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NON-PARTY ANDRX CORPORATION'S
SUFFLEMENTAL APPLICATION FOR IN CAMERA PROTECTION OF
CERTAIN OF 1'1'S CONFIDENTIAL MATERIALS

Non-Party Andrx Corporation {Andrx) submits this supplemental memorandum
pursnant to Section 3.45 of the Comtnission’s Rules of Practice, 16 C.F.R. § 3.45, in further

support of its prior application for in camera treatment of certam of its confidential materials.

ARGUMENT

On December 27, 2001, Andrx filed its Application for ir carnera treatment of an
Andrx document that Complaint Counsel had identified as a potential exhibit during the
hearing on this matter. As set forth in that application, because Andex Jdid nol receive nolice
from respondents S.che:ring and Upsher-Smith conceming the Andrx documenis they intend
to uge at the hearing until December 26, Andrx was unable to address those documents in the
Drecermber 27 application. Andrx has reviewed the documents identified by respendents and
now requests in camera treatment for most of them, A complete list of the documents for
which Andrx is seeking i camera protection 1% atiached herelo as Appendix A.

The documents for which Andrx requests in camera treattnent fall into two basic

categories: doeluments containing proprietary sales and marketing information concerring



Andrx’s proposed generic potassivm chloride supplement, and communications with
rchﬂﬁMry bodies concerning Andrx's ANDA. The first category includes documents that
coentain sales forecasts, projections, assumptions, and prejected requirements for a product
that has not vet been approved by the FDA or brought to market. As set forth in more detail
in Andrx’s December 27, 2001 application, if such mformation were to become public,
Andrx would auffer significant competitive injury, vet no public interest would be served. In
addition to the document specifically addressed in Andrx’s original application {ANDX-5P
001158), Andrx now seeks in camora tresgtment for two more documents in this category,
designated as ANDX-SP 001156-001160 and ANDX-SP 001161, For all of the reasons et
forth in Andrx’s Decemiber 27 application, thesc documents should also be granted i camera
treatment without a definite expiration date.

The second category of documents for which Andrax now seeks in camera treatment
consists of nonpublic correspondence, primarily between Andrx and FDA, concerning
Andrx’s generic potassium chloride product. FDA has not yel finally approved Andmc’s
ANDA, Ascxplained below (and in the accompanying declaration of Andrx’s Litigation
Counsel, Herschel E. Sparks, Jr., dated January 3, 2002 (the “Sparks Declaration™ or *Sparks
Decl™), information about a pending, unapproved ANDA is among the most competitively
gensitive in the generic pharmacentical industry.

Recagnizing the confidentiality of such information (including the communications at
issue now}, FDA itaclf has prommleated regulations prohibiting public disclosure of nearly 4ll
infnrmatiﬁn. concerming a pending ANDA. 21 CFR. §314.430 (prohibiting public
disclosure concerning pending ANDAs). A copy of the relevant provisions 1s attached hereto

as Appendix B. Under those regulehions, FDA may not even publicly discloss the existence



ol an ANDA before a leller is senl to the applicant stuling that the application is
“spprovable”, 21 C.F.R. § 314.430(b). Thereafier, except for providing a “summary” of
“selected portions of the safety and effectiveness data . . . appropriate for public
consideration of a specific 1ssue™, FRXA will disclose “ro data or information™ in an ANDA
unlil the applican receives final approval. 21 CF.R, § 314.430(c) & (d)} (emphasis added).
Communications between FDA and the applicant (such as those that FDDA seeks to file here), |
are available for public disclosure only “Ja)fier FDA sends an approval letter to the
applicant”. 21 C.F.R. § 314.430(e)(7).

In accordance with its regulations, FDA routingly denies FOLA requests for
information about unapproved ANDAs and other drug product applications, and, when they
have addressed the matter, the courts have directed FDA 1o prodoce that information
pursuant to a protective order or under seal.' Indeed, uptil an ANDA is finally approved, the
only publicly available information about an ANDA is the date on which it receives so-called
“rentative approval”, FDA posts tentative approval information for pending ANDASs on its
website, hitp:/fwww fila gov/eder/approvalf index htm. FDA regulations themselves, 21
C.F.R § 20,01, define “privileged or confidential” “commercial or financial information™ as
“valugble data or infonmation which is used in one’s business and is of a type customarily

held in strict confidence or regarded as privileged and not disclosed to any member of the

' E.g., Genentech, Inc. v. Bowen, 1987 WL 10500 *1-2 (D.D.C. Aprit 21, 1987) {in action
concerning New Drug Applications, FDA filed administrative record under seel and
supparted motion for protective order designating as confidential all non-public mformmation
under 21 CF.R. §§ 20,61 or 314.430); Del Laboratories, Inc. v. United States, 86 FR.D.
676, 677 1.1 (D.D.C. 19890) (administrative record filed under seal to protect trade secret);
see also Seronc Labs. v. Shalale, 35 F. Bupp.2d 1 (D.D.C. 1999) {FDA did not deny
obligation o protect trade secrets in documents; agency ordered to purge all trade secrets
before submitting administrative record).



public by the pcrson to whom it belongs™. That preciscly describes the docoments at issue
here.

Asg the accompanying Sparks Declaration makes clear, the public disclosuze of the
documents at issue here wonld canse Andrx serious competitive and business harm. Az the
regulatory prohibitions on disclosure confitm, every aspect of a pending ANDA, (save its
“tentative approval” status) is extraordinarily sensitive information for a manufacturer such
as Andrx.

In submitting this appheation, Andex is mindfal of the importance of public access lo
judicial proceedings. Nixon v. Warner Communications, 435 US. 589 {1978). Accessto
judicial records is not an all or nothing proposition, however, Beocause courf records may
“become a vehicle for improper purposes™, “the ripht to inspect and copy Judicial records is
not absoluie.” Jd. at 598 (denying application to unseal recordings). Thus, as the Supreme
Court noted in Nixon, every court retzuns the power to control access to its files. J4 Here,
Andrx’s need te maintain the confidentiality of its pending ANDA substantially outweighs
any legitimate public interest in the specific infermation at Issug,

First, in light of FD A’ regulations, the general presumption of public access to
judicial records does not apply to information about a pending ANDA.

Second, the concern here is not simply disclosure of information to the general public
(although FDA regnlations clearly prohibit that 1o0) but disclosure of critical business
information about Andrx and its product that could be used by competitors to attempt to
undermine Andrx’s competitive position. Sparks Decl. 7 5-7. The threat of harm by
competitors to a legitimate business Inierest is a compelling reason to limit public access.

See Public Citizen Health Research Group, 185 F.3d at 305-06 (holding that FDA properly



denied FOTA request for abandoned drug applications where disclesure would result in
competitive harm to originator of application) (citing Webb v, FHS, 696 F.2d4 101, 103 ({D.C.
Clir. 1982) {recognizing comnpetitive harm that may result frorn public disclosure of New
Drug Applications)). That FDA treats such information as non-public under 21 CF.R.
§ 314,430 furiher underscores the inherently confidential nature of any information
concerning a pending ANDA,

As explained in the Sparks Declaration, ANDAs generally contain detailed scientific,
marufachuring, and marketing information abaut the preposed drug product. Sparks Deel.
1 5. Such information is ¢learly protected as trade secrets. More importantly, however, the
mere fact of communications, including their dates, between FDA and Andrx is itself
competitively sensitive information, Sparks Decl, §7. To other ANDA holders and drug
manufacturers, such communications may reveal not only the approval status of an ANDA
but the likelihood of approval and how close the ANDA is to oblaining that approval. fd.
Armed with such information, other manufacturers have used and will use “citizen’s
petitions™ and other regulatory and jrdicial devices to atiempt to delay approval of Andrx’s
ANDA and position their own ANDASs for faster approval — even though the dealings
between such manufacturers and FDA will remain non-public and beyond Andre’s reach,
placing Andrx at a severe competitive disadvantage. fd.

The need for public access varies greatly depending on the specific documents at
izsue and their role in the case. LS v, Amodes, 71 F.3d 1044, 1048-49 {2d Cir. 1595),
Although respondents mitend to rely on non-public documents concerning Andrx’s ANDA in
their filings, they have not indicated that gueblic disclosure of the documani; 15 somehow

necessary to the argumnents they intend to present (as, for example, where a party desires to
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show a confidential docoment to a non-party witngss or expert). Nor is this a case in which
the public has an independent interest in the contents of the documients. {By definition,
because Andrk’s ANDA 18 not yel approved, the documents cannot and do not speak to any
public safety concems aboul a currently Taarketed producl.) And since information about a
pending ANDA 15 non-public under FDA regulations, guarded from disclosure under FOIA,
and generally sibject 10 protective orders limiting public aceess in other cases, the documents
are not among those *traditionally” made public in any event. Amodeo, 71 F.3d at 1050
Thus, onr balance, the need to protect the confidential nature of Andrx’s pending ANDA
substantially oubtweighs the public interest in such documents in the context of this caze. fd.
et 1044-47.

The documents identified by respondents alco include one letter from Andrx to the
United States Pharmacopeial Convention, Inc. (“USP”), which has been designated ANDX-
SP 005348, That letter is entitled to the same proteclion as the correspondence with FDA
discussed above, As set forth in the Sparks Declaration, correspondence with the USP is not
made public. Sparks Decl. 1 8. In fact, even when the USP publishes material in the 7.5,
Pharmacopeia based on submissions from manufacturers such as Andrx, it does not identify
wie made the submission. Id,

Andrx simply secks to keep confidential the very records and information that already
are deemed non-public vnder the regulations and practice of the FDA and USP. Therefore,
Andrx respectlully requests in camera protection for the correspondence identified n
Appendix A. The confidential nature of this information will not decrease at least nntil
Andrx obtains final FDA approval, Because Andrx cantiol now predict when that will oceur,

it respectfully tequests thal indefimite in camera prolection be granied 1o these documents.

.



CONCLUSION

Faor the foregoing reasons, Andrx respectfully requests that this Court determine that
the documents identified in Appendix A properly contain nonpublic information under 16
C.F.R. § 4,13(2)(2) and are entitled to in camera protection pursuant to 16 CFR. § 345, In
addition, in the event that the Commission intends to disclose in camera Andrx information
i1 a final decision, Andrx respectfully reguests that the Commission notify both Andrx
outside counsel, quili A, Undcrweod of Solomon, Zauderer, Ellenhorn, Frischer & Sharp, 43
Rackefeller Plaza, New York, New York, 10111, telephone: 212-956-3700, facsimile 212-
056-4008, and Andrx in-house counscl Herschel E. Sparks, Jr., 4955 Orange Drive, Davic,

Florida 33314, telephone 954-585-1709, facsimile 954-581-8730.

Duted: New York, New York
January 3, 2002
Respectfully Submitted,

SOLOMON, ZAUUDERER, ELLENHORN,
FRISCHER. & SHARP

vy Colon, (L Undopurord. g2

Colin A. Underwooed
Michael B. Smith
45 Rockefeller Plaza
New York, New York 10111
(212) 956-3700

Counse] for Non-Parly Andrx Corporation




APPENDIX B

FAACFR § 314430

CODE OF FEDERAL REGULATIONS
TITLE 21—FOOD AND BRUGS
CHAPTER |-FOUD AND DRUG
ADMINISTRATION, DEFARTMENT OF
HEALTH AND HUMAN
SERVICES
SUBCITAPTER D--DRUGS FOR HUMAN USE
FART 314- AFPLICATIONS FOR FDA
APPROVAL TO MARKET A NEW DRUG
SUBPART G_MISCELLANEOUS
FRO¥ISIONE
Current through Decemnber 4, 2001; 65 FR 63003

§ 314430 Availability for public disclosure of dats
pnd imformation it an application or abbegviated

applicadon.

{a) The Food and Drupg Adminismation will
determine the public evailebility of mmy part of an
application or abbreviated application under this
section apd part 20 of this chapter. Tor porposee of
this ssctom, the application or abbreviated
application includes all data and informatien
submitted with or incorporated by referente in the
application or abbreviaied application, including
investipational new dnig applications, drug master
files under § 314,420, supplemients submitted nnder
§ 31470 or § 31497, repons under § 314 8D ar §
414 98, and other submissions. For purposes of this
section, safery and effectiveness dats inchude all
siudies and tests of o drug on aninels and homans
and all stedies and tests of the dog for identity,
stzbility, purity, potency, and biocavailability.

(b) FDA will noi publicly disclose the exisience of
an application or abbrevisted apphication beforc an
approvable lefer is sent to the applicant under §
314110, unless the axistence of the application or
abbreviated application has been previously publicly
dizcloged or acknowledged  The Center for Dmg
Fvaluztion and Research will maintain and make
available for public disclosure a list of applications or
abbrevieted applications for which the agency has
sent an approvable letter to the applicant.

{c} If the existence of 2b unapproved application or
ahbreviated application has ool been  publicly
dizchosed or acknewledged, no datz or information in
the spplication or abbreviated spplication 15 avajlable
for public dizclosure.

(d)(1] If the existence of an apphestion ar
ahbrevizted application has been publicly disclosed
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or ackmowledged before the agency sends an
gpproval letter to the applieant, no dala or
mfoamation  contained  in the  application  or
gbhreviated application iz awailable far pablic
disclosure before the agency sends an approval letter,
but the Commiscioner may, in his or her discretien,
disclose 8 sunmary of selected portions of the safziy
nd effecliveness dota thai are appropriate for public
conzideration of & specific pending jssus;  fur
example, for consideration of an open session of an
FDA advisory committee.

{2} Notwithstanding paragraph {d}{1) of this section,

FDA will make available to the public upon request
the information in the investigational tew droug
gpplication that was required to be tiled in Docket
Kumber 935-0158 in the BDockets Managarent
Branch (HFA-305), Food and Drug Administeation,
12420 Patklawa Dr., rm 1-23, Roackville, MD 203857,
for imvestigations involving an  exception from
informed consent vnder § 5024 of this chapter,
Perzons wishing t0 roquest this information shall
sabmit 2 request under the Freedom of Information
Act.

{e) After FDA sends an approval letter to the
applicant, the following data and information in the
application  or  abhbreviated  application  are
tmrnedistely available for public disclasure, unless
the applicant shows that extranrdimary circumstances
exist. A 1%t of approved applications and ablireviated
applications, entifled "Approved Dmg Froducts with
Therapentic Equivalence Evaluations,” is available
from the Government Pnuting Office, Washingtan,
DC 20402, This list is updated monthly,

(1) {Reserved)

(2) If the application applies to a new drag, all safety

and effcetiveness data previously disclozed to the
pahlic as set forth in & 20081 and 5 summary or
summaries of the salely and effectivensss darn and
informaton subrnitted with or incorporated by
reference in the application. The swramaries do not
comvlitnte the [ull repors of investigutions woder
section S05{L)(1) of the act {21 ULE.C. 355(B){ 1% on
which the safety or effectivensss of the drug may be
approved. The summarics consist of the following:

{i) Fot an application spproved before July 1, 1975,
mierna!l spency tecords that desedibe safety and
effectivencss data and informetion, for example, a
surzmery of the basis for epprovel or internal reviews
of the data and information, afler deleton of the
followmg:

Copr. © West 2002 No Claim to Orig. U.S. Govt. Works
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21 CIH, § 314.430

(a) Names and any informetion that would identify
patients of test subjects or investigaiors.

(b)Y Any icappropriate graldilous  conUments
unnecessary to an objective anslysis of the data and
information. )

(i) For an application approved on or after July 1,
1975, a Summary Basis of Appraval (SBA)
ducunient that containg & summeary of the salety and
effectivencss data and information evalusted by FDA
during the drug approval proeese, The SBA is
prepared in one of the following ways:

{a} Before approval of the application, the applicant
may prepare a draft SBA which the Center for Drg
Evaluption and Reaesrch will review and may revise.
The drzft may be submitbed with the application or az
an amendment.

{t) The Ceatrr for Divg Evaluation and Research
miay prepars The SBA.

{1} A protacol for & teat or study, unless it is ehown
to fall within the cxemption establizhed for trade
secrets and confidential evmmerciz] information in §
2061

{4) Adverse reaction rei::m‘ta, product experiencs
teports, consurnet complaints, and other similar data
and information after deletion of the following;

{{) Warncs and any infonuation that would identify
the pewon using the product.

{i)) Names znd any information that wonld identify
any third party mvolved with the repor, such as a
physician or hospital or other institution.

{53 A list of all active ingredients and any inactive
ingredients previously dischosed to the public as st
forthin § 20.81.

{6) An #ssay method or other analytical mwethod,
unless it serves oo regulatory or compliance purpose
and iy shown to fall within the exernption established
¢ tade scorets and confidential  gommercial
information in § 20.61.

{7) All correspondence and written sunmanies of
cral discussions between FDA and the applicant
relating to the application, under the provisions of
Part 2.

Page 2

() all safery and effectiveness data and imformation
which have been submined in an application and
which have nm previously been disclosed to the
public are available 1o the public, upon request, at the
time any one of the following events ccours woless
extraordinary cirowns@Nces are showi

{1) No waork is being o1 will be undertaken to bave
the application approved.

{2) A final determinaticn is made that the apphieation
is not approvable and all legal appeals have been
exhaustad

3] Approval of the application iz withdrawn and ali
Iozal appeals have been exhausted.

{4} A fual determination bas besn made that the
drug is nota now dmg,

{5} For applications subtmitted under section 505(b)
af the act, the effective date of the approval of the
first shbreviated application submitted nnder section
505(j} of the act which refers to such drug, or the date
on which the apptoval of an ahbreviated application
under seetion 305() of the act which refers to such
drug could be made effective if such gn abbreviated
application had been submited,

{6) For abbrevialed applications submitted under
seclion SO5(0) of the act, wheo FDA sends an
approval letier te the applicant,

(g} The following data and informstion o an
applicaion et abbreviated gpplicabon are not
available for public disclasure vnless they have been
previously disclosed to the public as sel forth in §
2081 of this chapter or they relate to & prodoct or
ingredient that has heen abandoned and they do net
tepresent o rade secret o confidentiz] commercial ar
financial information under § 20,61 of this chaptet:

{1} Mamufacturing methods or processes, including
quality control procedures,

{2} Production, sales distribution, and similzr data
and information, except that any compilation of that
data snd information apgrepated and prepared in a
way (hat does not reveal data or information which is
not availeble for public disclosure under this
provisian is available for public disclosure.

(3) (uantitative or sermiquantitative formmulas,

(h) The compilations of information specified in §

Copz. @ West 2002 No Claim ta Orig. U.S, Govt. Works
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Z1CEE. § 314430 Fage 3

200117 are available for public disclosure.

S0 FE 21238, May 23, 1935; 50 FR 23798, June 6,
1985; 33 FR 11580, March 29, 1990; 57 FR 17995,
April 28, 1992; 61 FR 51530, Oct 2, 1986; 53 FR
26698, May 13, 1998; 63 FR 48576, Scpt. 11, 1958;
64 FR 402, Jan. 5, 1959; 64 FR 26057, May 17,
1999; 66 FR 1832, Jan, 10, 2001]

~Generz] Matedals (GM} - Referencas, Anbotations,
or Tables>

ATCF R § 314430

X CFR & 314.430

END OF DOCUMENT
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UNITED STATES OF AMERICA
BEFORE THE FEDERAL TRADE COMMISSION
In the Matter of
SCI[ERING-ILOUGH CORPORATION,
UPSIIER-SMITH LABORATORIES,
and
AMERICAN ITOME PRODUCTS CORPORATION,

Docket No. 9297

DECLARATION OF HERSCHEL E. 5IPARKS, JRR. IN SUPIMORT
OF NON-PARTY ANDRX CORFORATION®S
APPLICATION FOR IN CAMERA PROTECTION OF
CERTAIN OF ITS CONFIDENTIAL MATERIALS

HERSCHEL E. SPARKS, JR., purrsuant to 28 U.8.C. § 1746, declares as follows:

1. I am Litigation Counsel to Non-Party Andrx Corporation.

2. I submit this declaration in support of Andrx’s application for in camera
protecticn of its confidential documents reflecting communicalions with regulatory
bodies concermng Andrx’s proposed genenc potassium chloride product that have been
identified by respondents as material that they expect to use as exhibils al the hearing of
this matter.

3, FDA treals a1l information about a pending ANDA as confidential and is
prohibited by its regulations (including 21 C.F.R. § 314.430) from publicly disclosing
information about an ANDA before 1t is finally appreved. The prohibition includes both
the ANDA itself {(except for a summary of certain safety and efficacy information), any
submissions by the applicant in connection with the ANDA, and any communications

from FDA conceming the ANDA, Andrx has been advised repeatedly by FDA that,



unless the information has otherwise been made public, FDA will notl even produce
copies of documents concerning an ANDA in response to a request under the Freedom of
Information Act. Andrx relies on FDA's confidentiality regulations and procedurcs in
communicating with FDA concerning its ANDAs.

4, To my knowledge, vntil an ANDA is given final approval, the only
information sbout an ANDA that FDXA makes public is whether the application has besn
“tentattvely approved”, Bven then, FDA only reveals the name of the applicani whose
ANDA is teniatively approved, the product for which the ANDA seek approval, and the
date of the tenlative appreval. FDA posts (his inforrmation on its web-site

(hitp:/iwww.fda.gov/cder/approval/index.him). However, witil the ANDA receives final

approval, all communications between the applicant and the agency are deemed
confidential.

5. Andrx also maintains all of its communications with FDA about its
pending ANDAs in siricl confidence due to their competitively sensitive nature, Such
communications reveal detailed mformation about the safety, efficacy, chemicai
formulation, and/or manufacturing process for the proposed generic product. Moreover,
the mere fact that an applicant and DA are commmunicating about a pending ANDA is
itzelf competitively sensitive becausc those communications reveal the approval status of
an AWNDA and, to those within the industry, may also reveal whether the ANDA isoris
not likely to gain approval and how close the ANDA is to obtaining approval. Even the
dates of commumications with FDA are typically kept confidential.

6. The information conveyed in and by communications between an

applicant and FDA is valuable not only to manufacturers of the existing brand-name



version of a drug product, but also to other generic drug mannfactorers. Aside from
FDA's delermination that a prospechive goneric is bioeguivalent to the brand, the
singularly mosi significant avenue of competition both between & genenc and the brand
and among generics is one of iming.  With respect to the brand, the question is whether
ite generic can get its product on the market before the brand, for example, erects road
blocks within FDA (such as by filing so-called “citizen petitions™ or changiag some non-
therapeutic aspect of the branded product), or shifts the market by switching patienis tc a
“new’ version of the brand product that, the brands will claim, is not bioequivalent to the
approved generic produci. Betweaen onc generic and another, the question is simply
which product will gel 10 markel first and with which strengths.

7. Normally, one generic drug applicant has no idea where jt stands vis-a-vis
other applicants. If one ANDA applicant lcams of the status of another ANDA, it may
take steps to try to-position-its ANDA to gain epproval before the other in order to be the
first to market a generic version of a product. Andrx also ig Jegilimately concerned about
the practice wherchy companies make use of “citizen petitions™ to raise all manner of
issues with FDA concerning the approvability of 2 pending ANTDIA and/or the tanner in
which FDA is reviewing a particnlar ANDA with the cffect of delaying FDXA approval of
the ANDA. Information about the progress of an ANDA aﬁplicatinn is thus g key piece
of information to assess & competitor’s timing and speed, and any infonnation that one
can learn: about the status and progress of an ANDA application 1s highly significant.

o The documents identified by respondents also included one letter from
Andrx to the United States Pharmacopeial Conventien, Inc. (USP). The USP, like the

FDA, does not make correspondcnce between pharmaceutical manufacturers and tself



publicly available. In tact, even when the USP publishes a submission from a
manufzcturer in the U.S. Pharmacopeia, it does not disclose the identily of thai
manufacturer. In my expetience, comespondence with the USP s treated as carefully and
privately as correspondence with the FDA, for without such confidentiality
pharmaceutiical manufacturers could gain unfair advantages over their competitors.

9. Any information, including the competitively sensitive information in the
correspondence at issue -- if known about a potential competitor's ANDA -- would be
highly beneficial to Andrx and prejudicial to the potential competitor. 1t would allow
Andrx to know where to put its resources, what to do first, what to focus on, and whai not
to focus on. Cne might bave designed a system that had all of this information public for
all potential competitors, but Congress and FDA did not do so.

10 Becanse the status of an ANDA is so confidential, only the most senior
officers of Andrx (and Andrx’s scienific personncl, on a need-to-know basis} arc aware
of the status of s pending ANDA befare its final approval. Circulation of documents
reflecting communicalions 10 and from FDA concerning a pending ANDA is likewise
stictly limnited.

11.  Andrx is involved in numerous other ANDA litigation matters. Although
disclosure of this type of information may be neccssary in such litigation, it is recognized
that the public disclosure of this same information would put the ANDA applicant at a
severe compelilive disadvantage vis-8-vis the brand as well as other potential generics. it
is for that reason that, in my experience, one of the first matiers Andrx and other parties
pursue in such litigation is the entry of a confidentiality order that protects against the

public disclosure of such informaticn, [ am not aware of any litigation where



an

competitively sensitive information such as that in the documents at issue has been
publicly disctosed in connection with the ongoing litigations. Iam nol awarc ol any
difficulties thai courts have had in rendering public decisions because of this.

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

Lxecuted en January 3, 2002 in New York, New York.

“R-mMﬁ«f)gaM

HERSCHEL E. SPARKS, JR.




CERTIFICATE OF SERVICE

I, Peter I Todaro, hereby certify that on January 4, 2002 T caused a true and correct
copy of the foregoing Non-Party Andrx Corperation’s Supplemental Application For Ix
Camera Protection Of Cerlain Of Its Confidential Materials {including accompanying
Appenchces and Declaration of Herschel E. Sparks) to be served by hand delivery upon the
following:

Secretary Hon. I». Michae!l Chappell
Federal Trade Commission Administrative Law Judge
Room 172 Federal Trade Conumission
$00 Permisylvania Ave.,, N.W. Room 104

Washington, D.C, 20580 600 Pennsylvania Ave,, N'W
{One with original signature and two Washington, D.C. 20580
copies) (Two copies)

Aassistant Director Karen Bokat, Esq.

Burean of Competition Federal Trade Commission
Federal Trade Commission 600 Permsylvania Ave,, N'W
600 Pennaylvama Ave., N.W Washington, D.C. 20580
Washington, D.C. 20580 Complaint Counsel

Puul F. Stone, Esqg. o Diane E. Bieri, Esq.

White & Case Howrtey & Simon

&01 Thirteenth 5t., N.W. 1293 Pennsylvania Ave,, N W,
Suite 600 South Washington, DC 20004-2402
Washington, DC 20005 Counsel for Schering-Plough Corp.
Counsel for Upsher-Smith Laboratories,

Ine.

3 frrther cettify that on Jannary 4, 2002, I sent a true and comect electronic copy (in
Microsoft Word 97 format) of the paper original of the foregoing Non-Party Andrx
Corporation’s Supplemental Application For fr Camera Protection Of Certain Of Its
Confidential Materials (including accompanying Appendices and Declaration of Herschel E.
Sparks) by e-mail to secretary(@tic.gov. A paper copy of the foregeing with an original
signgture has been filed by hand delivery on the same day with the Secretary of the Federal
Trade Comunission.

Dated: J 4, 2002
st s GOt B

PETER M. TODAROQ




