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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION

TAE ORI
S
DEC 2 7 2001
SECRETANY,

In the Mﬂt_ter of

Schering-Plough Corporation,
a curppraﬁnn,

Upshnr—-Sniil:h Laboratories, Docket No. 9297

2 corporntion,
and

American Home Products Corporation,
a corporation

Vo S St gt e gt gt e S et Ve it it it

RESPONDENT SCHERING-PLOUGH CORPORATION’S MOTION FOR IN
CAMERA TREATMENT OF CONFIDENTIAL DOCUMENTS RELATING TO
FRODUCTS THAT ARE CURRENTLY IN DE_VELUPI#‘IENT
Respondent Schering-Plough Corporation {‘;Scheﬂng‘ﬁ moves pursuant to Rule
3.45(b) of the Federal Trade Commission Rules of Practice, 16 CF.R. § 3.45(b), for an
ordez directing in camera treatment of confidential documents rel ating to products that |
are cumently in development by Schoarmg, its affiliated jcﬁnt ventures, ot its division
Warrick, wh.i;ch have been identified as Schering exhibits SPX-23 _tu SPX-25, SPX-4],
SPX-80, SPX-111, SPX-144, SPX-219, SPX-221, SPX-231, SPX-B_-#S, SPX-346, SPX-
348, SPX-349, 5PX-351, SEX-353 to SPX-361, SPX-363, SPX-37] to SPX-S?S, SIIJX-
406, SPX-408, SPX-410 to SPX-418, SPX-420, SPX-422 to SPX-433, SPX~435 to SPX-
438, SPI:{—MD, SPX-441, SPX-617, and SPX-625 to SPX-627.
Each of these documents dés&ibes sensitive and confidential information
regarding products that Schering is currently developing. The documents reveal deiails
regarding Schering’s ongoing clinical development, marketing, pricing, distribution, sale



“and profilabilily ol these “pipeline” products. Morcover, many of the dncurﬁer:ts arg
fﬂnva:d—lﬂokmg discussing Schering’s sirategies to cnter new markets or to expand its
existing market presence.

Thé documents contan secrel information that is material to Scheﬁné’s husiness,
nmnpﬁtiti‘.mnﬂss and profitability. The inf;mnaiiun contained in these decuments can be
used by Schering’'s competitors fo view or extrapolate 2 model of Schering’s -
development, marketing, pricing and/or sales plans. Accordingly, release of this
information will cavse the logs of husiﬁess advantage and serious and irreparable injury
to Schering. Therefore, ﬂ:u; Court shoutd graut an order directing in camera treatment for
these documents for 2 period of five years.

For the forepoing reasons and those set forth .in the zceompanying memorandum,
Schering respectfully requests that the Court grant the motion for an order directing in

camera treatment for documents relating to products that are currently in development.

Respectfully submitted,

o S _S'Am/@

~John W. Nields, Jr.
Mare (. Schildkraut
. Laura 5. Shorcs
Charles A. Loughlin -
. HOWREY SIMON ARNOLD & WHITE, LLP
1299 Pennsylvania Ave., N.W.
Washinglon, INC. 20004
(202) 783-0800

Dated: December 27, 2001 Attorneys for Respondent
Schering-Plough Corporation
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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION

In the Matter of

Schering-Plough Curpuratiuil,
a corporation,

Upsher-Smith Laboratories, Docket No. 9197

a corporation,
and

American Home Products Corporation,
a corporation

MEMORANDUM OF LAW IN SUPPORT OF-SCHERING-PLOUGH
CORPORATION'S MOTION FOR IN CAMERA TREATMENT OF.
CONFIDENTIAL DOCUMENTS RELATING TO PRODUCTS THAT ARE
CURRENTLY IN DEVELOPMENT

Respondent Schering-Plough Corporation (*Schering”™) moves pursuant to Rule
3,45{b) of the Federa] Trade Commission Rules of Practice, 16 CFR. § 3.45{(b), fora
proiective grder directing in camera treatrnent of confidential &.ncuments relating to
products that are cuyrently in developreent by Schering, affiliated joint ventures, or its
division Wamrick. These documents have been ?dénﬁﬁed a8 Schering proposed trial
exhibits SPX-23 to SI'X-235, S]"X-di,; SPX-99; .SPX-I 11, SPX-144, SPX-219, SPK—ZEL
SPX-231, SPX.345, SPX-346, SPX-348, SPX-349, SPX-351, 8PX-353 to SPX-361,
SPX-363, SPX-371 to SPX-375, SPX-400, SPX-408, SPX-410 to SPX 418, SPX420,
SPX-422 to SPX-433, SPX-435 to SPX-438, SPX-440, SPX-441, SPX-617, and SPX-

625 to SPX-627,



L INTRODUCTION

As set forth more fully below, each of the subject documents describes sensitive
and confidential information regarding producis that Schering is currently developing
(“pipelme products™). These pipeline products, which are being developed at great
expense, represent what Schering considers to be clinically significant, effective amd
profiigbie i:rﬂducts. As described in more detail below, and in the dec]aration.cf
Torjathan Wasscrman (attached as Exhibit A to this memoerandum), the docurnents relate
i¢ sensitive information regerding ongoing c]hﬁcal development, marketing, pricing,
distribution, sate and profitubility. (Wasserman Decl, 1§ 6-9}. The continued
confidentiality of this informalion is ol extical imporlance and its release will cause
serious and inéparabie damage to Schering’s ability to compete with other compamies to
research, develop and market innovative phanmaceutical products. (fd. at Y 10).
II. THE PIPELINE PRODUCT DGCUM’ENTS.AT ISSUE

A, Ezetimibe

Schering seeks confidential in camera treaimen! for materjals that reveal sensitive
and confidential informafion regarding Ezetimibe, a product that Schering is cwrently
developing as part of a joint venture with Merck & Co. Exhibits SPX-23 to SPX(-25,
SIX-41, SPX-111, SPX-144, SPX-219, SFX-221, SPX-231, SPX-345, SPX-346, SPX-
348, SPX-349, SPX-351, SPX-353 to SPX-361, SPX-363, SEX-371 to SFX-375, SPX-
617, and SPX-625 to SPX-027, which contain detailed i.ufonnatian abont Ezetimibe,
disclose sorne of the most sensitive and confidential material maintained by Schering,

Bxhibit SFX-343-3406, SPX 348, SPX-351, SPX-353, SPX-355, 8PX-357, 5PX-

158, SPX-160, SPX-361, SPX-371, SPX-372, and SPX-375 contain assessments of the
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X
clintcal and econamic feasibility of using Ezetimmbe 'il'.l combinalion with other drugs or
in ca-administration therapy. The materials reveal Schering’s clinical and economic
methods of analyzing prespective partnerships and disclose confidential clinical research,
trial and study plans, Exhibits SPX-345 and SPX-346, for exarople, discuss ‘tenﬁs,
rationales and financial projections for a proposed ﬂ-: al with Merck. Similarly, SPX-351
reveals details of Schering’s combination therapy project for Ezetimibe, inchiding
timelines and cost estimates for development.

Several exhibils contidn executive summaries of confidential advisory board
meetings regarding Ezetimibe’s development. {SPX-25, SPX 111, SPX-144, SPX-219,
SPX-231). These documents reveal details of Scherin'g’s plans for Ezetimibe, including
clinical development information, clinical test results, marketing plans, and regnlatory
strategies.

Various other exhibits conlain confidential financial information. (SPX-24, SPX-
354, 8PX-356, SPN-359, 8PX-363). For example, Exhibit SPX-354 reveals Ezetimibe
monotherapy and combination therapy sales and marketing cost forecasts to 2068 as well
as marketing straiégics @d the anticipated launcﬁ date for Ezetimibe.

B. Eualapril

Schering seeks conflideritial in camera treatment for materials that reveal sensitive

- and confidential information regarding the drug Enalapril, a product also currently under

development. Exhibits SPX-408 to SPX-411, SPX-417, SPX-434, and SPX-439,
stmilarly disclose virtually every detail of Schering’s plans 1o develop and market
Enalapril. For example, SPX-408 and SPX-410 are January 2001 clinical documents that

reveal Schering’s confidential methods for researching, testing and studying



pharmaﬁeuti.cal products and contain sensitive ¢linical strategies for gaining regulatory
approvat for Enalapril. |

Similarly, SPX-417, minutes {rom a March 2001 confidential mecting, reveals
Schering’s progress and fiture potential in developing Enalapril. Speciﬁcaily, the
fdocument contains details of the clinical pmtqcél, clinical manufacturing and material
requirements, as well as potential material suppliers. - |

Like the forepoing documents, Schering comrespondence also contains sensitive
infurm_a_tiun. regarding development plans fo; Enalapril. Exhibit SPX-4{9 reveals clinical
prﬂtunui and biostudy details, European regulatory strateges, clinicél budget inf'nnnatinﬁ
and both meestmg s;:hedules and topics for fture development requirements for Enatapril.
This information, like that discussed with respect to Ezctimibe, will provide competitors
with contidential information regarding products curently in development, and will
simitarly disclose detzils that will enable competitors o se;: or exirapolate Schennyg’s
firture marketing and sales plans.

C. Buspirone

Schering also secks confidential i camera treatment for confidential ivformation
reganding the drug Buspirone, a product thaf is also cl._lrr:nﬂ}r under development. (SPX-
412 to SPX-416, SPX-418, SPX-420, SPX-422 to SPX-426, 8PX-428, SPX-430, SPX-
433, SPX-437, SPX-440, and SPX-441).

E[;r example, SPX-416 and SPX-420 are 2001 clinical documents that reveal
sensitive clinical strategies for gaining regulatory approval for Buspirone. SPX-415, 2
March 2001 elinical research agreement “to defermnine the relative bicavailabilities of two

formmiations of Buspirone,™ likewise details Schering’s strategies and methods of clinical



development. The document also contams sensilive research funding and payment
information. Finally, 't.he agreement contains a confidentiality provision restricting
disclosure of its terms. |

| Exhibit SPX-422, an April 2001 memorandum, is representative of several
documents revealing the material requivements for Buspirone tablets. The memorandum
also reveals scnsitive infommation abaul Buspirone’s clinical manufacturing and
information regarding future strategies including the identification of potential material
suppliers. Exhibit SPX-440 3'1;1111;11'13’ reveals future development efforts for Buspirone.
It charts the stages of the product’s development and describes regulatory strategies,
clinical research and testing and.clinical manufacturing.

Further, various communications between Scheting and Shandon employees
working on the clinical developrment of Buspirone, such as Exhibat SPX-413, contam
sensifive information regarding Schﬁring's. clinical development plans and {imelines,
¢linical strategies and payment information. Like the Toregoing documents, the
Bnspirone documents reveal current confidentizl information regmﬂjng Schering’s
development methods as wetl as a blucprint for the future marketing and sale of this
pipeline product.

., Additional Ddcuments Relating To Producis Currently Under
Development

Exhibits SPX~00, SPX-427, SPX-431, SPX-432, SPX-435, SPX-434 and SPX-
438 mnt-a:in cqnﬁdeﬁﬁal information regarding multiple products currentty under
d-:ﬁalnpmem by Schering. Schering alse seeks in camera treatment for these sensitive

documents,
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Exhibit SPX-9%1is the June 1998 license agreﬂm_cnt with ESI Lederls, Inc., wﬁich
remains in effect today. It sets forth the details of the parties’ business relationship,
mcludmg royalties due for the 1iﬁénsed products ~ Enalapril and Buspitone — both of
which Schering is actively developing today.

Stmrlarly, SPX-427 is a consultant agreement with Regulatory Resources Group
Lid. to file marketing applications foz buspirone, enalapril, pentoxifylline and other
preducts. This agreement, effective until 2004, containg sensitive regﬂatm? stratepies as
well ag business and marketing methods information. The agreement also reveals |
sensitive funding, pricing and payment information. Finally, the agreement contains a
confidentiality provision limiting disclosure of terms.

Exhibit SPX~406 is a facsimile that reveals Schering research regarding two
clinical research organizations, The document diseloses Schenng’s methods and plans
for selecting prospective clinics to perform itg bioequivalence research, tests and studies
for praduct development.

Exhibit SPX-435 ig a July 2001 memorandum planning for the introduction of
Vasomax, Buspirone and Enalapril 1ablets, all pipeline products. This decument contains |
clinical regulatory fimelines and identifies Schering™s clinical development strategies and
procedures.

Exhibit 8PX-429 contains a June and July 2001 comrespondence with Shandon
employees working on the clinical development of several products. The
communications reveal clinical and bioanalytical regulatory 'stratagies, clinical
manufacturing and preduoction informatien, clinical protocol strategies, and product

development progress. The exhibit also contains sensitive clinical budget information.



M. ARGUMENT

A Legal Standard For In Camera Treatment

Pursuant to Rule 3.45, a party may obtain i# camera treatment for materials
offcred into evidence if their public disclosure “will 1ikely result in a clearly defined,
serious injury to the . . . corporation requesting in camera treaiment.” 16 C.F.R. §
3.45(b). Demonsirating “serious injury” requires the moving party te cstablish that the
dociments are bath secrei and material (o the movant’s business. See Bristol-Myers Co.,
A ET.C 455 (]9??).; General Foods C_’r}rp., 45 F.T.C. 352 (1980); see afso Haecﬁ.st
Marion Russel, Inc., 2000 F.T.C. LEXTS 138 (2000). The Commission has articulated
gix factors that are relevant to a determination of secrecy and materiality: (1) the extent |
1o wiich the information s known outside of the movant’s busincss; (2} the extent .tc:
which it is known by employees and others involved in the business; (3) the extent of
measures taken (o guard the secrecy of the information; (4) the value of the mformation
to the movant and competitors; (5) the amount of effort er money expended in developing
the infarmation; (6) the ease or difficulty with which the information conld be properly
acquired or doplicated by others, See Bristol-Myers, 30 F.T.C. at 456; Hoechst, 2000
F.T.C; LEXIS at *6. Finally, “[1]he likely loss of business advantages is a good examiple
ol a ‘clearly defined, serious injury.”” Hoechst, 2000 F.T.C, LEXIS at *% {citing General

Foods, 95 F.T.C. at 353).



B. The Documents At Issuc Relati ng To St:hcriug’; Pipcline Products
Qualify For Ia Camera Treatment Because Disclosure Of These
Highly Confidentizl Documeats Would Result In Likely Loss Of
Business Advantage To Schering

.Aﬁ deseribed above and in the accompanying deelaration of Jonathan Wasserman,
the subject exhibits relate to the onsoing developmeni, markeiing, distobation, sale,
pricing and profitsbility of Schering’s current pipeline products. Given their value to
S.chedng’s_ ongoing business operatiqéans, these docuvmenis merit in camerg status.

Sﬁme of the documents revcal clinical and technical information about the vartous
preducts. {SPX-408, SPX—*IGQ, SPX-410, SPX-416, 5PX-417, SP};Z--#E{]), The
information contained in these documenis falls under the definttion of “trasde secrets” as
defined in Conmissien precedent. See H, P. Hood & Yons, Inc., S8 F.T.C. 1184, 1138
(1961) (defiming “trade secret” ag “secret formulas, research or processes,” the disclosure
_ of which *wil] almost invanably result in injury.. ). The Cﬁmnﬂssion bas stated that
“Im]otions to place documents of this nature “in came;ra‘ should bz sympathetically
considered™ and “injury sufficient to establish *good cause’ for sealing the decuments can
be infared from the mabure of the “trade secret” itself” Hood, 38 F.T.C. af 1189,

Similarly, the Cnﬁ:missinn has granted in comera protection for documents that
reveal manufacturing or materials specifications for particular products. In re Kaiser .
Afuminum & Chemtical Corp., 103 F.T.C; 500, 1977 FTC LEXIS 1, at *10-*11 {1984)
{granting in camere protection for documents reveahng sycci[i::atimll_s of Kaiser's
pmducti_nn process snd type of equipment used at Kaiser plantsj. Several of the extubits
at issue here fall into that categﬁr}r; and thus merit confidential treatment. (See SPX-412

to SPX-416, SPX-418, SPX-420, SPX-422 to SPX-426, 5PX-428, SPX-430, SPX-433,

SPX-437, SEX440 to SPX-441{disclosing information about the development and



manufacturing of Buspirone); SPX-422 (April 2001 reveahng the material requirements
for Buspirane tahi-:ets)}.

A mumber of the ducmﬁe:nts at isgne in this motion contain assessments of the
climcal and economic feasibility of various therapeutic uses of these products. (SPX-
355, SPX-357, SPX-358, SPX-360, SPX-361, SPX-371, SP.}{-STE, S5PX-375). In
addition, some docurnents contain confidential informalion evaluating proposed
agrecments and setting forth the terms and operalion of current agreements between
Schering and third parties for the development and/or marketing of the pipeline producis.
(SPX-99, SPX-345, SPX-346, SPX-348, SPX-351, SPX-353, SPX-d13, SPX-4135, SPX- |
427, In camera protection is likewise justified for these documents that reveal detmls of
Schering’s strategic allisnces aﬁd agreements wilh third parties as well as its engoing and
futere plans for product development. S;ae. e.g.., Kaiser Aluminum, 103 F.1.C. 500, FTC
LEXIS 1, at ¥*5-*@ {1 984) {granting in camera status to documents that revealed Kaiser's
firturs marketing strategy); nfernationa! AS.;mc. of Conference Interpreiers, 1996 FTC
LEXIS 293, *10 (June 26, 1996) {applicants made a sufficient showing of clearly defined
infury to warrant in camerg protection for contract proposals and contract terms whm."a
access to this information “could allow competitors in the future to mimic the applicants’
iechnical presentations and to price just below the applicants™).

Other doguments for which Scheﬁng'seeks in camera stztus contain recent
finaneial forecasts (SPX-354, SPX-3356, SPX-359, SPX-363) or specific information
concerming the timelines mmd costs of dcwﬂnpmani-uf ithese products. (SPX-351, SPX-
413). The Cumnﬁsr;ion has frequently recognized the justification for protecting the

confidentiality of these types of documents. E.g., Kaiser Aluminum, 103 F.T.C. 500



{1984) (in camera treatment for product sales information); Fr re £.X DuPont de
Nemaurs & Co., 97 F.T.C. 116 (1981) (profit, earnings, sales and cost information given
in camera treatment}; Generaf Foads Corp., 90 FET.C. 168 (1980) (profit data given in
eamera treatment), | |
The infermation within all of these documents relating to pipeline products is

known anly to those third parties with whom communications or agreements were made,
and within Schering, is .distrihuted only among senior management and those patties
warking directly on the producis’ development, Pursuait to its confidentiality pelicies,
Schenng maintmng strict controls to prevent both internal and extemnal disscmination of
this matenal and highly confidential information, Furthermore, the documents reflect
Schering’s great effori and expense in resegrching, devcloping, manufachuiné and
marketing pharmaceutical Pmduf:ts. The infﬁl‘[n;lﬁﬁﬂ 15 extremely valuable both to
Schering and cotnpetitors and could not be reproduced by any alher means, |

o Moreover, due to the ongoing development of these drugs, the fact t:hat sorme of
the documents at issne were created 111 1996 or 1997 does not diminish their current and _
future sensitivity or confidentiality. First, many of the documents, even if created in
1997, make projections well into the future and reveal static strategy positions to enfer a
new market o7 to expand existing market presence. Second, the information contained
these documents cap be used by Schering’s competitors to extrapolate an aceurate model
of Schering’s development, marketing, p;icing, distribution and/or sales plans. See E. 1
DhePort de Nemonrs & Co., 97 F.T.C. 116 (1981) (extending {n camera treatment for 6
vear old documents enabling competitors to extrapclaté business plans from profit,

earnings, cost and sales information). As such, these documents, if made public, will
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serionsly and wreparably injure Schering’s product development efforts and
competitiveness, and disclosure conld compromise Scﬁeﬁng’s incentives to bring
imnovative new drugs to market.
C.  The Value Of These Pipeline Product Documents To Sckering®s
Currcnt An Fature Business Efforts Justifies Schering’s Reqguest For
In Camerg Protection For A Period Of Five Years
Schﬁng seeks in camera prolection for the foregoing documents for a period of
five years. As demonstrated here and in the accompanying declaration of Jonathan
Wasserman, these documents represent Schering’s innovative research and development
as well as its prospective business profitability. Forwand looking documents of this
nature are frequently given protection for five years. See International Assoc. of
Conference Interpreters, 1996 F.T.C. LEXIS 298, * 13-;'14 {1996) {(granting five year in |
camerdg protection for "‘fnrwal;d looking™ documents, including internal docurments
vonlaining “market, product, and sales strategies™) (citing cases); see also Hoechst
Marien Roussel, Inc, 2000 F.T.C. LEXIS 157, *7 (2000) (protection of up to ﬁve years
appropriate for sales business rmd marketing plans). Thus, based on the unique forward
locking nature of the subject documents, Schering respectfilly requests in camera
protection for a period of five years, with the option to move for extended in camera

protection al the end of that period i necessary 1o prolect ongoing development efforts.
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V. CONCLUSTON
For the foregoing reasons, Schering respectfilly requests that the Court grant the

moetion directing in camera treatment for the documents discussed berein.

Respectivlly submmitted,

pthr” A gSM/‘B’f,fs"

" Tohn W. Nields, Jr.
Marc G. Schildkraut
Laura 8, Shores
Charles A. Loughlin
HOWREY SIMON ARNOLD & WEITE, LLP
1259 Pennsylvania Ave., N.'W. :
Washington, D.C. 20004
(202) 783-0800

Attorneys for Respondent
Schering-Plongh Corporation

Dated: December 27, 2001



UNITED STATES OF AMERICA :
BEFORE THE FEDERAL TRADE COWVIMISSION

 In the Matter of

Schering-Flough Corporation,
' a corporation,

~ Upsher-Smith Laboratories,
A corporation,

Docket Nn. 9297
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)
and )
)
)

American Home Products Corperation,
& corporation ' )
)
DECLARATION OF JONATHAK WASSERMAN
I, Tonathen Wasserman, do sclemnly and s.in.cmly declare =s follows:

1. 1am over the age of eighteen and competent to give 1estin;_1,nuy, The
information set forth below is hased on my own personal knowledge, information andfor
belief.

2, 1 am the Senior Antitrust Coupse! for Smhering—PInugil Corporation
(“Schering™. -

1;. I make this declaration in support of Schering's motion for in camenlz
frestment nflmnﬂde:rtiai dociomente relating to products that are currently in
development by écheﬁng, affiliated joint vemores, or rts division Warrick, which have
~ been id;n;j_ﬂed as Schering exhibits SPX-23 to SPX-25, SPX-41, SPX-111, SP}{-.144.
SPX.219, SPX.221, SPX-EEIL SPX-345, SPX-345, .SPJ{-SAS, SPX-349, SPX;SSI, SPX-

. 333 to SPX-161, SPX-363, SPX-371 to SPX-375, SPX-406, SPX-408, SPX-410 10 SPX-



418, SPX-420, éffxfm_ o SPX-428, SPX-430 to SPX-433, SPX-435 to SPX-438, SPX-
4471, $PX-617, and SPX-625 to 8PX-627.

4. Eachof t‘rmsa-’dncumenis has been dcsigrlht:d “Confidential” internally within
Schering and/or has been marked “Confidential” or “Restricted Confidential™ plursuant to
. the prni;&ctivn order.

3. No abjection has ever besn made by any party to Schmng 5 deslgnatmn of
these documents as “Confidentisl” or “Rﬂsm::ted Confidential. ™

" 6. Schering seeks confidential in camera treatment for materials that reveal
sensitive and confidential information regarding Ezetimibe, a product curently under
development pursuant to ajoint venture agreement-bﬂmreen Schering and Merck & Co.,
Inz. Exhibits SPX-23 .tu SPX-25, 5PX-41, SPX-111, 5PX-144, SPX-219, SPX-221, |
SPX-231, SPX.345, SPX-346, SPX-348, SPX-349, SPX-351, SEX-353 to SPX-361,
SPX-363, SPX-371 to SFX-375, SPX-617, and 8PX-625 to SPX-627, which c:}nl:.ﬁn
detziled information sbout Ezetimibe, disclose sensitive end confidential material
enaintained by Schering |

a. For examplﬂ; Exhihit SPX-355, SPX-337, SPI‘E—?;SS, SPX-360, SPX-3461,
SPX.371, SPX-372, and SPX-375 contai assessments of the clinical end économic
feasibility of using Ezetimibe in combination with other lipid-lowering drugs or co-
administration therapy. The materials reveal Schering’s clinicat and ﬂmn'n:_nic.methods
of nﬁalyzinggmpecﬁw partnerships. Further, the documents discloss Schezing’s
clinical r:search, trial and. smd]r plans. |

b. Several exhibits ars executive summaries of Ezetimibe adwsnry hoard

mectings. (SPX-235, SP}{ 111, SPX-144, SPX-219, SPX-231, SFX §25). For example,
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Exhibit SP}{—ZSIis_ a summary of a Februasy 1997 mecting held in New York; SPX-231
summarizes a meeting condueted in Pards in May 1997, These mm:ungs were conducted
at considerabls expense tu Schering, so that Schering coutd benafit from the advies of
Iegding mcdir.:ai e:xpr,n.s as it devalnped-this new cholosterol lowering drug, The
documents reveal clinical development information, clinical best results and
recommendations, marketing plans, and elinical regulatory strategics.

e A nurnber af exhibits reveal details of the ximrcstigaﬁﬂn and negotiations
rﬁga:diﬁg potential agreements between S::hr;ring and 2 third part}r {SPX-343, SP.}{—345,
8PX-348, SPX-351, 5PX-353). For, example, SP5{-345 and SPX-346 discuss potential
torms, tationales and financiat projections for 2 proposed deal with Merck cangeming
Ezetinsibe and other produsts. Similarly, SPX-351 is a March 1998 memorandurn
revcaiing details of the Ezetimibe combination project. Speciﬁcaﬂjr, the document
containg sensitive nmahnes and estimated costs for Ezctiribe’s dwalupmenl..

d. Exhibit $PX-24 is comprised of yarious memoranda exchanged between
Schering employees in February 1999. The materials reveal sensitive pricing information
and Enropean regulatory compliance plans. The niucmﬁmts also contain confidential -
) cumbinaliﬁn and sing_l: therapy marketing suggestions and s?-ategms Fﬁrthﬁr, the exhibit
dizcloses elinical development recommendations and plans.
| e. Varlous exhibits contzin confidential Ezetimibe financial information.
(SPX-354, SEX-356, SPX-355, SPX-363). For exampls, Exkibit SPX-354 reveals
Ezetimib; monotherary and nnmbigaﬁun therapy sales and marketing costs forecasts. |

_ The forerasts project sates and marketing costs from 2001 1o 2008. In addition, the
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document reveals _Sg.ht:ring's marketing stratn;g:ias and antieipated launch date for
Ezetimibe, |

f. Exhibit Sl;}(-drl is @ raemorandum containing early ﬁﬁgﬂ plans for
Ezetinliiha.' -'I‘ht-; memorandum revesls details about the product's p‘relim[nary.
development timeline. The document also discloses potential marketing and clinical
strategies. |

7. Schering sesks confidential in camera treztroent for materizls that reveal

sensitive and confidential information regarding Enﬂlapﬁ!, a produoct currently under
developracat by Schiering. Exhibits SPX-408 to SPX-411, SPX-417, SPX434, and SPX- -
439, which contsin detailed information abou Enalapril, disclose sensitive and
confidentia] business developrent information meimained by Schering.

e. Forexampls, Exhibit SPX410 is a Jenuary 2001 draft of the Clinical
Resarch Protocol for Enatapril. Exhibit STX-408 is a January 2001 Review of
Biosquivalence Data for Enalapril. Both clinical docurnents reveal Schering’s
cﬂnﬁ:lemfa] methods for researching, tzsting and studying phmﬁcﬂ products for
clinical development. The documents also contzin sensitive clinicai strategies for gaining
regulatory approval for Enalapﬁl.' ] |

b. Exhibit SPX-417, minuies fiom a Mﬁh 2001 meeting, ma]s Schering’s
progress in daveloping Enalapril. Specifically, the document containg details of the
clinical protocol, clinical mamifacturing and material requirements, and potential material
suppliers, -

¢, Cnrrﬁspnnﬁancu hetween Sr:héring.m.d elinic employees also contains

sensitive Information regarding Schering's Fnalapril development plans. Exhibit SPX-
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409, for mmple, _;‘n!'}-feals clinical protocol a,nd biostudy detsils, Europesan regulatory-
strategies, clinical budget information and mesting s.chedﬁles.

B;. Schermg al.]sufs:cks confidential in comera treatment for materials that rl;.'\rt:al
scnsitive and confidential information regarding Buspirone, a product corrently under
development by Schering, Exbibits SEX-412 to SPX 416, SPX-418, SPX-420, $PX472
to SPX-426, SPX.428, SPX-430, SPX433, SPX-437, SPX-440, 2nd SPX-441, disclose
dstatled, confidential information maintained by Schering about the development and
. mamufacturing of Buspirone. |

_ a For example, Exhibit SPX-416 is a fuly 2001 draft of the Clinical

Research Protocol fur Buspirone, Exhibit SPX-420 is an April éﬂﬂ] Dreft Outline of
Proposed Stability Study for Buspirone. Both clinical dum rm'ﬂll Bchering’s
confidential methods for resgarching, testing and studying pharrnacentical products for
clinical develt}pmm:;t. Further, the documents contaip sensitive clinical strategies for
g:umng regulatery approval for Buspirone. _ |
b. Exhibit SPX-415 is a clinical research agresment between Shanden Clinie
Liruited (“Shandon™, This March 2001 agreement “to detetmine the relative
bioavailabilities of two formuiations of Buspirone™ reveals Sehering’s strategies and
 methods of elinical develapment. The document also contains sensitive fioding and
payment inforrmation, Finally, the agreement contains a confidentiality provision strictly |
pmhibiti._gg-dixclnmﬁ af te.rms and requiring the parties ta seek confidential treaﬁﬁani af

the termos.

c. Exhibit SEX-422, an Aprl 2001 memorandum, is representative of several

.
documents that reveal the material requirermnents for Buspirone tablete. The memorandum



.

reveals sznsitiw:; i:__]fi.;;nnatiun about the cIinic.s:ﬂ manufacturing of Buspirone, jts materia)
requirements and potential matenial suppliers. |

4 Exhibit SPX-440 cherts the stapes of the produet’s development, revealing
details about El;hzﬁng‘s elinical malﬂzm stmtr:_gias, clinical research and testing, and
¢linical mannfacturing, | | ’
| , €. Further, varigus commespondences between Schering and Shandon
employees working on the clinical development of Buspirone, such as Exhibit SPX-413,
contain sensitive information regarding Schering”s clinical dwslupmenf plans and
ﬁmelin:s, clinical strategies and payment mfnrmatmn The decumnems also reveal
Schering’s clinical regulatry strategics.

9. Exhibits SPX-408, SPX-427, SPX-431, SPX-412, SPX-435, SPX-435 and
SPX~432 contain confidential information regarding more than oue product that is
mﬂy wnder dwelm by Schering. Schering also seeks in camerg treatment for
these sensitive docaments, |

a, For example, SEX-99 is the license agreement between Scharing and B51
Ledarle, Inc. This Heensing agrecment, exsouted in June 1998, remains in effect today.
1t xets forth the dzts.il;v. of the parties’ business relationship, I":‘.I.Ell.l.limg the Toyalties due to
~ ESI for the licensed products enalapril 2nd buspirons, both of whick Schering is zctively
 developing today. | . ,
o B éPX-#ZT iz a consultamt agresment with Rt::guleu:m:j._r Resources {Group Ltd.
to file “:narktuﬁ application{s) for h@hﬂﬂ, enalapril, p:ﬁln;;ifyllin: and othez
. Products.” This agreetmes, which will ernain in effect until 2004, contafns sensitive

reputatary strategies, business and marketing methods information, The egreement zlso
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revesls sensitiva flmdmg, pricing and payment information. Finaily, the agreemens
contains a confidentality provision strictly prohubiting disclosure of terms and requiring
prrties to seek confidential treatment of deal terms.

c. Fxhihit SPX-406 is 2 facsimile that reveals Bchering ressarch l:m twWo

clirtical research organizations, The document diséius?s_Schar—ing‘s raethods and plans

- for sﬂecﬁng ﬁmspcctive clinics to perform its bicequivatence rescarch, tests and studies

“r

for product development. _

d.” Exhibit SPX-435 is a July 2001 memorandum plenning for the
introduetion of Vasomax, Buspirane and Enalapr] tablets. The document contains
clinfeat mgulé.m:y simelines and identifies Schering's clinical develophent strategies and
procedutes, |

& Exhibit SPX-429 is June end July 2001 ;urraspondcncm between Schcnng
and $handor employees working on the clinical development of several products, The
commmunications reveal clinical and bioanalytical reguistory strategies, clinical
manufactun‘ng and production information, clinical protocel strategies, and product
develapment progress. The cxhibit also contains clinical budget information.

10. Relgase of the information contained in the foregoing product development
documents will have serious and adverse competitive Impacts on Schering, The ﬂ
docwanents provide detailed information regarding Schering’s clinical development of
product:s?iiesulmr}' submisstons, research and -:lr.w:_lup:ﬁan:t gxpenses, sales fnrn;asts,
end nngcing marketing activity. -

11. The information within these product development documents is known only

1o those parties with whom commumications or agreements were made, and within



Schering, anly. by 1dp menagement and those parties working divecrly on the produsis’
deveiopraent. Pursuanttu its Eﬂ]]flduﬂtlﬂ[lty puhmﬂs Sl:hcrmg maintains strict controls
ta prevent both internat ami external dmem:natmu of confidential mfcrmannn.
Forthermore, the documents reflect Schering’s great effort and sxpense to n:s:amh,
develop, manufacture and sell phamascutioal products. The information is extremely
valugble both to Schering and competitors and could not be reprnﬁucad hy any other
;

means. Moreover, since efforts to develop Ezctimibe, enalapril and buspirone are
ongoing, disclosure of commercial information damng back as far as 1996 and 1987 could
pemmit competitors to extrepolate and make detmmnanuns nﬂncermng Sr:hmng s arrent
husiness plans and stratsgies with regard to these producta.

12. As such, the documents costain secret information that is material to
Schering businsss, competitiveness and profitability. Release of this infarmation will
cause the loss of business ad'.;anmgc and serions and mzparablc mjury to Schering.

I declare under penalty of perjury that the foregoing is true and correct.

Digted: December 26, 2001




CERTIFICATE OF SERVICE

T hereby certify thal this 27th day of December, 2001, T caused an original, one paper
copy &nd an electronic capy of the foregoing Respondent Schering-Pluugh Corporation’s l'h:i[ntinn
for In Camera Treatment of Documents Relating to Products That Are Currently in
Develapment, supporting Memorandum and Declaration to be filed with the Secretary of the

Commission, and that rwo paper copies were served by hand upon:

Honorable D. Michael Chappell
Administrative Law Judge
Federal Trade Conunission
Roon: 104

&00 Pennsylvania Avenue, N.W.
Washingten, D.C. 20580

and ane paper copy was hangd delivered upon:

Karen Bokat

Burean of Competition
Federal Trade Commission
Washingion, D.C.

601 Pennsylvania Ave, N.W.
Washington, D.C. 20580

Christopher Curran
Whute & Case LLP
601 13th 8., N.W.
Washington, D.C. 20005
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