corporation the benefits of a privilege it does not have.”). Both CIDs at issue identify and list
officers and employees other than Mr. Vest. Cellmark and Lexium can call on any of them to
respond on behalf of the corporations without impinging on Mr. Vest’s personal Fifth
Amendment rights.

Finally, Cellmark and Lexium contend that the Supreme Court’s decisions in Citizens
United v. F.E.C., 558 U.S. 310 (2010), and Burwell v. Hobby Lobby Stores, Inc., 134 S. Ct. 2751
(2014), should be read expansively to extend the Fifth Amendment privilege against compulsory
self-incrimination to corporations and other collective entities and thereby provide a basis to
quash the two CIDs. Pets. at 5-6. This argument is also meritless. Those cases address the
application of the First Amendment to corporations. Nothing in those decisions signals any
departure from century-old precedents recognizing the Fifth Amendment privilege against self-
incrimination as a uniquely individual right. See In re Grand Jury Empaneled on May 9, 2014,
786 F.3d at 263 n.1 (stating the court can “discern nothing in Supreme Court jurisprudence that
suggests the Court has, in any way, signaled its readiness to depart from its longstanding
precedent regarding corporate custodians’ inability to invoke the Fifth Amendment privilege
against self-incrimination”).

I11.  CONCLUSION

For the foregoing reasons, we deny Cellmark’s and Lexium’s petitions to limit or quash
the Commission’s CIDs.

IT ISHEREBY ORDERED THAT the Petitions to Limit or Quash Civil Investigative
Demand filed by CellMark Biopharma LLC and Lexium International, LLC be, and they hereby
are DENIED.

IT ISFURTHER ORDERED THAT all documents and information responsive to the
specifications in the Civil Investigative Demands to CellMark Biopharma LLC and Lexium
International, LLC must now be produced on or before August 15, 2016.

By the Commission.
Donald S. Clark

Secretary
Issued: July 25, 2016
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PETITION EXHIBIT 21

Letter from Oparil to Hann regarding
CellMark BioPharma, LLC
(dated August 3, 2016)
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PORZIO

BROMBERG&NEWMAN PC.

ATTORNEYS AT LAW MORRISTOWN NJ  NEW YORK NY e PRINCETON NJ e WASHINGTON DC * WESTBOROUGH MA

RICHARD J. OPARIL

MEemBER, DC & NY BARS

DIRecT DIALNO.: 202-517-6323

E-MAIL ADDRESS: RIOPARIL@PBNLAW.COM

August 3, 2016
By Email

Carolyn Hann, Esq.

Federal Trade Commission
600 Pennsylvania Ave. NW
Mail Drop CC10528
Washington, DC 20580

Re:  Inre Cellmark Biopharma LLC, File No. 162-3133
Dear Carolyn:

My client, CellMark Biopharma LLC has received the July 25, 2016 order denying its petition
to limit or quash civil investigative demands. CellMark disagrees with and objects to the order. Derek
Vest, who has received a target letter from the U.S. Attorney for the Middle District of Florida, has
informed CellMark that he will continue to invoke his Fifth Amendment right against self-
incrimination and will not provide documents in his possession to CellMark for production to the FTC
in response to the Civil Investigative Demand.

Further, CellMark objects to the order that the company cannot invoke any Fifth Amendment
privilege. The U.S. Supreme Court has acted to grant corporations rights under the Constitution that
they were not previously entitled to assert. As such, CellMark notes its objection to that part of the
Order.

With the exception of Mr. Vest's documents as to which there is a privilege objection,
CellMark believes that it has produced all responsive documents to the FTC in compliance with the
CID.

Please let me know if you have any questions.

1200 NEW HAMPSHIRE AVENUE NW, SUITE 710
WASHINGTON, DC 20036-6802

TELEPHONE (202) 517-1888

FAX (202) 517-6322

www.pbnlaw.com

3464548
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PORZIO 3, 2016

BROMBERG&NEWMAN P.C. Page 2

ATTORNEYS AT LAW

Sincerely,

Richard J. Oparil

3464548
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PETITION EXHIBIT 22

Email Exchange between Hann and Oparil
(August 15, 2016)
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From: Hann Carolyn Lee

To: “Oparil Richard J."

Cc: Sands_Connor; Rodriguez Edwin

Subject: RE: File Request - Lexium International CID Response
Date: Monday, August 15, 2016 7:34:00 PM

Richard,

The July 25, 2016 Commission’s ruling denying Lexium’s and CellMark’s Petitions to Quash made clear that the CID
production deadline is today, Aug. 15, 2016. Your client, Lexium, neither has requested an extension nor has
provided any explanation for missing the Commission’s deadline.

My Assistant Director has authorized me to grant Lexium a short extension to complete its CID production —i.e., all
documents and interrogatory responses -- by close of business Thursday, August 18, 2016. We will grant no further
extensions beyond that date.

Best,

Carolyn

From: Oparil, Richard J. [mailto:RJOparil@pbnlaw.com]

Sent: Monday, August 15, 2016 5:29 PM

To: Hann, Carolyn Lee

Cc: Sands, Connor; Rodriguez, Edwin

Subject: RE: File Request - Lexium International CID Response

Carolyn, Lexium will have more to produce but I'm not going to get more today. It
is also working on the written discovery. | will update you.

Regards,
Richard

From: Hann, Carolyn Lee [mailto:chann@ftc.gov]
Sent: Monday, August 15, 2016 4:28 PM

To: Oparil, Richard J.
Cc: Sands, Connor; Rodriguez, Edwin
Subject: RE: File Request - Lexium International CID Response

Dear Richard,

Thank you for your FTP transfer. We see that the FTP contains only one file. Is this Lexium’s complete response to
the FTC’s CID? If you have more documents to produce, we will need to send you a new FTP.

In addition, please advise on the status of Lexium’s interrogatory responses, which also are due by COB today. Thus
far, they have responded to only 3 interrogatories.

Best,

Carolyn

From: RJOparil@pbnlaw.com [mailto:RJOparil@pbnlaw.com]
Sent: Monday, August 15, 2016 4:22 PM

To: Sands, Connor
Cc: Hann, Carolyn Lee
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Subject: Re: File Request - Lexium International CID Response

You have received 1 secure file from RJOparil@pbnlaw.com.

Use the secure link below to download.

Secure File Downloads:
Available until: 19 August 2016

Click link to download:

LX000126-172.pdf
3.18 MB

You have received attachment link(s) within this email sent via the FTC Secure Mail system. To retrieve the attachment(s), please click on
the link(s).

Richard J. Oparil, Esq.
PORZIO, BROMBERG & NEWMAN, P.C.
1200 New Hampshire Avenue, NW, Suite 710 | Washington, DC 20036-6802

P:202.517.6323 | F: 202.517.6322 | vCard | CV
rioparil@pbnlaw.com | www.pbnlaw.com
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IN THE UNITED STATES DISTRICT COURT
FOR THE MIDDLE DISTRICT OF FLORIDA
FT. MYERS DIVISION

FEDERAL TRADE COMMISSION,

Petitioner,
Misc. No.

V.
LEXIUM INTERNATIONAL LLC, and
CELLMARK BIOPHARMA, LLC,

Respondents.

N N N N N N N N N N N N N

(PROPOSED) ORDER TO SHOW CAUSE WHY RESPONDENTS
LEXIUM INTERNATIONAL LLC AND CELLMARK BIOPHARMA, LLC
SHOULD NOT COMPLY WITH FEDERAL TRADE COMMISSION
ADMINISTRATIVE INVESTIGATIVE PROCESS

Pursuant to the authority conferred by Sections 16 and 20 of the Federal Trade
Commission Act, 15 U.S.C. 88 56 and 57b-1, Petitioner, the Federal Trade Commission
(FTC), has invoked the aid of this Court for an order requiring Respondents, Lexium
International LLC and CellMark BioPharma, LLC, to comply in full with the May 24,
2016 civil investigative demands (CIDs) issued in aid of an FTC investigation (FTC File
Nos. 162-3133 and 162-3134).

The Court has considered the Commission’s Petition for an Order to Enforce
Administrative Investigative Process and the papers filed in support thereof; and it

appears to the Court that Petitioner has shown good cause for the entry of this Order. It is

by this Court hereby
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ORDERED that Respondents Lexium International LLC and CellMark
BioPharma, LLC appearat __a.m./p.m.onthe __ day of , 2016, in
Courtroom No. of the United States Courthouse for the Middle District of
Florida, 2110 First Street, in Fort Myers, Florida, and show cause, if any there be, why
this Court should not grant said Petition and enter an Order enforcing the CIDs and
directing them to produce the documents and information requested by the CIDs within
ten (10) days of the receipt of the Court’s enforcement order, or at such later time as may
be directed by the FTC. Unless the Court determines otherwise, notwithstanding the
filing or pendency of any procedural or other motions, all issues raised by the Petition
and supporting papers, and any opposition to the Petition, will be considered at the
hearing on the Petition, and the allegations of said Petition shall be deemed admitted
unless controverted by a specific factual showing.

IT IS FURTHER ORDERED that, if Respondents believe it necessary for the
Court to hear live testimony, they must file an affidavit reflecting such testimony (or if a
proposed witness is not available to provide such an affidavit, a specific description of
the witness’s proposed testimony) and explain why Respondents believe live testimony is
required.

IT IS FURTHER ORDERED that, if Respondents intend to file pleadings,
affidavits, exhibits, motions or other papers in opposition to said Petition or to the entry
of the Order requested therein, such papers must be filed with the Court and received by

Petitioner’s counsel by a.m./p.m. on , 2016. Such

submission shall include, in the case of any affidavits or exhibits not previously
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submitted, or objections not previously made to the Federal Trade Commission, an
explanation as to why such objections were not made or such papers or information not
submitted to the Commission. Any reply by Petitioner shall be filed with the Court and

received by Respondents by a.m./p.m. on :

2016.

IT IS FURTHER ORDERED, pursuant to Fed. R. Civ. P. 26(a)(1)(B)(v) and
81(a)(5), that this is a summary proceeding and that no party shall be entitled to discovery
without further order of the Court upon a specific showing of need; and that the dates for
a hearing and the filing of papers established by this Order shall not be altered without
prior order of the Court upon good cause shown; and

IT IS FURTHER ORDERED, pursuant to Fed. R. Civ. P. 81(a)(5), that a copy of
this Order and copies of said Petition and Memorandum in support thereof filed herein,
be served forthwith by Petitioner upon Respondents or their counsel by personal service,
or by certified or registered mail with return receipt requested, or by overnight express
delivery service.

SO ORDERED:

United States Magistrate Judge

Dated: , Ft. Myers, Florida
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PRESENTED BY:

Of Counsel:

CAROLYN L. HANN

EDWIN RODRIGUEZ

Division of Advertising Practices

Dated: September 15, 2016

DAVID C. SHONKA
Acting General Counsel

LESLIE RICE MELMAN
Assistant General Counsel for Litigation

BRADLEY GROSSMAN
Litigation Counsel

Office of the General Counsel
Federal Trade Commission
600 Pennsylvania Ave., N.W.
Washington, D.C. 20580
(202) 326-2994

(202) 326-2477 (fax)
bgrossman@ftc.gov
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