UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

In the Matter of

HOECHST MARION ROUSSEL, INC., Docket No. 9293
a corpor'c_ltion,

- -

CARDERM CAPITAL L.P.,
a limited partnership,

and

ANDRX CORPORATION,
a corporation.

RESPONDENT AVENTIS PHARMACEUTICALS, INC.’S
APPLICATION FOR IN CAMERA TREATMENT OF CERTAIN
CONFIDENTIAL DOCUMENTS

Respondent Aventis Pharmaceuticals, Inc. (“Aventis”), formerly known as
Hoechst Marion Roussel, Inc., hereby applies for in camera treatment of certain documents
previously marked as “Confidential” or “Attorney Eyes Only” pursuant to Second Amended
Protective Order Governing Discovery Material in this case. Stacy Ehrlich, counsel for Carderm
Capital L.P., and Carolyn Dizon, counsel for Andrx Corporation, have consented to the
application. A message was left for Bradley Albert, a Commission attorney serving as Complaint
Counsel.

In support of this application, respondent respectfully refers the Court to the

accompanying Memorandum and Declarations of Peter D. Bernstein, Esq. and Kay Noonan, Esq.
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WHEREFORE, Respondent Aventis Pharmaceuticals, Inc. respectfully prays that

this tribunal enter an Order granting In Camera treatment to the documents designated in the

attached memorandum.

Dated: September 29, 2000 Respectfully Submitted,
James K/I

Paul S. Schleifman

D. Edward Wilson, Jr.

Peter D. Bernstein

SHOOK HARDY & BACON, LLP
600 Fourteenth Street, N.W., Suite 800
Washington, D.C. 20005-2004

(202) 783-8400

Attorneys for Respondent
Aventis Pharmaceuticals, Inc.






UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

In the Matter of

HOECHST MARION ROUSSEL, INC., Docket No. 9293
a corporation,

< -

CARDERM CAPITAL L.P.,
a limited partnership,

and

ANDRX CORPORATION,
a corporation.

RESPONDENT AVENTIS PHARMACEUTICALS, INC.’S
MEMORANDUM IN SUPPORT OF APPLICATION FOR
IN CAMERA TREATMENT OF CERTAIN CONFIDENTIAL DOCUMENTS
Pursuant to Rule 3.45 of the Federal Trade Commission’s (“FTC”) Rules of
Practice, Respondent Aventis Pharmaceuticals Inc. (“Aventis”) submits this Memorandum in
Support of Application for In Camera Treatment of Certain Confidential Documents.
I INTRODUCTION
On September 8, 2000, Complaint Counsel advised Aventis that it intended to
include 386 documents (containing approximately 5000 pages) which Aventis designated

“Confidential” pursuant to the Second Amended Protective Order Governing Discovery

Materials “in a pleading, motion, exhibit, or other paper to be filed in this proceeding.”* Aventis

1. See Complaint Counsel’s List of Documents attached to the Declaration of Peter D. Bernstein in
Support of Application for /n Camera Treatment of Materials Marked Confidential Pursuant to
Protective Order (the “Bernstein Declaration”) as Exhibit A. Complaint Counsel’s List of
Documents also included a category of “Other” documents. This category includes deposition

(continued...)
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reviewed all 386 documents and believes that all or portions of approximately 215 documents
meet the requirements for in camera treatment.’ Accordingly, pursuant to the September 19,
2000 Order on Applications for In Camera Treatment and Modifying the Scheduling Order, the
Protective Order’ and the FTC Rules of Practice,® Aventis makes this application for in camera
treatment of certaip of the documents identified by Complaint Counsel.
IL LEGAL STANDARD GOVERNING IN CAMERA TREATMENT

The FTC’s Rules of Practice provide for in camera treatment of confidential
documents when “public disclosure will likely result in a clearly defined, serious injury to the. . .
corporation requesting their in camera treatment.” Proof of “serious injury” requires that “the
information in question is secret and material to the applicant’s business.””® In considering
whether documents are entitled to in camera treatment, the Commission has identified the

following factors:

(1) the extent to which the information is known outside of [the applicant’s] business;

1. (...continued)
transcripts from various investigations and litigation, privilege logs and electronic data, all of
which contain confidential information. In response to a September 26, 2000 letter to the
Court, we were informed by Victoria Arthaud on September 27, 2000 that these “Other”
materials need not be addressed in this application. Accordingly, any in camera application for
these materials will be made when and if Complaint Counsel indicates its intention to utilize
these materials or portions thereof.

2. The remaining documents consist of either confidential documents which do not meet this
Tribunal’s stringent requirements for in camera treatment or documents which contain Andrx’s
confidential information. Aventis’ position on Andrx’ confidential information is set forth in
Section IILE., infra. Aventis has requested in camera treatment for only those portions of
documents meeting the requirements.

Protective Order, §13.
16 C.F.R. § 3.45(b) (providing for in camera treatment of confidential documents).
16 CF.R. § 3.45(b).

Bristol-Myers Co., 90 F.T.C. 455,1977 FTC LEXIS 25 at 4 (1977); General Foods Corp., 95
F.T.C. 352, 255 (1980).
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(2)

)

(4)

®).

(6)

[

the extent to which it is known by employees and others involved in [the
applicant’s] business;

the extent of measures taken by [the applicant] to guard the secrecy of the
information;

the value of the information to [the applicant and its competitors];

the amount of effort or money expended by [the applicant] in developing the
inférmation; -

the ease or difficulty with which the information could be properly acquired or
duplicated by others.’

Finally, Aventis respectfully requests that should the harmful nature of the release

not be clear from the existing record, that the Court err on the side of designating the requested

materials as in camera, with the understanding that this designation will be subject to further

review as the case progresses. As the Commission stated in Bristol-Myers,

[I]t may be reasonable in some cases, as Commission Rule 3.45(a) allows, for the
law judge to grant in camera treatment for information at the time it is offered
into evidence subject to a later determination by the law judge or the Commission
that the public disclosure is required in the interests of facilitating public
understanding of their subsequent decisions.

Bristol-Myers Co., 90 F.T.C. 455,1977 FTC LEXIS 25 at 6 (1977).

7. Bristol-Myers Co., 90 F.T.C. 455,1977 FTC LEXIS 25 at 5.
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IIIl. CONFIDENTIAL DOCUMENTS FOR WHICH IN CAMERA TREATMENT IS
SOUGHT

Due to the large number of documents identified by Complaint Counsel, for ease
of review, Aventis has categorized the confidential documents into several groupings: Business
Plans and Forecasts; Marketing, Sales and Contracting Documents; Corporate Minutes; Probucol
Documents; Andrx Patent Litigation Documents; and Miscellaneous ‘Docum'énfs. To further aid
the Court, Aventis has identified each document for which in camera protection is sought in
indexes and provided copies of the indexes and each document in binders corresponding to each
category.®

Auventis respectfully advises the Court that in determining which documents
should be afforded in camera treatment, Aventis has only designated those documents containing
information the release of which would be harmful on a prospective as opposed to a retrospective
basis. Aventis was also mindful not to request in camera treatment for dated materials the
release of which would not cause serious injury. Moreover, all documents for which in camera
treatment has been requested have continuously been treated as confidential by Aventis and have
only been produced under protective orders in other related litigations marked “Confidential” or

99

“Attorney Eyes Only.

8. In light of the highly confidential nature of these documents, the binders will be provided
directly to chambers. Copies of the indexes are attached to the Bernstein Declaration as exhibit
C.

9. See Bernstein Declaration, Y 5.



A. Business Plans and Forecasts

Complaint Counsel has identified a number of Aventis’ business plans and
forecasts that contain information on Cardizem® CD, which is an active, existing product line.'
While some of these plans are not for the current year, they contain strategic forecasting
determipations made based upon internal analysis of market conditions. Included in the
documents identified by Complaint Counsel are the internal business plans, quarterly forecasts,
generic entry analyses, risk analyses, 5-Year forecasts, product lifecycle strategies, and strategic
planning documents (collectively “Plans”).

The Plans contain information on cost of sales, cost of goods, third party royalties,
operating expenses, inter-company margins, cash discounts, revenues and rebates. While minor
aspects of this information may later be used and aggregated to develop public financial
statements, the Plans contain a plethora of information not publicly available."" Certain of the
forecasting documents reflect proprietary modeling used to determine generic introduction and
erosions scenarios.'> Also contained in this category are studies conducted by outside vendors at

significant cost to Aventis."”’ In addition, some of the Plans contain information for products

other than Cardizem® CD and others contain information for new products that are still in the

10. See Noonan Declaration, 3.

11. Should Complaint Counsel wish to identify particular aspects of the Plans for use, Aventis
remains willing to work with them to provide information that may be made available to the
public. Absent such an identification, Aventis is forced to request in camera treatment for these
Plans and the information contained in them in their totality.

12. DUNC000222-223; DUNC000242-43; HMRI-000717-2; HMRI Spec 20 Stratemeier 000181-
190.

13. See e.g., HMRI-006510-617; HMRI-007512-26; HMRI S18 000001-38.
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FDA approval process.'* These documents reflect the thought processes and business judgement
of Aventis employees. Granting competitors access to such confidential material would cause
serious injury to Aventis.

Certain of the Plans also contain Aventis’ internal analysis whether it should enter
the hypenepsion market with a proprietary generic product.”” These documents include
correspondence and a draft of an agreement reflecting discussions to sell a generic version of
Cardizem® CD. This information is highly confidential, has been maintained as highly
confidential, and since there remains the possibility that Aventis may enter into such an
agreement, the release of this information would cause Aventis serious injury. Finally, certain of
the Plans contain sales forecasts for a 360 mg formulation of Cardizem® CD which was recently
launched by Aventis.'® The information in these Plans are clearly prospective and cover a
product that was just introduced.

None of the Plans are widely circulated within the company and none have been
shared with outside analysts or competitors. The Plans remain particularly sensitive given the

current competition within the hypertension market. The effect of public disclosure could upset

the competitive balance in the market and cause Aventis financial harm.

14. See e.g., BRAH00003-12; BRAH000021-46; HMRI S25 002162-74.

15. HMRI-001461-69; HMR001470-72; HMRI-001480-92; HMRI-001523-56; HMRI-007681;
HMRI-007718-57; HMRI-007759-61; HMRI-007971; HMRI-008016-17; HMRI-013834-37;
HMRI-00013849-51; HMRI-013852-54; HMRI-013855-56; HMRI-013863-64; HMRI-013865-
67. 1t should be noted that some of these materials also contain information about products
unrelated to Cardizem® CD.

16. HMRI-008369-74.



B. Marketing, Sales and Contracting Documents

Complaint Counsel has identified a number of documents that fall under the
rubric of marketing and sales documents and contracting. This category includes strategy
documents that concern competitive market positioning. '’ While certain of these documents are
more than t_hree years old, the disclosure of these materials would place Aventis in a competitive
disadvantage. These materials discuss product positioning against several of the key competitors
on a prospective basis. This material should not be considered “stale” as there continues to be
significant switching among hypertension products. Disclosure of these documents would
provide clear signals to the competitors in the hypertension market, while seriously injury
Aventis in terms of sales at the expense of these competitors. There are also materials within this
category that contain information relating to products other than Cardizem® CD.'*

A number of the documents in this category are reports conducted by outside
vendors with internal company support. The reports include product positioning studies,'® a
generic substitution study,’® and a study of the hypertension market.?' These reports reflect
efforts by outside consultants with internal Aventis support and are accomplished at significant
time and expense.

The results of this research are relevant to marketing today and in the future, as

Cardizem® CD remains a very active competitor in the hypertension marketplace. Competitors

17. See e.g., HMRI S19 011259-80; HMRI S19 0011281-90; HMRI S19 0011291-303.

18. See e.g., HMRI Spec 7 Doug Randall 000674-721; HMRI Spec 7 John Kelley 000895-933.
19. HMRI-006214-21; HMRI S19 005063-206.

20. HMRI-026859-904.

21. HMRI S19 003084-142.
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would clearly find this information useful. These documents have not been shared outside of the
company, were conducted at considerable time and expense, and would be difficult, if not
impossible, for a competitor to duplicate. Release of this information would result in serious
mnjury in terms of lost sales and would tempter future decisions in conducting such competitive
studies all to the dgtriment of Aventis.

Complaint Counsel has also identified contracts Aventis has recently entered into
with a number of third-party payors.”> The contracts contain highly sensitive information
including rebate provisions that are only known by Aventis and its contract partners. Indeed, the
third-party payors and other pharmaceutical companies who have contracted with Aventis
generally consider the provisions in these contracts to be among the most competitively sensitive
information in their possession.”

Lastly, Complaint Counsel advises that it may include the Aventis 1999 Contract
Training Manual in public filings.* This document reflects the company’s current strategies for
communicating with managed care providers and contains competitively sensitive information
regarding products other than Cardizem® CD. Accordingly, disclosure of this document would
negatively impact Aventis’ ability to negotiate with third-party payors on a level playing field.
C. Corporate Minutes

Complaint Counsel also proposes to include minutes of internal company

management meetings in its filings. These minutes reflect the internal discussions of the

22 See HMRI-029735-39; HMRI-029793-95; HMRI-029830-41; HMRI-029934-37; HMRI-
029942-52; HMRI-030094-119; HMRI-030178-87; HMRI-030245; HMRI-030355-61; HMRI-
030362-68; HMRI-030550-58.

23. See Bemnstein Declaration, § 6.

24. HMRI-026096-419.
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management of the company and are generally the most tightly held and controlled documents
within Aventis.”’

In addition, several sets of the minutes identified by Complaint Counsel contain
information regarding products other than Cardizem® CD, including several products under
developme_r;t.26 This information would enable competitors to anticipate sales promotions,
strategies and product launches, causing serious injury to Aventis. Providing public access to
such secretive internal thinking would chill the necessary and proper exercise of managerial
governance and discretion.

D. Probucol Documents

Aventis recently provided access to its New Drug Application for Probucol to an
unrelated third party pursuant to a written agreement.”” That company is currently conducting
the development work necessary to obtain approval for the marketing of this product.*®
Complaint Counsel has identified over 70 documents related to the development of an alternative
indication for Probucol.

The documents contained in this category include Aventis’ internal assessment

regarding the development of Probucol;” detailed financial valuation forecasts;*® confidential

25. See Noonan Declaration, § 4.
26. HMRI-013834-37; HMRI-013849-51; HMRI-013852-54; HMRI-013855-56.
27. See Complaint, § 21.

28. A number of the documents identified by Complaint Counsel originated with the unrelated third-
party company. Complaint Counsel has mistakenly failed to list these documents as originating
with that third-party. In order to protect this third party from the improper disclosure of its
confidential information, Aventis applies for in camera of those materials at this time.

29. HMRI-008406-09.
30. HMRI-013214-33.



communications;’' minutes of meetings;* a draft clinical study protocol;*® and draft
agreements.” As such, the documents contain the terms of the agreements between the parties,
discussions of FDA feedback, and Aventis’ internal process regarding product development and
other details specifically related to this ongoing development project. As Probucol is still an
ongoing pr(_)j ect aqd the NDA continues to hold considerable financial value to {Xventis, any
public disclosure of these documents would cause serious harm to Aventis.
E. Andrx Patent Litigation

Complaint Counsel has identified a number of documents which Aventis
produced from the patent infringement litigation filed by HMR against Andrx in the U.S. District
Court for the Southern District of Florida.”> A majority of these documents contain information
that was provided by Andrx under the Protective Order entered by the Court in that action,
including some HMR documents that reference or specifically contain Andrx’s confidential
information.”” Inasmuch as these documents contain Andrx’ confidential information, Aventis

has provided a copy of these materials to Andrx and Andrx has indicated that it will be filing an

application with the Court for in camera protection of these materials.

31 HMRI-012477-83.
32. HMRI-008602-04.
33. HMRI-008641-80.
34. HMRI-009710-38.
35. Hoechst Marion Roussel, Inc. et al. v. Andrx Corporation, 96-CV-06121 (S.D. Fla.).

36. See e.g., HMRI S5 000063-97 (containing Andrx’s Hatch-Waxman patent certifications that are
clearly marked on their face as confidential).

37. See e.g., HMRI-000134-138.

10
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There 1s, however, one document in this category for which Aventis makes an
affirmative request for in camera treatment. The HMRI/Andrx Stipulation and Agreement*®
contains very specific licensing and royalty provisions, the release of which would cause serious
harm to Aventis in negotiations with other pharmaceutical manufacturers. In order to address
these copcexns, A\(entis has provided a redacted version of this document in .the’MDL action.
Aventis proposes the use of the redacted version of the Stipulation and Agreement in this action
for all public filings, with the unredacted portions receiving in camera treatment.”

F. Miscellaneous Documents

The following documents listed by Complaint Counsel do not fit neatly into any
one category and are addressed below.

1. Complaint Counsel advised that it may use in its public filings a current license
agreement and research and development agreement Aventis entered with an unrelated third-
party concerning development of diltiazem products and other sustained release technology.*
These documents are particularly sensitive given that they reflect current licensing strategies and
research and developments efforts related to a broader range of products than Cardizem® CD.
Release of these documents would harm Aventis in future negotiations with third-parties

regarding research and development.

38. HMRI S8 000012-23. A portion of the HMRI Stipulation and Agreement containing certain
licensing information for which in camera treatment has been requested is also contained at
HMRI-020029.

39. A copy of the redacted Stipulation and Agreement is attached to the Bernstein Declaration as
Exhibit B.

40. HMRI-013865-67; HMRI-013865-67.

11



[

2. HMRI S12 001542-55 is a patent certification was provided to Aventis‘by
Faulding under the Hatch-Waxman Act. Inasmuch as this document contains Faulding’s
confidential information, it would be up to Faulding, as a third-party, to apply for in camera
protection for this document.

3. ' Cor_nplaint Counsel has indicated it intends to use a capy of a settlement
agreement and correspondence related thereto in an unrelated patent infringement action.*" This
patent infringement action involved a product other than Cardizem® CD. As this document
contains third-party information and involves products other than Cardizem® CD, the release of
this information could cause injury to Aventis.

4, HMRI Spec 20 Stratemeier 000283-291 is a privileged document that was
inadvertently produced in a prior Commission investigation.”? The return of this document has
been requested on numerous occasions. The document is clearly marked as privileged on its
face. Complaint Counsel has recently moved for an Order declaring that Aventis waived the
privileges attached to this document. Aventis will respond to the motion and vigorously assert
all privileges that attach to this document.

Complaint Counsel has also identified correspondence with Commission staff

regarding this document.®

The listing of these letters is solely related to Complaint Counsel’s
attempts to wrongfully retain and utilize this document in this proceeding. Aventis again asserts

that this document inadvertently produced, privileged document must be immediately returned.

41. HMRI S15 000003-10; HMRI S15 000059-62.
42. Given the disputed nature of this document, a copy has not been included.

43. FTC0004861-62, FTC0004863-65, FTC0004884-86, FTC0004896-97.

12
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5. Complaint Counse] has identified selected correspondence with commission staff
in the underlying investigation, including a white paper submitted to clarify the legal and factual
issues surrounding this case and Aventis’ response to a Civil Investigative Demand.*
Confidential treatment was requested for these documents under Sections 6(f), 21(b) and 21(f) of
the FTC Aqt, 15 U.S.C. §§ 46(f), 57b-2(b)&(f); Rule 4.10 of the Commission’s Rules of
Practice, 16 C.F.R. § 4.10; and any other applicable statutes or regulations.

The materials contained in these documents reflects the company’s positions in
negotiations before the Commission. The release of which could cause serious harm to Aventis
in dealings with competitors. In addition, the Civil Investigative Demand response contains
proprietary pricing and cost information that is unavailable to competitors. Release of this
information would cause serious concern regarding the ability of companies such as Aventis to
protect the release of confidential information provided to the Commission.

6. Complaint Counsel has listed a Long-Term Incentive Plan Overview was prepared
and distributed only to relevant HMR personnel. The document contains proprietary human
resource materials that, in the hands of a competitor, could be used to lure away staff. These are
not the types of documents shared with competitors.

7. Finally, Complaint Counsel indicated that it may use “Hoechst Marion Roussel:
The Pharmaceutical Company of Hoechst,”a presentation dated January 15, 1999 that is clearly

marked as a document produced in a recent merger investigation under the Hart-Scott-Rodino

44. FTC0001852-54, FTC0001861-68, FTC0002023-60 (Civil Investigative Demand Response).

13
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Act.¥ This presentation contains internal company information, such as financial and structural
information that is not available on a public basis.
IVv. EXPIRATION DATE

Due to the peculiar regulatory and intellectual property aspects of the
phannaceu‘gical industry, Aventis believes that the documents for which it seekg in camera
treatment will retain their sensitive nature for some time. The maj ority of the products in the
hypertension market with which Cardizem® CD competes retain patent exclusivity for the next
10 years, for example Procardia XL is protected until 2010 and Tiazac is protected until 2013 .4
Thus, unless otherwise specified, Aventis requests that the Court permit in camera treatment of

certain of the identified documents until August 8, 2012, the date on which the last patent for

Cardizem® CD expires.”

45. The face of the item identifies it as a 4(c) document. This refers to item 4(c) on the Hart-Scott-
Rodino (“HSR”) form. Materials submitted in a merger investigation are among the most
closely held by the Commission’s own rules.

46. See Bernstein Declaration, § 3.

47. See Id.

14



V. CONCLUSION

For the above reasons, Aventis respectfully requests that this tribunal issue an in

camera order for the documents listed in the indexes and binders produced to the Court.

Dated: September 29, 2000

Respectfully Submitted,

2.

James M. Spe

Paul elfman

D. Edward Wilson, Jr.

Peter D. Bernstein

SHOOK HARDY & BACON, LLP
600 Fourteenth Street, N.W., Suite 800
Washington, D.C. 20005-2004

(202) 783-8400

Attorneys for Respondent
Aventis Pharmaceuticals, Inc.
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

In the Matter of

HOECHST MARION ROUSSEL, INC., Docket No. 9293
a comoration, ‘ .

CARDERM CAPITAL L.P.,
a limited partnership,

and

ANDRX CORPORATION,
a corporation.

ORDER GRANTING RESPONDENT AVENTIS PHARMACEUTICALS,
INC.’S APPLICATION FOR IN CAMERA TREATMENT OF CERTAIN
CONFIDENTIAL DOCUMENTS

On September 29, 2000, Respondent Aventis Pharmaceuticals, Inc. filed an

application for in camera treatment of certain confidential documents. Respondent’s motion is
GRANTED.

ORDERED:

D. Michael Chappell
Administrative Law Judge

Date: October , 2000






UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

In the Matter of

HOECHST MARION ROUSSEL, INC,, Docket No. 9293
a corporation, .

CARDERM CAPITAL L.P.,
a limited partnership,

and

ANDRX CORPORATION,
a corporation.

DECLARATION OF PETER D. BERNSTEIN IN SUPPORT
OF RESPONDENT AVENTIS PHARMACEUTICALS, INC.’S
APPLICATION FOR IN CAMERA TREATMENT OF
CERTAIN CONFIDENTIAL DOCUMENTS

I, Peter D. Bernstein, pursuant to 28 U.S.C. § 1746, declare as follows,:

1. I am associated with the firm of Shook Hardy & Bacon LLP, counsel for
respondent Aventis Pharmaceuticals, Inc. (“Aventis”).

2. Stacy Ehrlich, counsel for Carderm Capital L.P., and Carolyn Dizon, counsel for
Andrx Corporation, have consented to the application. A message was left for Bradley Albert, a
Commission attorney serving as Complaint Counsel.

3. According to the U.S. Food and Drug Administration Center for Drug Evaluation
and Research Approved Drug Products with Therapeutic Equivalence Evaluations, Patent and
Exclusivity Information Addendum B (commonly known as the “Orange Book”)(June 8, 2000)
<http://www.fda.gov/cder/orange/adp.htm>, the last patent for Cardizem® CD expires on August
8, 2012, the last patent for Procardia XL expires on November 23, 2010, and the last patent for
Tiazac expires on June 25, 2013.

4. The documents for which in camera treatment is requested have been reviewed
with Aventis corporate counsel. See Declaration of Kay Noonan in Support of Application for In
Camera Treatment of Materials Marked Confidential Pursuant to Protective Order.
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5. As the Court knows, there are numerous private actions around the country that
are factually related. A large number of these documents have been produced under the
protective orders governing discovery in two of those actions, Biovail Corporation v. Hoechst
AG, et al ,Civil Action No. 98-1434(D.N.J.) and In Re Cardizem CD Antitrust Litigation, MDL
Docket No. 1278 (E.D. Mich.). All of documents produced in these litigations that are identified
by this application for in camera treatment have been produced either as “Confidential” or
“Attorney Eyes Only” in the other litigations.

6. During the discovery process in this proceeding many.pharmaceuticals companies
and third-party payors objected to the production of this information. They were concerned that
such information would cause them serious harm if individuals from the respondent companies
were to have access. This ultimately led to the “attorney eyes only” modification to the
protective order.

7. Annexed hereto as Exhibit A is a copy of Complaint Counsel’s List of Documents,
dated September §, 2000.

8. Annexed hereto as Exhibit B is a copy of the HMRI/Andrx Stipulation and
Agreement as redacted in In Re Cardizem CD Antitrust Litigation, MDL Docket No. 1278 (E.D.
Mich.).

9. Annexed hereto as Exhibit C is a copy of the indexes of the documents for which
in camera treatment has been requested.

10.  Binders labeled Business Plans and Forecasts; Marketing, Sales and Contracting
Documents; Corporate Minutes; Probucol Documents; Andrx Patent Litigation Documents; and
Miscellaneous Documents have been provided directly to chambers. These binders contain
indexes and the documents for which in camera treatment is sought.

I declare under penalty of perjury that the foregoing is true and correct.
Executed in Washington, D.C., on September 29, 2000
Respectfully Submitted,

Peter D. Bernstei
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UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION -

In the Matter of

HOECHST MARION ROUSSEL, INC,, Docket No. 9293
_ a corporation, . .

CARDERM CAPITAL L.P,,
a limited partnership,

and

ANDRX CORPORATION,
a corporation.

COMPLAINT COUNSEL’S LIST OF DOCUMENTS

Pursuant to the Court’s scheduling order, complaint counsel hereby identifies those
documents or other materials that have been designated as confidential that we reasonably expect
to include in a pleading, motion, exhibit, or other paper to be filed in this proceeding. Since
discovery is ongoing and we expect to receive additional documents from respondents as well as
third parties, we reserve the right to supplement this list as circumstances may warrant. We also
reserve the right to use in a future submission or as an exhibit any document, information, or
materials identified by respondents on their lists. Finally, we reserve the right not to include any
document, information, or materials identified on the attached lists in a future submission or as
an exhibit.

Subject to these reservations of rights, our list of documents is as follows:



000001-24
000003-21
000020-22
000023-26
000025-80
000027-64
000069-70
000074-120
000125-77
000180-291
000218-219
000221-224
000225-273
000345-387
000395-402
000440-443
000444
000445
000446
000469-472
000473
000504-05
000506-09
000562-563
000564-566
000588-610
000591-594
000595-597
000598-620
000621
000622
000623-627
000628-649
000650-651
000652
000653
000654
000655
000656
000657-658
000659-662

Andrx

000663
000664-668
000699-701
000700-703
000702
000703-04
000704-05
000705-710
000706-08
000883-889
000905-06
000907-17
000921-982
000986-87
000992-993
01231-67
01385-95
01396-97
01398-409
01410-21
01422-35
01437-49
01450-62
01463-75
01476-86
01487-98
01499-511
01512-23
01524-38
01539-41
01542-46
01547-60
01561-83
01584-99
01601-08
01609-23
01624-32
01633-48
01662-71
01672-75
01676-77

01678-79
01680-84
001684-1705
01685
01686
01689-90
01694 =
01695-98
01699-1709
01710-42
001726-46
01848-50
01851-53
2004-17
2018-41
2052-67
002370-75
002377-79
002533-36
002687-2810
003092-122
003361
003805-37
003871
004019-20
004291-300
004302-04
004307-08
004309-11
004325-26
004334
004344-46
004358-60
004362-65
004374-76
004397-99
004405-07
004411-14
004418-19
004443-50
004483



004515-33
004553
004661-67
004668-71
004698-99
004902
004909
004910-28
004936
005164-82
005586-87
006347-52
006372-73
006981-82
007152
007197
007201
007205-07
007217-19
007220
007226
007227
007496-97
007559
007608-13
007700-21
007725-27
007775-77
008065-68
008162
008379-86
008434-52
008486

008487-8523

008738
008772
008773
008774-76
009136-37
009140
009660-61
009669-70
009683-84

009715

009718-19
009723-24
009738

009743-44
009749-84
010249-52
010311-13

010363-64 i

010395-98

' 010494-95

010499
010682-84
010689
010884-92
011002-12
68360-73
68380-516
68534-35
68579-80
68586-87
68601-18
68688-933
68934-50
68960-9039
82718-29
0084447-604
0085576-94
0086566-67
0086568-76
0086577
087999-088007
0096412-28
0096473-88
0096543-49
0096633-34
0098308-10
0103871-78
FTC 257-261
FTC 345-449
FTC 1488-97
FTC 1498-507
FTC 1774-75

FTC 1819

FTC 2543-60

FTC 3214-15

FTC 4057-613
FTC-Andx 000071-84
FTC-Andx 000085-88
FTC-Andx 000107-15
FTC-Andx 000187-89
FTC-Andx 000564-65
FTC-Andx 000638-62
FTC-Andx 000677-81

FTC-Andx 000994-1005

FTC-Andx 001142

FTC-Andx 001259-68
FTC-Andx 001492-94
FTC-Andx 001497-99
FTC-Andx 001730-32
FTC-Andx 001867-69
FTC-Andx 002178-80
FTC-Andx 002244-74
FTC-Andx 002281-82
FTC-Andx 002370-73
FTC-Andx 002662-63
FTC-Andx 002920-31
FTC-Andx 002934

FTC-Andx 002947

FTC-Andx 003239

FTC-Andx 003595

FTC-Andx 003702-10
FTC-Andx 003819-33
FTC-Andx 003963-64
FTC-Andx 004077

FTC-Andx 004204-08
FTC-Andx 004244-45
FTC-Andx 004300-02
FTC-Andx 004425-26
FTC-Andx 004483-84
FTC-Andx 004563-64
FTC-Andx 004661-68
FTC-Andx 004703-41
FTC-Andx 004742-44
FTC-Andx 004826-27
FTC-Andx 004831



FTC-Andx 004899-904
FTC-Andx 004964
FTC-Andx 005004-09
FTC-Andx 005045-80
FTC-Andx 005415-52
FTC-Andx 005453-54
FTC-Andx 005559-601
FTC-Andx 005663-66
FTC-Andx 005729-30
FTC-Andx 005816-17
FTC-Andx 005819-20
FTC-Andx 005913-14
FTC-Andx 005993
FTC-Andx 006007-08
FTC-Andx 006118-19
FTC-Andx 006178-208
FTC-Andx 006244-77
FTC-Andx 006356

FTC-Andx 006484-514
FTC-Andx 006535-64
FTC-Andx 006565-95 -
FTC-Andx 006776-812
FTC-Andx 006813-14
FTC-Andx 007155-93
FTC-Andx 007194-96
FTC-Andx 007270-83
FTC-Andx 007422-25
FTC-Andx 007508-44
FTC-Andx 007680-84
FTC-Andx 009824-71
FTC-Andx 009874-96
FTC-Andx 009897-920
FTC-Andx 009955-88
FTC-Andx 010419-87
FTC-Andx 010576-77
FTC-Andx 010578-90

&

FTC-Andx 014850-88
FTC-Andx 014890
FTC-Andx 014891-94
FTC-Andx 014895-921
FTC-Andx 015039-51
FTC-Andx 015713-31
FTC-Andx 015732-85
FTC-Andx 015786-87
FTC-Andx 015788-90
FTC-Andx 015791-822
FTC-Andx 015823-69
FTC-Andx 015870-906
FTC-Andx 016069
FTC-Andx 016070
FTC-Andx 016071
FTC-Andx 016072-78
FTC-Andx 016079-86

Andrx Documents Produced as Part of Complaint Counsel’s Initial Disclosures

halb ol e

FTC0002102-69 (Andrx CID response)
FTC0002234-36 (2/11/00 letter from C. Underwood to B. Albert)
FTC0002266-70 (6/21/00 letter from L. Solomon to J. Bulow)
FTC0002323-30 (2/28/00 letter from L. Solomon to J. Bulow)

Andrx Documents with No Bates Numbers

1. Warburg Dillon Read “Specialty Pharmaceuticals Industry” report, 11/10/98

2. 8/10/97 Fax from J. Spears to L. Solomon, “Discussion Draft”



BRAHO000001-2

BRAHO000003-12
BRAHO000021-46
BRAH000047-70
BRAHO000071-81

BRAH000102-38 -

BRAH000139-65
BRAH000166-88
BRAH000189-212
BRAH000213-38
BRAH000239-62
BRAH000263-84
DOWNO001004-22
DUNC000222-23
DUNC000242-43
GADS030661-65
GADS030666-675
GADS030676-80
HMRI 000001-5
HMRI 000006-7
HMRI 000008-13
HMRI 000014-19
HMRI 000020-25
HMRI 000026-32
HMRI 000033
HMRI 000034-35
HMRI 000036-39
HMRI 000040-44
HMRI 000045-49
HMRI 000050-54
HMRI 000055-60
HMRI 000061-67
HMRI 000068-74
HMRI 000075-81
HMRI 000082-87
HMRI 000088-93
HMRI 000094-99
HMRI 000100-08
HMRI 000109-11
HMRI 000112-17
HMRI 000118-33

Hoechst

HMRI 000134-39
HMRI 000140-41
HMRI 000142
HMRI-000420
HMRI-000489-90
HMRI-000717-20
HMRI-000746-50
HMRI-000866-67
HMRI-000924-28
HMRI-001139-1215
HMRI-001440-60
HMRI-001461-69
HMRI-001470-72
HMRI-001480-92
HMRI-001523-56
HMRI-001557-70
HMRI-001578-94
HMRI-001595-1655
HMRI-001720-1996
HMRI-002050-88
HMRI-003063
HMRI-004666-78
HMRI-004679-4698
HMRI-005385-402
HMRI-005501-03
HMRI-005504-13
HMRI-005522-24
HMRI-006022-55
HMRI-006214-21
HMRI-006510-617
HMRI-007512-26
HMRI-007679
HMRI-007681-82
HMRI-007718-57
HMRI-007959-61
HMRI-007971
HMRI-007972-8011
HMRI-008014-15
HMRI-008016-17
HMRI-008105-59
HMRI-008369-74

HMRI-008405
HMRI-008406-09
HMRI-008410-14
HMRI-008415-20
HMRI-008466-67
HMRI-008469-88
HMRI-008491-92
HMRI-008502-03
HMRI-008520-22
HMRI-008525-30
HMRI-008573-74
HMRI-008602-04

"HMRI-008641-80

HMRI-008697-98

- HMRI-008791

HMRI-008854-61
HMRI-009221-25
HMRI-009710-38
HMRI-010188-90
HMRI-010191.
HMRI-010194
HMRI-010210-12
HMRI-010213
HMRI-010530-34
HMRI-010560-61
HMRI-011090-95
HMRI-011099-102
HMRI-011132
HMRI-011137-44
HMRI-011160-65
HMRI-011168
HMRI-011171-72
HMRI-011256-60
HMRI1-011278-79
HMRI-011282-84
HMRI-011514-15
HMRI-011612-13
HMRI-012409-11
HMRI-012412-13
HMRI-012466-67
HMRI-012477-83



HMRI-012485-90
HMRI-012491-92
HMRI-012495
HMRI-012748-54
HMRI-012765
HMRI-012776-77
HMRI-012834-37
HMRI-013135-38
HMRI-013148 ~ *
HMRI-013196
HMRI-013214-33
HMRI-013254-60
HMRI-013261-67
HMRI-013268-71
HMRI-013287-97
HMRI-013449-50
HMRI-013461-84
HMRI-013750-51
HMRI-013760
HMRI-013769
HMRI-013805
HMRI-013807-08
HMRI-013834-37
HMRI-013849-51
HMRI-013852-54
HMRI-013855-56
HMRI-013857
HMRI-013858
HMRI-013859
HMRI-013860
HMRI-013861
HMRI-013862
HMRI-013863-64
HMRI-013865-67
HMRI-016837-67
HMRI-016897-7004
HMRI-017448-55
HMRI-019167-71
HMRI-019456-57
HMRI-019458-59
HMRI-019460-63
HMRI-019464-65
HMRI-019466-77

HMRI-019478-82
HMRI-019484-86
HMRI-019529-35
HMRI-019551-52
HMRI-019929
HMRI-019934
HMRI-019936
HMRI-019937
HMRI-019939-40
HMRI-019941-42
HMRI1-020020-21
HMRI-020022-27
HMRI-020028-30
HMRI-020031-32
HMRI-020033-36
HMRI-020037-38
HMRI-020039-41
HMRI-020206
HMRI-020211
HMRI-020212-13
HMRI-020214
HMRI-020440-42
HMRI-020443-44
HMRI-020451-57
HMRI-020461-62
HMRI-020472-82
HMRI-020484-95
HMRI-021084-90
HMRI-021195-97
HMRI-021249-398
HMRI-021923-24
HMRI-021931-33
HMRI-022269
HMRI-022271-75
HMRI-022338-42
HMRI-022343-44
HMRI-024353-410
HMRI-024758-800
HMRI-024827-87
HMRI-026096-419
HMRI-026445-75
HMRI-026476-83
HMRI-026610

L

HMRI-026859-904
HMRI-026937-38
HMRI-027498-500
HMRI-027501-02
HMRI-029520-39
HMRI-029549-69
HMRI-029597-601
HMRI-029617-26
HMRI-029659-82
HMRI-029697-98
HMRI-029735-39
HMRI-029793-95
HMRI-029830-41
HMRI-029934-37
HMRI-029942-52
HMRI-030094-119
HMRI-030178-87
HMRI-030245
HMRI-030355-61
HMRI-030362-68

'HMRI-030550-58

HMRI S1 000001-18
HMRI S3 000001-81
HMRI S5 000001-2
HMRI S5 000005-7
HMRI S5 000008-9
HMRI S5 000010
HMRI S5 000013-18
HMRI S5 000030
HMRI S5 000047-48
HMRI S5 000049-50
HMRI S5 000051-54
HMRI S5 000055-56
HMRI S5 000057-58
HMRI S5 000059-60
HMRI S5 000063-97
HMRI S5 000098
HMRI S5 000099
HMRI S5 000100
HMRI S6 000041-46
HMRI S7 000038-44
HMRI S7 000118-22
HMRI S7 000123-35



HMRI S7 000147-183
HMRI S7 001032-1102
HMRI S7 001296-316
HMRI S7 001317-30
HMRI S7 001331-38
HMRI S7 001339-70
HMRI S7 001392-436
HMRI S7 001468-76
HMRI'S7:001477-598
HMRI S7 001599-655
HMRI S7 001656-78
HMRI S7 001679-2157
HMRI S7 002433-37
HMRI S7 002439-43_
HMRI S7 002464-77
HMRI S7 002803-15
HMRI S7 002880-83
HMRI S7 002937-41
HMRI S7 002984-3029
HMRI S7 003129-33
HMRI S7 003139-43
HMRI S7 003405-08
HMRI S7 003504-05
HMRI S7 003628-92
HMRI S7 003903
HMRI S7 003996
HMRI S7 003998-4000
HMRI S7 004003
HMRI S7 004062-63
HMRI S7 004064
HMRI S7 004179-81
HMRI S7 004274-75
HMRI S7 004282-85
HMRI S7 004287-90
HMRI S7 004291-92
HMRI S7 004407-17
HMRI S7 004448-57
HMRI S7 004933-34
HMRI S7 004957-58
HMRI S7 005424
HMRI S7 005557-58
HMRI S7 005559
HMRI S7 005560

HMRI S7 005561-62
HMRI S7 005563-68
HMRI S7 005575-83
HMRI S7 005785-87
HMRI S7 006015-21
HMRI S7 006030-34
HMRI S7 006124-93
HMRI S7 006292-315
HMRI S7 006390-98
HMRI S7 006416-18
HMRI S8 000001-2
HMRI S8 000003
HMRI S8 000006-7
HMRI S8 000010
HMRI S8 000014-23
HMRI S8 000034
HMRI S9 000072-73
HMRI S9 000074
HMRI S9 000075-76
HMRI S12 000019-23
HMRI S12 000037-50

HMRI S12 000077-82 -

HMRI S12 001542-58
HMRI S12 001559-60
HMRI S13 000194-97
HMRI S13 000201-14
HMRI S13 000215-21
HMRI S13 000223-26
HMRI S15 000003-10
HMRI S15 000059-62
HMRI S16 008363-64
HMRI S16 009849-54
HMRI S17 000137-51
HMRI S17 001023-26
HMRI S17 001200-25
HMRI S18 000001-38
HMRI S18 00053-56
HMRI S18 00149-57
HMRI S18 000182-87
HMRI S18 000214-16
HMRI S18 000224
HMRI S18 000231-32
HMRI S18 000268-71

-

HMRI S18 000272
HMRI S18 000277-78
HMRI S18 000299-309
HMRI S18 000312-33
HMRI S18 000334-36
HMRI S18 000337-39
HMRI S18 000346-48
HMRI S18 000349-58

'HMRIS18 001300

HMRI S18 001389-1428
HMRI S18 001453-56
HMRI S18 001514-16
HMRI S18 001581-85
HMRI S19 001723-58
HMRI S19 002732-37
HMRI S19 003084-142
HMRI S19 005063-206
HMRI S19 005425-27
HMRI S19 006920-65
HMRI S19 007758-59
HMRI S19 007760-71
HMRI S19 009402-29
HMRI S19 010274-90
HMRI S19 011259-80
HMRI S19 011281-90
HMRI S19 011291-303
HMRI S19 011304-10
HMRI S19 011550-81
HMRI S19 011939-12018
HMRI S25 002032-37
HMRI S25 002162-74
HMRI Spec 6 John Kelley
000476-534
HMRI Spec 7 Doug Randall
000673-721
HMRI Spec 7 John Kelley
000309-366
HMRI Spec 7 John Kelley
000894-932
HMRI Spec 19 001788-91
HMRI Spec 19 005000-01
HMRI Spec 19 005537-54
HMRI Spec 19 005566-67



HMRI Spec 19 006298-317 HMRI SPEC 20 HOSKINS 000181-190

HMRI SPEC 20 HOSKINS 00273-305 HMRI Spec 20 Stratemeier
00001-2 HMRI Spec 20 John Kelley 000283-91

HMRI SPEC 20 HOSKINS 000218-222
00003-5 HMRI Spec 20 Stratemeier

Hoechst Documents Produced as Part of Complaint Counsel’s Initial Disclosures

P

FTC0001852-54 (5/10/99 letter from J. Spears to B. Albert)
FTCO0001861-68 (7/12/99 letter from J. Spears to B. Albert)
FTC0002023-60 (HMRI CID response and accompanying letter)
FTC0004861-62 (12/16/97 letter from J. Eiszner to D. Inglefield)
FTCO0004863-65 (12/19/97 letter from J. Eiszner to D. Inglefield)
FTC0004884-86 (3/16/98 letter from D. Inglefield to J. Eiszner)
FTC0004896-97 (2/10/98 letter from J. Eiszner to D. Inglefield)
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Hoechst Documents with No Bates Numbers

1. “Settlement Discussion Agreement” in Hoechst Marion Roussel, Inc. v. Andrx
Pharmaceuticals, Inc., Civil Action 96-06121-CV-Roettger

6/8/99 letter from L. Solomon to J. Spears

Hoechst organizational charts, all of which are dated in 1997

“Long-Term Incentive Plan Overview” for Hoechst Marion Roussel, Inc.

“Hoechst Marion Roussel: The Pharmaceutical Company of Hoechst” presentation, 1/15/99

N el o



0000001-27
0000065-77
0000124-33
0000218-31

Carderm

0000279-81
0000298-99
0000300-04
0000308-16

0000317-22
0000323-27
0000732-64



Amerinet

Amerinet 00492-503
Amerinet 00593-649
Amerinet 00895-908
Amerinet 01072-75

Astra

AP 000158-323
AP 000326-421
AP 000648-726
AP 004006-7
AP 004462-74
AP 004532-68
AP 004607-17
AP 004790-808
AP 004952-71
AP 004972-84
AP 005018-26
AP 005394-405
AP 005686-94
AP 006095-152
AP 006163-88
AP 006637-879
AP 006881-7099
AP 007103-12
AP 007119-33
AP 007330-538
AP 007595-99
AP 010583-621
AP 024594-95
AP 025352-57
AP 026739-60
AP 026813-62
AP 028665-72
AZ 00001-02
AZ 00003-04
AZ 00005-06
AZ 00009-10
AZ 00012-16

Third Parties
AZ 00022-23 )
AZ 000 24-25
AZ 00036-38
AZ 00047-68

FTC0002061-69 (FTC prod.)

FTC0002070-71
Bayer

BAYER 00019-49
BAYER 00082-151
BAYER 00152-87
BAYER 00210-42
BAYER 00268-71

Biovail

BCI026447-53
BCI036038-50
BCI036056-60
BCI036063-69
BCI036072-78
BVL0003641-88
BVL0004021-44
BVL0006071 (44 pp.)*
BVL0006074-122
BVL0006141-47
BVL0006153-60
BVL0006161-69
BVL0006227-29
BVL0006230-32
BVL0006368-406
BVL0006409
BVL0006410-43
BVL0006451
BVL0006459-60
BVL0006461-73
BVL0006509-19
BVL0006532-33
BVL0006534-38
BVL0006539-43

10

BVL0006544
BVL0006551-609
BVL0006770-98
BVL0006808-10
BVL0006816
BVL0006817
BVL0006844 (61 pp.)*
BVL0006852-81
BVL0007015-38
BVSupp 00003-5
BVSupp 00045-51
BVSupp 0052-61

.BVSupp 00218-20

BVSupp 00239-51
BVSupp 00265-66
BVSupp 00277-85
BVSupp 00286-89
FTC0002902-08

(Memo from M. Levy to

K. Cancellera re: CID;

12/14/98)
FTCO0002957-58

(Letter and attachment

from D. Beddow to D.

Pender; 1/18/00)
FTC0003421-53

(Letter and attachment

from J. Dubeck to B.

Albert; 2/22/99)
KH001410-12

(Ex. 66 to K.

Cancellera’s deposition;

Civil Action 98-1434

(FSM))
KH001859-64

(Ex. 66 to K.

Cancellera’s deposition;

Civil Action 98-1434

(FSM))



Blue Cross/Blue Shield

1000293-301
1000302-305
1000306-39

Caremark

0040-43 ©° =
0044-57
0058-84
0085-98
0099-127
0128-38
0139-64
0344-46
0635-55
0656-58
0711-28
0729-41
0742-53
0772-87
0869-88
0950-59
1376-78

Elan

EL 000351-54
EL 000865-75
EL 000914-43
EL 000944-48

Faulding

F 00529-31

F 00541-42

F 01703-08

F 01853-64

F 01900-03

F 02487-508
F 902853-56
F 904196-242
F 905518-31

F9 07348-A

F12 00001-8

F 1400127-56

F 1400660-77

F 1402488-90

F 1403344-420

F 1403999-4000

F 1404794-821

F 1404980-81

F 1404984-85

F 1404986-97

F 1404998-99

F 1405031-44

F 1405126-53

F 1408628-59

F 1410534-48

FTC0004610-34
(Faulding's CID
response)

Forest

FL00001-149
FL00150-223
FL00224-73
FL00274-323
FL00324-37
FL00426-36
FL00448-55
FLO00460-64
FL00465-68
FL00481-89
F1.00505-09

Foundation Health System

IPS 00353-80
IPS 00482-505
IPS 00506-12
IPS 00652-61

Merck
M-7000-11
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M-7012-25
M-7026-36
M-7037-48
M-7049-63
M-7064-78
M-7079-94
M-7095-113

M-7114-31

M-7132-47
M-7148-61
M-7162-79
M-7180-91
M-7192-206
M-7207-23
M-7224-39
M-7240-52
M-7253-63
M-7264-75
M-7276-89
M-7290-305
M-7306-20
M-7321-39
M-7340-53

Merck-Medco

Merck-Medco 000001-04
Merck-Medco 000005-08
Merck-Medco 000009-10
Merck-Medco 000011-12
Merck-Medco 000013-14
Merck-Medco 000015-16
Merck-Medco 000017-18
Merck-Medco 000019-21
Merck-Medco 000022-26
Merck-Medco 000104-18
Merck-Medco 000119-39
Merck-Medco 000140-46
Merck-Medco 000147-51
Merck-Medco 000152-59
Merck-Medco 000160-66
Merck-Medco 000167-96
Merck-Medco 000197-202
Merck-Medco 000203-17



Merck-Medco 000218-24
Merck-Medco 000329-49
Merck-Medco 000350-77
Merck-Medco 000378-85
Merck-Medco 000386-404
Merck-Medco 000746-60
Merck-Medco 000826-55
Merck-Medco OQ0977-88

Mpylan

DIL 0278-80
FTC0002170-74
(Mylan’s CID response)

National Pharmaceutical
Alliance

FOIA 0001 (134 pp.)*

FOIA Confidential 0704-18
FOIA Confidential 0729-32
FOIA Confidential 0748-63
FOIA Confidential 0791-97
FOIA Confidential 0880-902
FOIA Confidential 0910-928

Novartis

NOV000115-21
NOV000144-83

PCS

PCS-00001-09
PCS-00019-27
PCS-00028-35
PCS-00036-43
PCS-00044-57
PCS-00070-74
PCS-00077-81
PCS-00225-32
PCS-00249-52
PCS-00291-93

Pfizer

000359-362
000363-70
000371-77
000385-443
000444-476
000509-615
000616-83
000684-809
000810-56
001034-61
001062-86
001087-105
001152-79
003662-947
004863-71
PFE 169-84
PFE 185-202
PFE 203-21
PFE 317-18
FTC0003004-05
(Fax from M. Brotman to
K. Bokat; 2/14/00)

PhRMA

PhRMA 0356-413
PhRMA 2461-521

Rhone-Poulenc Rorer

RPR 000005-61
RPR 000388-407
RPR 001029-44
RPR 001065-111

Searle .

FTC0002011-22
(Searle’s CID response)
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Watson

FTC0002206-13
(Letter and attachment
from R. Reinish to B.
Albert; 12/17/98)

FTC0004803-05
(Minutes of meeting at
RPR on 4/4/97; 4/9/97)

FTC0004834-35
(Memo from K. Clarke to
A. Chao and F.
Wilkinson; 3/18/97)

WPI 0046-52

WPI 0144-45

WPI 0212-13

WPI 0224-25

WPI 0266-69

WPI 0270

WPI 0275-78

WPI 0282-83

WPI 0284-86

WPI 0378-424

WPI 0427-32

WPI 0440-56

WPI 0625

WPI 0641-43

WPI 0721-23

WPI 0760-63

WPI 1233-34

WPI 1252-57

WPI 1287-96

WPI 1374-80

WPI 1404-06

WPI 1423-24

WPI 1583-84

WPI 1589-98

WPI 1614

WPI 1643-44

WPI 1647-48

WPI 1723-1811

WPI 1985-86

WPI 1996



[

WPI 2269-76 WPI 2314 Wilkerson Group

WPI 2277-81 WPI 2315-18

WPI 2282-86 WPI 2319-21 i IBM 00001-3
WPI 2287-90 WPI 2322-23 IBM 00004-6
WPI 2291-99 WPI 2324-25 IBM 00007-10
WPI 2300-2303 WPI 2330-31 IBM 00011-12
WPI 2304-07 WPI 2332 IBM 00013-55
WPI2310-11 A WPI 2340-59 IBM 00056-74
WPI2312-13 ~ * WPI 2360-69 -

Third-Party Documents with No Bates Numbers

Quatro Scientific

1. Notes of Dr. G. Cote, 7/16-9/11/97 (36 pp.) (Ex 1 to Cote’s 1/15/00 personal statement)
2. Letter from Dr. J-C. Tardif to M.Canton, 7/2/99

*These documents contain bates numbers only on the first page.
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Other

1. The transcripts of investigational hearings taken during FTC File No. 981-0368.

2. The transcnpts of investigational hearmgs taken during FTC Flle No. 981-0006

B -

3. The transcripts of depositions taken during Biovail Corporatlon Int’1 vs. Hoechst Marion
Roussel, Inc. et al., Civ. No. 98-1434 (D.N.J.)

4. Privilege logs submitted by respondents and third parties during FTC File No. 981-0368
and In the Mat{er of Hoechst Marion Roussel et al., Dkt. No. 9293

5. Data submitted in electronic form by respondents during FTC File No. 981-0368 and In
the Matter of Hoechst Marion Roussel et al., Dkt. No. 9293.

Respectfully Submitted,

/ o bt
Markus’H. Meier
Bradley S. Albert

Daniel A. Kotchen

Counsel Supporting the Complaint
Bureau of Competition

Federal Trade Commission
Washington, D.C. 20580

Dated: September 8, 2000
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CERTIFICATE OF SERVICE

I, Bradley S. Albert, hereby certify that on September 8, 2000, I caused a copy of the Complaint
Counsel’s List of Documents to be served upon the following persons via federal express.

James M. Spears, Esq.
"Shook, Hirdy & Bacon, L.L.P
600 14th Street, N.W.

Suite 800

Washington, DC 20005-2004

Peter O. Safir,.Esq.

Kleinfeld, Kaplan, and Becker
1140 19th Street, N.W.

9th Floor

Washington, DC 20036

Louis M. Solomon, Esq.
Solomon, Zauderer, Ellenhomn,
Frischer, & Sharp

45 Rockefeller Plaza

New York, NY 10111

/
/4 oA A
/Bradley|S. Albert
Counsel Supporting the Complaint
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Lad

STIPULATION AND AGREEMENT

Stipulation and Agreement, dated September 24, 1997, between Hoechst Marion Roussel, inc. and
Carderm Capital L.P. (collectively, HMRI) and Andrx Pharmaceuticals, {nc. (Andry);

WHEREAS, HMRI is the holder of United States patent No. 5,470,584 (*584 Patent).
which patent HMRI asserts covers the controlled release diltiazem hydrochloride formulation
which is marketed in the United States under the trademark'Cardizem® CD; and

WHEREAS, Andrx has developed a controlled release diltiazem hydrochlaride
formulation which it asserts is bioequivalent to Cardizem® CD and, pursuant to 21 U.S.C.
§ 355(_i), has submitted and amended an abbreviated new drug application (ANDA) to the United
States Food and Drug Administration (FDA) in order to obtain the right to sell that product (the
Andrx Product) in t.he Unitad Stares and

" WHEREAS, HMRI has filed a Complaint against Andrx in the United States District
Court claiming that the Andrx Product infringes the ‘S84 patent, which case is pending in the
Southern District of Florida as Case Number 96-06121 (the Patent Infringement Acrion); and

WHEREAS, both parties recognize that until the issues of whether the Andrx Product
infringes the ‘584 patent and whether the ‘584 patent is valid and enforceable are resolved in a
final and unappealable order or judgment (Final Judgment) each party could take actions during
the pendency of the Patent Infringement Action which could have significant financial
repercussions; and

. WHEREAS, HMRI believes that the market for diltiazem hydrochloride and the
consumers of diltiazem hydrochloride could be harmed in the event that an infringing or non-
bioequivalent product were brought to marker; and

WHEREAS, HMRI has asserted that it intends to seek an injunction barring the
marketing, distribution or sale of the Andrx Product prior to the entry of Final Judgment on
HMRI’s claims in the Patent Infringement Action; and

WHEREAS, HMRI has also asserted that it intends to seek substantial damages and
trebled damages for any marketing of the Andrx Product before the entry of Final Judgment; and

WHEREAS, Andrx recognizes that it could lose a substantial investment were it to move
forward to marcket the Andrx Product following the dare on which the FDA's approval of the
Andrx Product under 21 U.S.C. §355() becomes effective (FDA Approval) but before the entry
of Final Judgment and were HMRI successful in obtammg an injunction blocking the distribution
and sale of the product; a.nd .
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WHEREAS, Andrx also recognizes thal the darmages could be potentially ruinous were
Andrx 1o bring the Andrx Product to market and were HMRI 10 prevail in the Patent Infringement
Action; and :

WHEREAS, Andrx also believes that if it were to refrain from selling the Andrx Produyct
until after Final Judgment is rendered in the Patent Infringement Action and it prevails in the
Patent [nfringement Action, then it will have lost substantial revenues (rom the Andrx Product:
and . - - '

- . "

WHEREAS, Andrx is desirois of bringing a Jxoequwalcm or generic form of Cardizem®
CD to the market; and

WHEREAS, the parties intcng! to fully and vigorously litgate the infringemem and
validiry issues underlying the Patent Infringement Action, but wish to reduce the risks and losses
which could result from an adverse decision with respect to damages.

NOW THEREFORE, in consideration of the foregoing and for other good and valuable
consideration, and the mutual covenants set forth herein, the parties agree as follows:

L. Effect of Recitals:
The recitals set forth above are true and correct and are incorporated herein by reference.
2. Obligation to Maintain Status Quo:

(A). Pending the entry of Final Judgment, the parties agrec to maintain the status quo
with respect to the commercjal sale of the Andrx Product in the United States. Andrx agrees not
to commence the commercial sale of the Andrx Product or other bioequivalent or generic version
of Cardizem® CD in the United States directly or indirectly until the entry of Final Judgment, or
until it obtains a license from HMRI pursuant to paragraphs S, 6, and 7 of this Stipulation and
Agreement, or until Andrx receives the notice required by Paragraph 5 of this Stipulation and
Agreement, whichever is the first to occur.  Andrx further agrees that during the pendency of the

. Patent Infringement Action, it will. dxhgently prosecute the ANDA for the Andrx Product and will

not rclmqmsh or otherwise compromise any right accruing thercunder or pertaining thereto.

(B). HMRI agrees not to seek further preliminary injuncrive relief against Andrx in this

" litigation or otherwise until the entry, of Final Judgment, HMRI further agrees that for the period-

beginning on April 1, 1998 and endmg upon the termination of this Stipulation and Agreement or
the termination of any licensing agreement entered hereunder, whichever is later, HMRI will
provide Andrx with a copy of any changes it proposes to the FDA with respect to the package
insert and the immediate container label for Cardizem® CD within 10 days-of the date upon
which such proposed changes are transmitted 10 the FDA. HMRI further.agrees that it will notity
Andrx of any proposed changes which may be pending before the FDA as of April 1, 1998.
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HMRI further agrees to notify Andrx in writing of any labeling change which is approved by the
FDA with respect to Cardizem® CD' within 10 days of receiving notification at such appraval,

(C).  Andrx agrees that it will dismiss. without prejudice, its antitrust and untfair
competition counterclaims in the Pateat [nfringement Action (includiag but not limited to counts
[IT through VT and counts XT through XV of said counterclaim) within 30 days of the execution of
this Stipulation and Agreement. Andrx further agrees that as between the parties (o this
Stipulation and Agreement, such dismissal shall be with prejudice as of the date that Final
Judgment becotnes effective, prov1dcd that HMRI has fully complied with the terms of this
Stipulation and Agreement. ;

(D). Beoth panies agree that neither will apply to the court in the Patent [nfringement
Action for an order increasing or decmumg the thirty (30) month period provided for by 21
us. C §355G)(4)(BXGii). :

3. Lost Profic Payments:-

(A). For the purposes of this Stipulation and Agreement, the parties stipulate that the
profits that Andrx would have realized from the sale of the Andrx Product would b
per year after FDA Approval,

(B). IfFinal Judgment detcrmines that the 584 patent is invalid or unenforcsable or

that the Andrx Product does not infringe said patent, HMRI shall pay Andrx an amount,
calculated at the stipulated rate o*md prorated for fractions of a year, for
the period beginning upon FDA Approval end ending on the date that Final Judgment becomes
effective. (For the purposes of this Stpulation and Agreement, the Effective Date of Final
Judgment shall mean the later of the date of final disposition in respect of said Final Judgment (or
order, as the case may be) ar the expiration of the period to appeal or seek review of said
dlsposmon, order or Final Judgment.) Said amount shall be reduced solely by an amount cqual
to the amounts actually paid to Andrx by HMRI pursuant to Paragraph 4(A) below

(C).  Inthe event that HMRI provides Andrx with notice pursuant to Paragraph 5(B) of -
this Stipulation and Agreement, the end of the period described in Paragraph 3(B) above shall be
the earlier of* (1) the date Andrx effects its first commercial sale of the Andrx Product; or (2) the
date HMRI or its licensee effects-its first commercial sale of a generic or bioequivalent formn of
Cardizem® CD, provided that the first such sale by HMRI or its licensas accurs after the
expiration of the notice period described in Paragraph 5(B).

(D). In the event that Andrx exercises its option to acquire a license pursuant to *

Paragraph 6 (A)(i) of this Stipulation and Agreement, the end of the period described in
Paragraph 3(B) above shall be the date upon which said license agreement becomes effective.
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(E).  Andrx shall prepare and forward an invoice for the amount due from HMRI
pursuaat to this Paragraph and that invoice shall be payable and paid te Andrx within 30 days of
the date of the invoice. :

4. Interim Payrnents:

(A).  For the period beginning upon FDA Approval and ending on the Effective Date of
Final Judgment, Andrx shall be entitled 1o receive nonrefundablé interim payments from HMRJ of
$40 million per year, payable quarterly. Within 10 days after FDA Approval, HMRI shall pay to
Andrx a prorated amount for the period betweaen that effective date and the end of that calendar
quarter. On the first day of each calendar quarter afier that effective date, HMRI shall pay to
Andrx the full $10 million quarterly payment due to Andrx under this Paragraph,

(B).  In the event that HMRI provides Andrx with notice pursuant to Paragraph 5(B) of
this Stipulation and Agreement, the end of the period described in Paragraph 4(A) shall be the
date upon which the applicable writtén notice period described in Paragraph 5(B) expires or the
date Andrx effects its first Commerciql sale of the Andrx Product, whichever is earlier.

(C). Inthe event that Andrx exercises its option to acquire a license pursuant to
* Paragraph 6 (A)(ii) of this Stipulation and Agrecment, the end of the period described in
Paragraph 4(A) above shall be the date upon which said license agreement becomes effective.

5. {cense:

AS

* igj‘.’l m’a%‘-

HMRI hereby grants, and warrants it has the right to grant, to Andrx an irrevocable opton
to dcquire a license (or sublicense as the case may be) to all intellectual property which HMRI
owns or controls that Andrx may need to sell, market and distribute the Andrx Product in the
United States, its territories and possessions, including the Commonwealth of Puerto Rico.
(HMRI agrees that jt shall not sell, assign or otherwise voluntarily divest itself of said intellectal
propexty during the term of this Stipulation and Agreement in a way which would interfere with
or otherwise frustrate Andrx's right to acquire a license under either Paragraphs S or 6 of this
Stipulation and Agreement.) Such license shall be non-exclusive.

(A). Inthe event that Andrx previously has taken a license under Paragraphs 6(A)(i) or
6(A)(ii) of this Stipulation and Agreement, HMRI shall have no obligation to notify Andrx of
HMRI’s intention to either license said intellectual property to any other party (either directly or
indirectly, including, but not limited o, an agreement not to enforce said intellectual property
against the other party) for the purpases of selling a bioequivalent or generic version of
Cardizem® CD or utilize said intellectual property (directly or through a subsidiary) for the
purpose of selling its own bioequivalent qr generic version of Cardizem® CD in its own right.

(B).  In the event that Andrx has not taken a license under Paragtaphs 6(A)(i) or 6(A)(ii)
- of this Stipulation and Agreement and HMRI elects to either license said intellectual property to
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any other party (either directly or indirectly, including, but not limited to, an agreement not Lo
enforce said intellectual property against the other party) for the purpases of selling a
bioequivalent or generic version of Cardizem® CD or utilize said intellectual property (directly or a
indirectly through a subsidiary or any other entity) for the purpose of selling its own biozquivalent
or generic version of Cardizem® CD in its own right, then HMRI shall give Andrx written notice
prior to the date upon which the third party licensae¢ is authorized to make its first commercial sale
or the date of HMRIs first commercial sale as required in the following schedule:

" *(i).  If the date upon which the third party licensee is authorized to make its first
commercial sale or HMRI’s first planned st le arises on or before
natice is required,

(ii). If the date upén which the third party licensee is authorized to make its first

commercial sale or HMRI's first planned sale arises after QI 2d oo or before
R - -

(iif).  If the date upon which the third party licensas is authorized to make its first

commercial sale or HMRI's :first planned sale arises on or aﬁe-and on or
bcforupﬁor written notice is required. :

: @(v). Ifthe date upon which the third party licensee is authorized to make its first
Lo commercial sale or HMRI's first planned sale arises on or afte and on or
bcfore“rior written notice is required. -

(v). Ifthedate upbn which the third party licensee is authorized to make
commercial sale or HMRI's first planned sale arises aftar
written notice is required. -

its first
rior

) (C).  The notice provided in Paragraph 5(B) above shall identify, by name, the third
party licensee or the HIMRI entity authorized to sell a bioequivalent or generic version of
Cardizem® CD and shall specify the date upon which the third party licensee is authorized to
make its first commercial sale or the date HMRI's first commercial sale is contemplated. -

(D).  Exceptas expressly ;:rrovided in this Stipulation and Agreement, HMRI expressly
retains all rights under said intellecrual property.

6. erci ion to Obtain License:

(A). The option referred to in Paragraph 5 above must be exercised, if at all, at one of
the three oppartunities set forth below.

; ® By no later than the period beginning on_
W coci

Page 5of 10



(SEP. 26,2000 4:49PM N0.5522 P /11

RESTRICTED CONFIDENTIAL,
ATTORNEYS EYES ONLY

-l—_ ‘, : (ii) [n the event tﬁat“

Andrx may exercise sidid option at any time begianing on the carlier of these dates
- ‘and endin

(iii) Intheevent that HMRI notifies Andrx of its intent to license said
intellectual property to any other party for the purposes of selling a bioequivalent or
generic version of Cardizerh® CD, or of its intent to use said intellectual property (directly
or indirecily through a subsidiary or any other entity) for the purpose of selling its own

" bioequivalent or generic version of Cardizem® CD, Andrx may exercise said aption

(B). Except as regards the license fees and royalty rates set forth below, the terms of the
license shall be negotiated in good faith by the parties and shall allow Andrx to sell the Andrx
Product as a binequivalent or generic version of Cardizem® CD. Andrx shall be authorized to
sell the Andrx Product during such negotiations and pnor to the execution of a formal license

agreement,
7. License Fee and Royalties:

As set forth below, Andrx agrees to pay HMRI a license fee at the time it acquires a
license pursuant to this Stipulation and Agreement as well as royalties based upon

m For the purpose of this Stipulation and
Agreement and of any license entered into by the parties pursuant to this Stipulationand *
Agreement, the term

In the event that Andrx a

In the cvent that Aridrx ac
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(A).  Inthe event that HMRI dismisses the Patent [nfringement Action prior to the
Effective Date of Final Judgment, such dismissal shall be deemed to be as between the parties to
this Stipulation and Agrecment, & Final Judgment that the ‘584 patent is invalid or unenforceablc
or that the Andrx Product does not infringe said patent and said Final Judgment will be deemed to

be cﬁ'ccuvc on the datd

(B). Itis understood by the parties that in addition to the specific obligations set forth in
Paragraph 2 of this Stipulation and Agreement, Andrx agrees that it may not wansfer, sell or
assign any right to obtain a license pursuant to Paiagraphs 5 and 6 of this Stipulation and
Agreement or any rights granted to Andrx pursuant to a license issued under said paragraphs to
any other party without the express written consent of HMRI (a change in the ownership or
control of Andrx’s stock shall not require HMRI's consent), and, subject to subparagraph (iv)
below, Andrx may nor, prior to the Effective Date of Final J udgment, withdraw the ANDA that it
has submitted to the FDA, for the Andrx Product.

(1)-  Inthe event that Andrx violates its obligations under Paragraph 2; transfers,
sells or assigns any rights granted to Andrx by HMRI pursuant to Paragraphs 5 and 6 of
this Stipulation and Agreement or pursuant to any license issued under said paragraphs to
any other party without the express written consent of HMRI (a change in the ownership

- or control of Andrx’s stock shall not require HMRI's consent), or, prior to the Effective
Date of Final Judgment, withdraws the ANDA that jt dox Produc
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(11). Before HMR.I may seek termination of this Stipulation and Agreemen and
the return of monies paid to Andrx pursuant (o this Subparagraph 8(B)(i), HMRI shall
provide express wrinien notice to Andrx specifying the obligation which, in HMRI’s
opinion, Andrx has not fulfilled, the specific manner in which each such obligation has not
been fulfilled, and the specific conduct by Andrx that, in HMRI's opinion, will cure the
asserted default. In the event that Andrx cures the alleged non-fuulfillment identified by
HMRI within 30 days of receiving such notice (or such other longer period as HMR] in
writing expressly consents), such cure will be deemed fill compliance (retroactive to the
dare ofthe first asserted dcfault) and this Stipulation and Agreerment will rernain in ful]
force and effact. N

(iii) If Andrx has taken a license under eithelmﬂ
this Stipulation and Agreemeit, termination of this Stipulation and Agreement as

contemplated under Paragraph 8(B)(I) shall not terminate any license previously granted to
*_Andrx pursuant to Paragraph 5 and, with respect to license fees and royalty payments,

(iv), Nothingin t.tus Stipulation and Agresment shall be construed as prohibiting
or limiting Andrx’s right to amend or modify the ANDA that it has filed with respect to
the Andrx Praduct so long a3 such amendment or modification shall not require the
withdrawal of the existing ANDA and/or submission of a new ANDA and shall otherwise
be consistent with Andrx’s obligation to diligently prosecute its ANDA before the FDA as
set forth in Paragraph 2 of this Stipulation and Agreement. Far all purposes of this
Stipulation and Agreement, the term “Andrx Product” shall mean the product Andrx
intends to sell pursuant to the ANDA on file with the FDA and as said ANDA may be
amended consistent with this’ subparagraph.

(C). Notwithstanding any other provision of this Stipulation and Agreement, in the
event that there is a final unappealable determination in the Patent Infringement Action that.does
not determine either (1) that the ‘584 Patent is valid and enforceable and the Andrx Product

- infringes said patent; or (2) thar the ‘584 patent is invalid or unenforceable and/or that the Andrx
Product does not infringe said patent, such determination shall be deemed to constitute, for all
purposes in this Stipulation and Agreement, a Final Judgment that the ‘584 patent is invalid or
unenforceable or that the Andrx Product does not infringe said patent unless HMRI notifies Andrx
in writing within 30 days of the date' of such determination that it continues to believe that the
Andrx Product infringes the ‘584 Patent and that it will seek 1o enforce the ‘584 patent by refiling
its action at an appropriate time in-an appropriate forum and refiles its action no later that 30 days
following the laser of either: (1) FDA Approval; or, (2) the date upon which the final unappealablc
detetmination referenced above in thls Paragraph is entered. Andrx agrees that it will not ‘seek to
block ot otherwise frustrate HMRI’s efforts to refile its action in this manner in a timely fashion
provided that nothing herein shall bé deemed to constitute a waiver by Andrx of any defenses,
including the defense of preclusion, that it may have available in such refiled action. In the event
HMRI provides the notice set forth above and refiles its action within the time frames herein

1
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established, such renewed action shall constitute the Patent [nfringement Action for the purposes
of the Stipulation and Agreement and the parties' respective obligations and rights under this
Stipulation and Agreement shall continue uninterrupted and unimpaired as though no final.
unappealable determinarion had been entered. In the event HMRI does not provide the notice se
forth above or does not refile its actidn within the time frames herein established, Final Judgment
shall be deemed to have been entered on the expiration of the period for HMRI 1o issue such
notice, if it has not done so, or the expiration of the period in which it was required to refile such
action if notice was provided, and for the purposes of this Stipulation and Agreement, such date
shall be deemed as the Effective Daté of Final Judgment. In the event that Final J udgment is
deemed entered pursuant to this paragraph, it shall, as berween the parties to this Stipulation and
Agreement, constitute a final coriclugive and unappealable determination that the *584 patent is
invalid or unenforceable or that the Ar;'ndrx Product does not infringe said patent.

d
i

(D). Notwithstanding any gther provision of this Stipulation and Agreement, in the
cvent that prior to a Court determining the issues of the validity of the '584 patent and whether the
Andrx Product infringes that patent, Andrx in writing stipulates or, in open cpurt and on the
record, concedes that the ‘584 patent is valid and that the Andrx Product infiinges said pateat,
Andrx shall repay to HMRI an amount equal to the amount of all payments that have been paid to
Andrx pursuant to this Stipulation and Agreement, and this Stipulation and Agreement shall be
terminated. o

9. Use of Agresment:

Except as otherwise required by law or as otherwise may be requested by the court in the
Patent Infringement Action, the terms and existence of this Stipulation and Agreement shall be
kept confidendal. This Stipulation and Agreement and any drafts thereof or any documents or
records pertaining thereto or information derived therefrom shall not be introduced into evidence
in the Patent Infringement Action or any other litigation for any purpose.

10.  Effect of Agreement:

The parties represent and warrant that this Stipulation and Agresment constitutes their
valid and legally binding obligations and shall be binding upon and inure to the benefit of the
parties hereto and their successors and assigns. Except as otherwise provided in Paragraph 8(B),
this Stipulation and Agreement may not be assigned without the express written consent of the
other party. However, nothiﬁg in this Paragraph or this Stipulation and Agreement shall restrict
Andrx's right to assign its right to receive income under this Stiputation and Agreement,

11, i w - Conse isdicti

The parties hereto expressli{ agree that all the terms and provisions hereof shall be

construed under the laws of the Stétq of Florida as now adopted or as may be hereafter amended,

without giving effect to any conflict of law or choice of law provision or rule, In the eventafa
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dispute between the parties as to the interpretation, application ar effect of this Stipulation and
Agreement, the parties agree that any litigation arising out of such dispute shall be filed and venye
shall be conelusively laid in the United States District Court for the Southem District of Florida, —
and both parties expressly consent to personal jurisdiction in that forum for the purpases ot
resolving said dispute.
12. i ement: ,

This Stipulation and Agreement constitutes the entire agreement of-the parties hereto with

respect lo the matters set forth herein and sup:rsedes any pnor understanding or agreement, oral
or written, with rcspcct thereto.

13. Nonpayment:

- Any amounts not paid when due shall thereafier bear interest at 18% per annum and al|
costs and expenses, Including reasanable atromeys® fees, incurred in connection with the
enforcement of this Stipulation and Agreement shall be paid to the prevailing party by the non-
prevailing party, upon demand, !

IN WITNESS WHEREQOF, the parties hereto have caused this Stipulation and Agreement
to be execured by their duly authonzed represcntauves on the date first written above,

Hoechst Marjion Roussel, Inc. ‘Andrx Pharmaceuucals Ine.

BY@C@% By %/ %
T

Name Peter W. Ladell NameChin-iog J. Chem, Ph.D.

Title Chief Operating Officex . Title President

Cardcrm CapmA L.P.

By //{/(A&(

Na.mp Dirk Kruse

Title  Authorized Representative ;

M
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Business
Plans/Forecasting

BRAH000001-2
BRAH000003-12
BRAH000021-46
BRAH000047-70
BRAH000071-81
BRAH000102-38
BRAH000139-65
BRAHO000166-88
BRAH000189-212
BRAH000213-38
BRAH000239-62
BRAH000263-84
DUNCO000222-223
DUNC000242-43
HMRI-000717-20
HMRI-000866-67
HMRI-000924-28
HMRI-001440-60
HMRI-001461-69
HMRI-001470-72
HMRI-001480-92
HMRI-001523-55
HMRI-001557-70
HMRI-001578-94
HMRI-001595-1655
HMRI-001720-1996
HMRI-002050-88
HMRI-003063
HMRI-006214-21
HMRI-007679
HMRI-007681
HMRI-007718-57
HMRI-007959-61
HMRI-007971
HMRI-007972-8011
HMRI-008014-15
HMRI-008016-17
HMRI-008105-59
HMRI-008369-74
HMRI-026476-83
HMRI-027498-500
HMRI-027501-02
HMRI S8 000034
HMRI S8 000072-73
HMRI S0 000074
HMRI S9 000075-76
HMRI $17 000137-51
HMRI S17 001023-26
HMRI 817 001200-25
HMRI S18 000001-38



Business
Plans/Forecasting

BRAHO000001-2
BRAH000003-12
BRAH000021-46
BRAH000047-70
BRAHO000071-81
BRAH000102-38
BRAH000139-65
BRAH000166-88
BRAH000189-212
BRAH000213-38
BRAH000239-62
BRAH000263-84
DUNC000222-223
DUNCO000242-43
HMRI-000717-20
HMRI-000866-67
HMRI-000924-28
HMRI-001440-60
HMRI-001461-69
HMRI-001470-72
HMRI-001480-92
HMRI-001523-55
HMRI-001557-70
HMRI-001578-94
HMRI-001595-1655
HMRI-001720-1996
HMRI-002050-88
HMRI-003063
HMRI-006214-21
HMRI-007679
HMRI-007681
HMRI-007718-57
HMRI-007959-61
HMRI-007971
HMRI-007972-8011
HMRI-008014-15
HMRI-008016-17
HMRI-008105-59
HMRI-008369-74
HMRI-026476-83
HMRI-027498-500
HMRI-027501-02
HMRI S8 000034
HMRI §9 000072-73
HMRI S0 000074
HMRI S9 000075-76
HMRI S17 000137-51
HMRI §17 001023-26
HMRI S17 001200-25
HMRI S18 000001-38



Business
Plans/Forecasting

HMRI S18 000053-56
HMRI S18 000149-57
HMRI 518 000182-87
HMRI S18 000214-16
HMRI S18 000224
HMRI S18 000231-32
HMRI S18 000268-71
HMRI $18 000272
HMRI S18 000277-78 *
HMRI! S18 000299-309
HMRI S18 000312-33
HMRI S18 000334-36
HMRI S18 000337-39
HMRI S18 000346-48
HMRI S18 000349-58
HMRI S18 001300
HMRI S18 001389-1428
HMRI S19 001723-58
HMRI S19 002732-37
HMRI S19 009402-29
HMRI S25 002162-74
HMRI Spec 6 John Kelley
000476-534

HMRI Spec 20 Stratemeier
000181-190



Marketing/Sales and
Contracting

HMRI-000746-50
HMRI-005501-03
HMRI-006022-55
HMRI-006214-21
HMRI-006510-617
HMRI-026096-419
HMRI-026859-904
HMRI-029520-39
HMRI-029549-69
HMRI-029597-601
HMRI-029617-26
HMRI-0029659-82
HMRI-029697-98
HMRI-029735-39
HMRI-029793-95
HMRI-029830-41
HMRI-029934-37
HMRI-029942-52
HMRI-030094-119
HMRI-030178-87
HMRI-030245
HMRI-030355-61
HMRI-030362-68
HMRI-030550-58
HMRI S19 003084-142
HMRI S19 005063-206
HMRI S19 005425-27
HMRI S19 006920-65
HMRI S19 007760-71
HMRI S19 011259-80
HMRI S19 011281-90
HMRI S19 011291-303
HMRI S19 011304-10
HMRI S19 011550-81
HMRI Spec 7 Doug
Randall 000674-721
HMR! Spec 7 John
Kelley 000895-933



Minutes

HMRI-013805
HMRI-013807-08
HMRI-013834-37
HMRI-013849-51
HMRI-013852-54
HMRI-013855-56
HMRI-013857
HMRI-013858
HMRI-013859
HMRI-013860 °
HMRI-013861
HMRI-013862
HMRI-013863-64
HMRI-013865-67
HMRI-019929
HMRI S6 000041-46



Probucol

HMRI-008405
HMRI-008406-09
HMRI-008410-14
HMRI-008466-67
HMRI-008469-88
HMRI-008491-92
HMRI-008502-03
HMRI-008520-22
HMRI-008525-30
HMRI-008573-74
HMRI-008602-04
HMRI-008641-80
HMRI-008697-98
HMRI-008791
HMRI-008854-61
HMRI-009221-25
HMRI-009710-38
HMRI-010188-90
HMRI-010191
HMRI-010194
HMRI-010210-12
HMRI-010213
HMRI-010530-34
HMRI-010560-61
HMRI-011090-95
HMRI-011099-102
HMRI-011130-32
HMRI-011137-44
HMRI-011160-65
HMRI-011168
HMRI-011171-72
HMRI-011256-60
HMRI-011278-79
HMRI-011282-84
HMRI-011514-15
HMRI-011612-13
HMRI-012409-11
HMRI-012412-13
HMRI-012466-67
HMRI-012477-83
HMRI-012485-90
HMRI-012491-92
HMRI-012495
HMRI-012748-54
HMRI-012765
HMRI-012775-77
HMRI-012834-37
HMRI-013135-38
HMRI-013148
HMRI-013196
HMRI-013214-33



Probucol

HMRI-013254-60
HMRI-013261-67
HMRI-013268-71
HMRI-013287-97
HMRI-013449-50
HMRIi-013461-84
HMRI-013750-51
HMRI-013760
HMRI-013769
HMRI-019460-83
HMRI-019464-65
HMRI-019466-77
HMRI-019478-82
HMRI-019484-86
HMRI-019529-35
HMRI-019551-52
HMRI-020451-57
HMRI-020461-62
HMRI-022269
HMRI-022271-75
HMRI-022838-42
HMRI-0222343-44



Andrx Patent Litigation

GADS030661-65
GADS030666-75
GADS030767-80
HMRI-00001-5
HMRI-00006-7
HMRI-00008-13
HMRI-000014-19
HMRI-000020-25
HMRI-000026-32
HMRI-000033 ~* o E
HMRI-000034-35
HMRI-000036-39
HMRI-000040-44
HMRI-000045-49
HMRI-000050-54
HMRI-000055-60
HMRI-000061-67
HMRI-000068-74
HMRI-000075-81
HMRI-000082-87
HMRI-000088-93
HMRI{-000094-99
HMRI-000100-08
HMRI-000109-11
HMRI-000112-17
HMR!-000134-38
HMRI-000140-141
HMRI-000142
HMRI-019934
HMRI-026937-38
HMRI S5 000001-2
HMRI S5 000005-7
HMRI S5 000008-9
HMRI S5 000010
HMRI S5 000018
HMRI S5 000030
HMRI S5 000047-48
HMRI 85 000049-50
HMRI S5 000051-54
HMRI S5 000055-56
HMRI S5 000059-60
HMRI S5 000063-97
HMRI S5 000098
HMRI S5 000099
HMRI S5 000100
HMRI S7 000038-44
HMRI S7 001317-30
HMRI S7 001350-54
HMRI §7 001356-60
HMRI S7 001362-66
HMRI S7 001392-407



Andrx Patent Litigation

HMRI S7 001434
HMRI S7 001477-597
HMRI §7 001599-628
HMRI S7 001656-78

HMRI 87 002464-77
HMRI §7 002803-15
HMRI 87 002984-3000
HMRI S7 003129-33
HMRI S7 003139-43 ~ =
HMRI S7 004282-85
HMRI §7 004287-90
HMRI §7 004291-92
HMRI! S7 006126-70
HMRI S7 006292-315
HMRI S8 000014-23
HMRI SPEC 20
HOSKINS 00001-2
HMRI SPEC 20
HOSKINS 00003-5
HMRI SPEC 20
HOSKINS 00273-305
Settlement Discussion
Agreement

6/8/99 letter from L.
Solomon to J. Spears
HMRI-020029






Miscellaneous

HMRI-020472-82
HMRI-020484-95
HMRI S8 000034
HMRI S9 000072-73
HMRI S8 000074
HMRI S12 001542-58
HMRI S$15 000003-10
HMRI S15 000059-62
HMRI Spec 20
Stratemeier 000283-91 =
FTC0001852-54
FTC0001861-68
FTC0002023-60
FTC0004861-62
FTC0004863-65
FTC0004884-86
FTC0004896-97
"Long Terms Incentive
Plan Overview" for
Hoechst Marion
Roussel, Inc.
"Hoechst Marion
Roussel: The
Pharmaceutical
Company of Hoechst"
presentation, 1/15/99
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UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

In the Matter of

HOECHST MARION ROUSSEL, INC., Docket No. 9293
a corporation,

B

CARDERM CAPITAL L.P.,
a limited partnership,

and

ANDRX CORPORATION,
a corporation.

DECLARATION OF KAY NOONAN IN SUPPORT OF
RESPONDENT AVENTIS PHARMACEUTICALS, INC.’S
APPLICATION FOR IN CAMERA TREATMENT OF
CERTAIN CONFIDENTIAL DOCUMENTS

[, Kay Noonan, pursuant to 28 U.S.C. § 1746, declare as follows,:
1. I am in-house counsel for respondent Aventis Pharmaceuticals, Inc. (“Aventis™),

2. I have discussed and reviewed with Peter Bernstein, outside counsel for Aventis, the
documents for which in camera treatment has been requested.

3. Aventis, and its predecessors, have sold Cardizem® CD since 1993 and continue to
do so in 2000. Cardizem® CD is indicated for the treatment of hypertension and angina and
competes with numerous other pharmaceutical products.

4. Our review of these documents revealed that the identified information is closely held
and is not widely circulated within the company. Typically, information is only disseminated within
the company to those with a necessary interest. A good example of this is internal company minutes,
that are typically only distributed to attendees and anyone with specific reasons for possessing such
information. Information such as minutes, business plans, and marketing studies are valuable to the
company as it provides the necessary facts with which prudent business decisions are made, This
sort of information would be valuable in the hands of any competitor. Due to the proprietary nature
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of the identified information, it would not be available to a competitor and it would be difficult, if
not impossible, for a competitor to acquire or duplicate this information. The Business Plans and
Forecasts, Marketing, Sales and Contracting Documents; and Corporate Minutes reflect the thought
processes and business judgement of Aventis employees, Granting competitors access to such
confidential materials would cause serious injury to Aventis.

5. Release of this information contained in this application would cause serious injury
in that the information for which in camera treatment has been requested would provide competitors
with access to proprietary information including cost of sales, cost of goods, third party royalties,
operating.expensss, inter-company margins, cash discounts, revenues and-rebates. Such access
would undermine Aventis’ competitive position in the hypertension warket and jeopardize its
negotiating positions with third-party payors.

I declare under penalty of perjury that the foregoing is true and correct.
Executed in Kansas City, MO, on September 29, 2000

Respectfully Submirted,

Yo o Wt

Kay I(gonan







UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

In the Matter of

Hoechst Marion Roussel, Inc., et al.,

S

Respondents.

Docket No. 9293

-

CERTIFICATE OF SERVICE

I, Peter D. Bernstein, hereby certify that on September 29, 2000, a copy of Aventis
Pharmaceuticals, Inc.’s Application for In Camera Treatment of Certain Confidential Documents
was served upon the following persons by hand delivery and/or Federal Express as follows:

Donald S. Clark, Secretary
Federal Trade Commission
Room 172

600 Pennsylvania Ave., N.-W.
Washington, D.C. 20580

Richard Feinstein

Federal Trade Commission
Room 3114

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

Hon. D. Michael Chappell
Administrative Law Judge
Federal Trade Commission
Room 104

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

Markus Meier

Federal Trade Commission
Room 3017

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

Louis M. Solomon [By FedEx]

Solomon, Zauderer, Ellenhorn,
Frischer & Sharp

45 Rockefeller Plaza

New York, NY 10111

Peter O. Safir

Kleinfeld, Kaplan and Becker
1140 19th St., N.W.
Washington, D.C. 20036

e

Peter W




