PUBLIC VERSION

UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

It the Matter of

Scherng-Plough Corperation,
3 corporation,

ﬂpsherﬂmith Laboratories, Docket No. 9297

a corporation,
ad

American Home Pmduﬁts Corporation,
A corporation.

RESPONDENT SCHERING-PLOUGH CORPORATION'S
MOTION FOR IN CAMERA TREATMENT OF CERTAIN DOCUMENTS

Respond=nt Schering-Plough Corporation ("Schering”) respectfully requests that
the Commission enter a protective order divecting indefinite in camera tre;ahnent,
pursuant to Rule 3.45(b) of the Federal Trade Commission Rules of Practice, 16 C.F.R. §
3,45(1), of certain dociments contﬁning confidential and technical informaton produced
in this adjudicatory proceeding,

i The documents at issue are the New Drug Application ("NIDA”) for K-
Dur® {SPX.-771), and pages of a laboratory notebook issued to Mr. ﬁjchard Tiaitz end
excerpts from his deposition transcript relating to the laboratory notebook that were
attached as exhibits to Schering’s Trial Exhibits SPX-684, 685 and 691 (collectively, “the
Lab Notebook™). |

2, The K-Dur® NDA and Lab Notehook are proprietary in nature, reveating

Schering’s technical data and secret product development processes.



3. Public disclosure of such information would divilge Schering's most
sensitive and confidential information to its competitors and result in irreparable harm to
Schering.

The grounds for this motion are set forth in fill in the accompanying
memm’:mdthn of law, and the motion is supported by the declaration of James Nelson,
Staff Vice President and Assuciaté Genera! Counsel for Patents and Trademarks at
Schering. (Declaration of James Nelson is attacked as Exhibit A to the memorandum of
law). '

Bespectfully submittexd,

Ay’ & 5 jA#ﬂM/@gﬁ

John W. Nighls, Jr.

Marc (5. Schildkraut

Laura 8. Shores

Charles A. Loughiin

HOWREY SIMON ARNOILD & WHITE, LLP
1299 Pernsylvania Ave., NJW.

Washington, D.C, 20004

(202) 783-0800

Attorneys for Respondent
Schering-Plough Corporation

Dated: Decetnber 27, 2001
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MEMORANDUM OF I.AW IN SUPPORT OF
RESPONDENT SCHERING-PLOUGH CORPORATION'S
MOTION FOR IN CAMERA TREATMENT OF CERTAIN DOCUMENTS

Respondent Schermg-Plough Corperation (“Schering”) respectfulty submits this
mernerandum of law in support of its motion for an order directing in camerg {reatment,
pursuant to Rule 3.45¢(b) of the Federal Trade Commission Rules of Praciice, 16 C.F.R. §
3.45(h), of certain documents containing confidential trade secrets and tachni.ual
information praduced it this adjudicatory proceeding.

Thess dociments were designated as “Confidential” according to the provisions
of the protective order in this proceeding. Accordingly, these matcrials were provided
onty to ouiside counsel and certain individuals pursuant {o paragraph 4(a) of the |
prntectwe order. None of the parties objected to Schening’s designation of these
materiats as “Confidential ™

Moreover, these documents were initially produced during the discovery process
in the underlying patent infringement cases, Key Pharmaceuticals, Inc. v. Upsher-Smith



Laboratories, Inc., Clivil Action No. 95-6281 (D.MN.1(“Upsher Litigation) and Key
Pharmaceuticals, Tne. v. ESE-Lederle, Inc., Civil Action No. 96-CV-1219 (E.D. Pa)(“ESi
Litigation). These docurnenis were designated as “Confidential” pursuans to provisions
of the respective protective orders governing these cases, and the “Confidenfial”
dﬁiéﬂaﬁﬂn of. these protective orders afforded at least the same level of protection
provided by the protective order in this proceeding, | |

As zet forth in greater detail below, these documents are proprietary in nature,
revealing Schering’s tectnical data and secrel development processes. Public disclosure
of such information would divulge Schering's most sensitive aﬁd confidential information
to its conmpetifors and result in imreparable hamm to Schering.  Accordingly, Schering
respectfully requests that the Commission mie that these materials be used only in

camera ahd maintain themn ander seal.
L THE DOCUMENTS

A. NDA Submission
When pharmaceutical companies apply for approval of a new drug, they must
make a submission to the Food and Drug Administration {“FDA™) pursuant 1o section
505{t) of the Food, Drg and Cosmetic Act. (Declaration of James Nelson (*Nelson
Decl.) at Y 3). Tn general terms, an NDA consists of tachmical data and proprietary
information previded to the FDA by a drug mannfachirer as evidence of the
manofacturer’s new drug’s safety and éffﬁct_ivaness to obtain approval of the product

before the manufacturer can begin marketing the product. (I, at 4}

-

| Purpant to paragmaph 7 of the protective order from the Upsher Litigation ("Upsher Protective
Order™), the *Confidemtial = Subject m Protective Order” designation aliows disclosume of information so
designated to omiside comsel and other designated individuals subjact to a nondiselosure agreemsnt
pursuant to ke Upsher Praiecitve Order. Parsuant to paragraph 4 of the proteciive order from the EST
Liggation ("BES] Proteciive Order’), 1he “Confidential — Subject to Protective Order™ desipnation allows
‘disclosure of information se designated to outside counsel and other designated jndividuals,



The first of the documents in question is one such, submission by Key -
Phamaceuticals, Inc, (“Key™)? for its Potassium Chloride Sustained Release Tablets, 20
mEq product (“!:{-Dﬁra} to the FDA on March 6, 1985 (“NDA submission™).? This
submission consists of threc volumes and is a pnrtioﬁ ol'a New Drug Application
“NDA™ for “K-Dur®. |

The NI3A submission for K-Dur® at issue here included: 1) chemical forraulations
and manufacturing contrel information, whi-:;h includes evidence from dissolution studies
of stowed release of potassium chloride from K-Dur”; 2) an animal study comparing the
gastrointestinal texicity of i{—Dm@ with a marketed slow release pntassium product, a
placebo, and.an enteric coated potassium chloride, serving as a positive control, was also
inciuded in the NDA submission; 3) a bioavailability siudy using steady state potassium
batance in normal subjects with urinary excretion and potassinm recovery as the index of
biuavailﬁhility; and 4} a gastric irritation study in humans comparing K—Dur@ with licuid
potassium, microencapsulated potassinm chloride, a wax matrix product and a placebo.
These studies showed K-Dur™ as non-irritating and non-toxic to the gastrointestinal tract
with desirable absorpti Dﬂ.ﬂf potassium from the tablet. {See Volume 2 of Confideniial
Appendix to this memorandum at Tab 1, ES1 EXIT 002112-13).

The NDA submissicn for K-Dur®, like any NDA, contains trade secrets, such as
chernical formtﬂatiops and mannfacturing control information as well as information
concerning laboratory and clinical testing performed on K-Dur™. (Nelson Deﬁl. at §3).

In providing the NDA submission to the FDA, Key expressly stated that the material and
data mn;ained therein are confidential and Jegal protection as frade secrets are claimed

2 Dug to the merger of Koy and Schering through which Schering acquired rights to K-Dur® apd U8,
Paterst No, 4,862,741, the patent-in-suit of the underlying patent cases, the terms Schenne and Key are used
mterchanpeably herein.

3 The NDA Submission is Schering’s Trial Exhibit SPX-771, ESI EXH 001441-002358, & copy of
which has been provided for i comera teview a2 Exkibit 1 to the confidential appendix to this

memorandun,



~ pursuantto 18 U.S.C. §1505* and 21 U.S.C. § 331(j).* (See Volume 2 of Confidential _
Appendix fo this memorandum at Tab 1, ESI EXH 002113).

B.  The Lab Natebook

The remaining dociyments in question are pages of a laboratory notebook issued to
Mr. Richard Traitz and excerpts from his deposition transeript relating to the Iaboratory
notebook that were attached as exhibits Lo Schering’s Trial Exhibits SPX-684, 685 and
691 {coHectively referred hereinafter as “the Lab Notebook™). Schr.:ﬁng’s Trial Exhibits
SPX-684, 935 and 691 were sabmilted in the underlying Upsher and ESI Litigations.¢

Mr. Traitz was a bench chemist ai Key. Traitz Tr., pp. 14-15.7 Generaily, various
types of analytical tests conducted hy Key .in its drug development efforts are recorded in
iab notebooks. Fd. at p. 16, These tests include friability, potency, methods comparison,
and drug formuiaticns. 7d. at pp. 16-20. The Lah Notehook contains techrical
mformation that pertains to dissﬁluﬁnn lesis performed on various lots of rial potassium
chioride mﬁlatﬂ forroulatedd hy.Key during the development of Key’s sustained release
petassium chloride “K;Dur” tablets. fd. at pp. 36-38.

Each page of the Lab Notebook details a different dissolution iest of a particular

lot of trial potassium chloride tablets. Jd. at pp. 45-46. The figures and tables of each

4 1811,5.C §1905 prohibits the disclosure of “trade secrets, processes, operations™ submiticd to an
officer or employee of the Unijtcd Siates in the course of his official duty by reeson of examination,

% 21 U5.C. §331(f) prohibits the disclosurs of “any methods or process which as a trade secret is entitled
to profection.™

¢ SPX 624 incindes an excerpt of the Lab Notebook, USL PLD 005002005011 {attached as Exhibit 2 to
the Confidential Appendix 1w this memorandom) and excerpts of Richard Trairz's October 23, 1996
depnsition tansenpt, USL PLD 00543 6-005446 {atached as Exhihit 3 tn the Confidentizi Appendix to this
megiorandum). Additional excerprs from Mr. Treitz's Lab Notebook and deposition are inlcuded o SPX-
63 (anached as Exhibits 4 and 5 to the Comfidential Appendie to this roecooradoum). Finafly, the Lab
Notehiook m its entirety was Exhibit L to SPX-691 {attached as Exhibit 8 to the Confidential Appendix to
this memprandum).

T M Tritz's depositinn was taken v October 17, 1996 in the ESI Litigation (“Traitz Tr™), relevant
pages of which are aftached as Exhibit 7 to the Confidential Appendix to this oomoraxdum. This
deposition was designated as “cenfidential” in accordance with the pretective order in the ESI Ltipation.
Traite Tr., p. 17.



dissolution test indicate the chemical composition of a particular lot of potassium
chloride tablets tested, the dissolution testing procedures wiilized, and observations and
 assessmments of the test rcsult_s recorded by the particular technician who performed the
dissolntion test, Fd. at pp. 48-55,

In addition to presenting the results of the various dissclution tests condueted by
Schering tn deveioping its sustained release potassium chloride tablets, the Lab Notehook
discloses technical variables involved in Schering's product development process. fd. at
PP. 8], 91-93 (research and development data and proprietary testing methods), at p. 136
{clinical refease data). Thus, the compilations of the various technical data and test
results deseribed in the Lab Notebook reveal trade secrets relating nut'mﬂ.y the
formulation ang testing protocols used in the development of the particular drug gt issue
(in this case, Khl_}u:@}, but also to the general processes thal Schening utilizes in

developing and testing new dr:g formulations. Nels.un Decl.,§ 6.

0 ARGUMENT |
Pwnant to Ruile 3.45(h), a party may obtain ir camera treatment for matenals

offered inte evidence if their public disclosure “will likely result in a clearly defined,
serious injury to the . . . corporation requesting in camera treatment.” 16 C.F.R. &
3.45(b). Demonstrating “serions injury” requires the moving party to establish that the
docements are both secret and material to the movant’s business. See Bristol-Myers Co.,
Q0 R T.LC. 455 {1977); General Fﬂﬂis Corp., 95 F.T.C. 352 (1980); se¢ also Hoechst
Marion Russel Fuc., Eﬁﬂﬂ E.T.C. LEXIS 138 (2000}, The Commission has articulated
six factors that are relevant to a determination of secrecy and materiatity: (1) the extent
to-which the information is knum_omideruf the movant’s business; (2} the exient to
which it.is known by employees and others involved in the business; (3) the extent of
measures taken to guard the secrecy of the information; (4} the value of the information

to the movant and competitors; {5) the amount of effort or money expended in developing

3



the information; (6) the ease or difficulty with which the information could be properly
acquired or duplicated by others. See Bristol-Myers, 90 F.T.C. at 456, Hoechwr,.zﬂﬂ{}
F.T.C. LEXIS at *6. Furiher, “[t]he likely loss of business advantages is a good example
of a *clearly defined, serious injury.”™ Heechsr, 2000 F.T.C. LEX1S at *6 (ciling General
Foods, 95 F.T.C. at 355). With respect to “trade secret” information such as secret
formuias, research or processes, “motions to place dncumﬁts of this nanire “in camera'
should be sympatheticalty considered” and “injury snfficient to establish ‘good canse’ for
sealing the dosuments can be inferred from the nature of the ‘trade secret’ wself™ H. P,
Hood & Sons, Inc., 58 F.T.C. 1184, 1189 (1661).

-Mnri:uver, once 1 determination has been made that the information in question
shoutd be afforded in camera treatment, a determination must also be mades of the
duration for which the informalion will be held in camera. 16 CF.R. § 3.45(b). Trade
secrets are routinely afforded indefinite in camera protection. See, e.g., Hood, 58 F.T.C.
at 1188,

A, The NDA Submission And The Lab Notebook Arc
Secret And Material

Pursuant to 21 C.F.R. 20,61, “[d]ata and information submitted or divulped to the
Food and Dmg Administration which fall within the definitions of a trade secrct or
confidential information are not available for public disclosure.” 21 C.F.R. § 20.61(c). A
“trade sceret” is defined as “any comumercially valuable plan, formula, process, or device
that is used for making, preparing, compounding, or processing of trade c:anunodities and
that can be said fo be the end product of cither innovation or substantial effort.”
21 CER. §20.61(2). Additionally, FDA expressly exempts from public disclosure
information regarding the manifactaring methods or processes, including quality contrel



pTﬁnadurﬂs, and other quantitative or semi-quantitalive formulas of the drug even alter
the NDA has been approved 8 21 C.F.R. §314.430(g).

| Ag stated previously, the data and .infnnnation contained in the NDA submission
reveat trade secrets relating to chernical formulations aﬁd manufzchuring coniral
information as well as information concerning Iaboratary and elinical testing performed
onK-Dur®. (Nelson Decl., ¥ 5). As such, the NDA submission clearly fits the definition
of a “trade secret™ as defined by the FDA and is therefore exempt from public disclosure
even when, as in the present case with K-Dur®, FDA has approved the marketing of the
product. The NDA submission also clearly fits into the deﬁn-itiﬁn of a “trade secrets” as
defined in Hood, Sea Hood, 58 F.T.C. at 1188 (defining “trade secret” as “secret
formnias, research or processes,” the disclosure of which “will aimest invariably result in
injury...")

Similarly, the data and information cotntained in the Lab Notebook clearly fit the
definition of “trade secrets” as defined in Hood. Like the NDA subrnission for K-Dur®,
the Lab Notehook contains chemical formulations and information concerning laboratory
and clinical testing performed Schering in the development of K-Dur™. (Nelson Decl,,
$ 6). As set forth in Hood, invariable injury as a resull of disclosure of such proprietary
information can be easily inferred from the nature of the “trade secret” itsetf. 58 F.T.C.
1189, |

Due to the proprietary and sensitive nature of the information contained in the
NDA submission and the Lab Notebook, disclosure of any type has been extremely
limited. Schering generally talkes extensive measures to protect the canfidentiality of all

aspeets of its product developmenl process. {Nelson Decl.,, 7). This information is not

8 Piurmuant to 21 CF.R. §314.430(€), portions of the data and information contatned in the NDA become
public after the FIDA sends an approval letter to the applicant. The portions of the WDA that are publicly
availabie upon approval of the drag includs the zafety and effectiveness of the drug, a Summmry Basis of
Approvai document, and any adverss reaction reports. 21 CER. §314.430()2) provides a complets Hist of
the data and information available for public discloswre upon approval of an asplication. Some of the data
and infarmmtion listed in §314.430(¢)(2} are included in the “label™ provided with the sale of the product.

7



yoluntarily revealed to any third party, nor is it available to the public. fid. Mercover, all
parlies tnvolved in (his proceeding and the parties involved in the underlying Upsher
Litigation and the ESI Litigation have maintained the confidentialily of the NDA
submission and the Lab Notebook pursuant to the protective orders entered in those
CAsEs. -

The information contained in the NDA subnﬂssi;on and the Lab Notebook are
clearly s:ecrel and material to the production of K—Dur@.and the disclosure of which will
lead to great detriment and corpetitive disadvantage 1o Schering. (V. elson Decl.,  8).
Thus, the NDA submission and the Lab Notebook certainly qualify as secret and material
a.cmrd.ing to the Rristol-Myers criteria such that in camera ireatrnent of these materials is
reguired to pi‘evem “gerious competitive injury” to Schering.

B. Passage Of Time Will Not Diminish Injury Resulting
From Disclosure

Unlike ardinary business records, the K-Dur® NDA submission and the K-Dur®
l.abnfatnry Notehook at issue here arc extremely sensitive and proprietary in nature,
revealing confidential and technical ﬂzf‘nnnatian uti]i?bd by Schering in developing its
sustained release potassium chloride tablet, (Nelson Decl., §9). Because the documents
reveal trade secrets that extend beyond the particular product at 1ssue, the need to
maintan the confidentialicy of these doctments does not diséipate with the approval of
the ND'A, the marketing of the product, or even the expiration of the patent on the subject
product. ({d. at T 10).

Moreover, the compilations of the vanious technical data and test results described
i the Lab Notcbook reveal trads secrets relating not only the formulation and testing
protecoels nsed in the development of the particular drag at 1ssue (in this case, K-Dur®),
but _a]sn to the general processes thai Schering vtilizes in developing and testing new drug
formulations. (7d. at Y 6). Maintaining the competitive sensitivity and the proprietary
vatue of such infunna‘n'.un is materia! to Schering’s success in iis Fature drug development

8



efforts. {/d.at ¥ 8). The disclosure of such information conld allow competitors 1o
reconstruet Schering’s product development process at great detriment to Schering. (7d.).

Technical information involvin g secret formulas, research and developmeant
pPIoCesses, stich as those containad in the NDA submission and the Lab Notebaok are
routinely granted permanent i camera treatment in an F.T.C. adjudicatory proceeding
due to the clear and on-going threat of competitive injury that would result from their
distlosure to competitors. See, e.g., Hood, at 1128; Heechst, 2000 FTC LEXIS 151, ".’ﬁ
{“Cxamples of docimnents meriting indefinite in camera treatment are trade secrels, such
as secret formulas, processes, and other secret information™); Kaiser Aluminum &
Chemical Cﬁqi, 19’??”1?.T.C, Lexis 1, 10-11 (1977 )(holding that specifications of
production process are secret and material and should therefore be affn-rdﬂdr in camera
treatment permanently.)

Thie competitive sensitivity and the pro]ﬁrietary value of the information reiating
io Schering’s fiture drug developments cfforis contained in the NDA submission and the
Lab Notebook will not diminish, and may zetuzlly increase, with the passage of ime.
See, Coca-Cola Co., 1990 FTC LEXIS 364 (1990} preferring indefinite in camera
treatment of certain types of documents for which threat of injury from disclosure in on-
going, over “becoming embroiled in future disputes” reganding continuation of such
treatment.) Thus, as the mn‘qmtiﬁva injury resulting from the disclosuore of the
confidential information contatined in the WIkA submission and the Lab Notebook ﬁrill
not be staled by the passage of time, indefinite i# camera treatrment of these materiale is

required fo prevent “senious competitive injury’” to Schering.



1. CONCLUSION |
For the foregoing reasons, Schering respectfully requests thai the Court grants the
motion directing in camera treaiment of the NDA submission and the Lab Nétebook
discussed herein.

Respectfully submitted,

| .d/wm Sﬁkﬂ—d{/@f

John W. Nieids, Jr.
Mate G, Schildkrant
Laura S. Shores
{Charles A. Loughlin _
HOWREY SIMOM ARNOLD & WHITE, LLP
1298 Bennsylvania Ave., MW,
Washington, D.C. 20004
© (202) 733-0800

Attorneys for Respondent
Schering-Plough Corporation

Dated;: December 27, 2001
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DECLARATION OF JAMES NELSON

I, James Nelson, do solemnly and sincerely declare as fﬂllﬂws:

1. T am over the age of eighteen and competent to give testitnony, The
information set forth below is based on my own persoral knowledge.

2. 1 am Staff Vice President and Associate General Counsel for Patents and
Trademarks for Schering-Plough Corporation (“Schering”™).

-- 3. When pharmaceuntical companies ﬁppl}r f;:ur approval of a new drug, they
must make a subrnissicn to the Food and Drug Administration {'FDA™) pursnant to
section 305(b) of the Food, Drug and Cosmetic Act ("NDA submission™).

4., In general terms, an NDA submission consists of techrnical data aﬁd
pmpne&ty information provided to the FDA by the drug nrlmufacturcr 25 evidenee of
safety and effectiveness tﬁ the manafacturer’s new product in order to obtain apprﬁval to

market the product.



5. TheNDA submission for K-Dur® at issue here, like any NDA, contains
trade secrels, such as chemical formulations and manufaciuring control information as
well as information concerning laboratory and clinical testing performed on K-Dur®.

6. Similarly, the compitations of the varions technical data and test results
deseribed in laboratary notehooks reveal trade secrets relating not only the formulation
and testing protocols used in the development of the particular druyg at issue {in this case,
. K-Dur®), but also to the general processes that Schering utilizes in developing and testing
new drug formulations. ' .

7. Sch.eﬁn g generally takes extensive measures to protect the confidentiality
of all aspecte of its product development process. This information iz not voluntarily
revealed to any third patty, nor is it available to the public.

8. Maintaining the confidentiality and proprietary value of snch fnformation
is ﬁﬁcﬂ to Schering’s success in its futire drug develﬁpﬁ]ent efforts. A competitor with
acvess to such information could reconstruct Schering’s product development process at
great detriment and competitive disadvantage to Sc}tleringi |

9. Unlike ordinary business records, the K-Dur NDA Submisgion and the K-
Dwur laboratory notebook a:r.a; extremely sensitive and propriefary in nafure, revealing
confidential and techmeal information utilized by Schering in developing its sustained

release potassium chlovide tablet.



CERTIFICATE OF SERVICE

I hereby certify that this 27th day of December, 2001, I caused an original, one
paper copy and an electronic copy of the foregoing Respondent Schering-Plough
Corporztion’s Motion for fn Comera Treatment of Certain Documents, supporting
Memorandurm and Declaration to be filed with the Secretary of the Commission, and that

two paper copies were served by hand upon:

Henorable D. Michael Chappell
Administrative Law Judge
Federa} Trade Cornmisgsion
Foom 104

GO0 Pennsylvarna Avenue, N.W.
Washington, D.C. 20580

and one paper copy was hand deliversd upon:

Karen Bokat

Burean of Competition
Federal Trade Commission
Washington, 1J.C.

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

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

G774

# Suzarifiah P. Land
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