UNITED STATES OF AMERICA

BEFORE FEDERAL TRADE COMMISSION Qﬂwﬁﬁﬂmﬁrﬂi
F & RECEIVED DOSUMENTS g

In the Matter of

NORTH TEXAS SPECIALTY PHYSICIANS, DOCKET NO. 9312

a corporation.

COMPLAINT COUNSEL’S OPPOSITION TO RESPONDENT’S
MOTION TO COMPEL RESPONSES TO INTERROGATORIES
Respondent North Texas Speciéi& i’hysicians (“NTSP”), even before the

commencement of the fact discovery period, served on Complaint Counsel two vague but
sweeping contention interrogatories, which, inter alia, would require Complaint Counsel to
interrupt its fact discovery in order to set forth—on a partial factual record-a detailed description
of the facts supporting each of its allegations of the complaint. Respondent is attempting to use
these interrogatories to override this Court’s own scheduling order, which provides separately
certain dates for discovery and for disclosure by each party of evidence that will be used at trial
to support its allegations. Complaint Counsel objected to the terms of these contention
interrogatories as well as to their timing. Respondent has now belatedly moved to compel
responses to these interrogatories. Complaint Counsel respectfully recommends that this Court
dismiss North Texas Specialty Physicians’ Motion to Compel Responses to Interrogatories (filed
Nov. 4, 2003) (“Motion to Compel”) as untimely, or, in the alternative, follow the customary
practice in Commission and federal court litigation, and delay whatever responses to contention

| interrogatories may be held appropriate until the close of fact discovery, if at all, when responses



can be made on a complete factual record. Finally, Complaint Counsel submits that this Court
should quash one of the contention interrogatories as an improper attempt to restructure
Complaint Counsel’s allegations and legal theories. For these and other reasons set forth below,
NTSP’s Motion to Compel should be denied in its entirety.

L Respondent Filed Its Motion to Compel Responses to Interrogatories Nine Days
After the Time Permitted by This Court’s Scheduling Order.

According to this Court’s Additional Provisions to the Scheduling Order, “[a]ny motion
to compel responses to discovery requests shall be filed within 5 days of impasse if the parties
are negotiating in good faith and are not able to resolve their dispute.” Scheduling Order aj: 94,
(filed Oct. 16, 2003) (“Scheduling Order”). On .6;tober 6, 2003, Respondent issued
interrogatories to Complaint Counsel. See Respondents Interrogatories to Complaint Counsel
(filed Oct. 6, 2003) (“Interrogatories™). Complaint Counsel filed timely objections to the
Interrogatories on October 16, 2003. Respondent and Complaint Counsel held a conference on
October 21, 2003 in an unsuccessful effort to resolve all disputed issues. In Respondent’s
Motion to Compel, counsel for Respondent certified that he conferred with Complaint Counsel
“in good faith to resolve by agreement the issues raised in this motion and [Respondent] has been
unable to reach such an agreement.” Motion to Compel at 9. Despite the instructions of this
Court requiring that a motion to compel be filed within five days of impasse (reached here on
October 21), Respondent waited fourteen days before filing the present motion on November 4,
2003. Since Respondent neither ﬁl_ed its Motion to Compel in a timely fashion, nor requested an
extension of time to respond, nor offered any justification or excuse for ignoring Y 4 of the

Scheduling Order, Respondent’s Motion to Compel should be dismissed as untimely.



L. Respondent’s Contention Interrogatories Are Premature.

A. Respondent’s contention interrogatories are premature under the FTC Rules
of Practice.

Respondent’s contention interrogatories are premature.’ Although contention
interrogatories are permitted under the FTC Rules of Practice for Adjudicative Proceedings
(“Rules of Practice™), they are generally reserved until closer to or following the completion of
fact discovery. Rule 3.35(b)(2) of the Rules of Practice and the identically worded Rule 33(c) of
the Federal Rules of Civil Procedure both unmistakably confer on the courts considerable
discretion in deciding when (if ever) a party must answer contention interrogatories. Rules of
Practice, 16 C.F.R. § 3.35(b)(2) (“Rule 3.35(b)(2)”); Fed. R. Civ. P. 33(c) (“Rule 33(c)”). After
declaring that an otherwise proper interrogatory is not necessarily objectionable merely because it
calls for an opinion or contention, the Rule immediately continues: “but the Administrative Law
Judge may order that such an interrogatory need not be answered until after designated discovery
has been completed or until a pre-trial conference or other later time.” Rule 3.35(b)(2). In the
Advisory Committee Notes accompanying the 1970 amendments that sanctioned the use of
contention interrogatories, the Committee states that “[s]ince interrogatories involving mixed

questions of law and fact may create disputes between the parties which are best resolved after

! Respondent characterizes the interrogatories as “contention interrogatories™ in its

Motion to Compel, see Motion to Compel, at 3 ez seq. Well settled case law indicates that
interrogatories that refer to mixed questions of law and fact, or questions which ask another party
to indicate what it contends, or to state all the facts or evidence on which it bases its contentions,
or to explain how the law applies to the facts are “contention interrogatories.” Contention
interrogatories generally “ask a party: to state what it contends, . . . [or] to state all the facts upon
which it bases a contention.” Everett v. US Air Group, 165 FR.D. 1, 3 (D. Col. 1995) (citing B.
Braun Medical Inc. v. Abbott Laboratories, 155 F.R.D. 525, 527 (E.D. Pa. 1994), aff'd in part,
vacated in part, and remanded on other grounds, 124 F.3d 1419 (Fed. Cir. 1997)).
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_much or all of the other discovery has been completed, the court is expressly authorized to defer
an answer.” (emphasis added) (Rule 33(b) (currently (c)) advisory committee note to 1970
amendments).

B. This Court has previously denied a motion to compel responses to
identical contention interrogatories.

This Court’s decision in an earlier case suggests that Respondent’s motion should be
denied. In In the Matter of Hoechst Marion Roussel, Inc., Carderm Capital, L.P. and Andrx
Corporation (“Hoechst”), this Court denied a motion to compel responses to interrogatories that
| were nearly identical in Ignguage and made at the exact same stage of litigation.? Hoechst, Order
on Respondent Andrx’s Motion to Compel Complaint C,oun;t:a‘llt;‘i:espond to Interrogatories
(filed Aug. 18, 2000) (“Hoechst Order”). In Hoechst, respondents filed a first set of

interrogatories less than one month into discovery, including an interrogatory that requested

precisely the same type of information sought by Respondent in the present case.” Complaint

2 Respondent makes much of the fact that Complaint Counsel has had ample
opportunity, fourteen months, to prepare its case. Motion to Compel at 4, et seq. In Hoechst,
complaint counsel had engaged in two-and-a-half years of investigation. Furthermore, in the
present case, Respondent has had fourteen months to prepare its defense, including numerous
meetings with staff, management and the Commissioners, in which the theories of the case were
thoroughly explored.

3 Respondent Hoechst asked complaint counsel to that “[d]escribe in detail each
basis, if any, for the allegation made in paragraph 29 of the Complaint that ‘[t]he acts and
practices of the respondents are herein alleged have had the purpose or effect, or the tendency or
capacity, to restrain competition unreasonably and injure competition and consumers,’ including,
without limitation, explain the meaning of ‘tendency or capacity’ as used in the allegation.”
Hoechst, Complaint Counsel’s Responses and Objections to Respondent Andrx Corporation’s
First Set of Interrogatories at 25 (filed May 15, 2000) (“Complaint Counsel’s Responses and
Objections™).

‘ Respondent NTSP’s interrogatories ask: “[i]dentify each and every
communication between NTSP and any alleged coconspirator in which the coconspirator agreed
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counsel in Hoechst objected to the interrogatory as premature “to the extent it asks us to identify,
prior to completion of discovery, each basis for the allegation” and on the grounds that it called
for a legal conclusion. Hoechst, Complaint Counsel’s Responses and Objections at 26.
Complaint counsel’s only response to the Hoechst interrogatory was a reference to an earlier
response that essentially restated the complaint. In its order, this Court found that “Complaint
Counsel’s responses to Andrx’s contention interrogatories are adequate at this stage of
litigation,” and allowed complaint counsel seven months from the start of discovery fo
supplement responses. Hoechst Order at 2. The identical circumstances in the present case
suggest that this Court should d;:ny Respondent’s Motion to Compel.." -+

C. Federal courts have routinely required responses to contention
interrogatories only after the end of fact discovery, if at all.

As this Court has recognized that “[j]udicial decisions and precedents under the Federal
Rules of Civil Procedure concerning discovery motions, though not controlling, provide helpful
guidance for resolving discovery disputes in Commission proceedings.” Hoechst, Order Denying
Respondents’ Motions for Protective Orders at 4 (filed Oct. 12, 2000) (citing L.G. Balfour Co.,
et.al.,61 F.T.C. 1491, 1492 (1962); In re Int’l Ass'n of Conference Interpreters, 1995 FTC
LEXIS 21, *17 (1995)). Federal courts overwhelmingly favor delaying responses to contention
interrogatories untii the end of fact discovery. McCarthy v. Paine Webber Group, 168 FRD 448,

450 (D. Conn. 1996) (the nature of contention interrogatories is such that responses are more

that he or she would reject a payor offer, including the date, time, content, and participants of
such communication” (“Interrogatory Number 1") and “[i]dentify each and every act or practice
of NTSP which you contend restrains trade, hinders competition, or constitutes an unfair method
of competition, including the date of each such act or practice.” (“Interrogatory Number 2"),
Respondents Interrogatories to Complaint Counsel at 3 (filed Oct. 6, 2003). '
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appropriate after substantial amount of discovery has been conducted); Evereit v. US Air Group,
165 F.R.D. 1, 3 (D. Col. 1995) (aithough contention interrogatories are permitted , the
“obligation to respond to them is often postponed until near end of discovery period”); B.Braun
Medical, supra, 527 (order denying motion to compel responses to contention interrogatories,
“It]here is considerable support for deferring contention interrogatories until the end of the
discovery period.”); Fischer & Porter Co. V. Tolson, 143 FR.D. 93, 96 (E.D. Pa. 1992) (order
denying motion to compel responses to contention interrogatories as premature); Nestle Foods
Corp. v. Aetna Casualty & Sur. Co., 135 FR.D. 101, (D.N.J. 1990) (the goals of the Federal
: Rules of Civil Procedure Would best be served by use of contention interrogatories at the end of
the discovery period); In re Convergent Technologies Secs. Litig., 108 F.R.D. 328, 336 (N.D.
Cal. 1985) (order refusing to réquire a response to contention interrogatories prior to substantial
completion of discovery). |

D. The cases cited by Respondent do not support its motion to compel.

Respondent fails to acknowledge any of the precedent cited above. Respondent relies
instead on inapposite cases that, on examination, are counter to its argument, or at best,
ambiguous. For example, Respondent cites Steil v. Humana Kansas City, Inc., 197 F.R.D. 442
(D. Kan. 2000), to support the proposition that “contention interrogatories assist in narrowing
and defining the issues and enable the propounding party to determine the proof required to rebut
the adverse party’s position.” Motion to Compel at 4. Respondent’s reliance on Steil is
misplaced. In seeking to prevent the plaintiff’s Rule 30(b)(6) deposition, the defendant in Steil
contended that the plaintiff’s requests were unduly burdensome and irrelevant; the court found

the requests relevant. Id. at 444. The Steil court never addressed the subject of contention



interrogatories.

For the same proposition, that contention interrogatories assist in narrowing and defining
the issues, Respondent cites Nestle Foods Corp. v. Aetna Casualty, 135 F.R.D. 101, 110 (D. N.J.
1990). While the court in Nestle acknowledged that an interrogatory may properly inquire into a
party’s contentions in the suit and wrote that the objective is “to ferret out and narrow the
issues,” the court also recognized that the 1970 amendments to Rule 33(b) give courts
“considerable discretion in deciding when, if ever, a party must answer contention
interrogatories.” Id. at 110. Accordingly, the court in Nestle used its discretion to reach the
= ,conclusion that “judicial economy as well as efficiency for the litigants dictate that centention
interrogatories are more appropriate after a substantial amount of discovery has been
conducted.” Id. at 111 (emphasis added).

Respondent cites Starcher v. Correctional Med. Sys., Inc., 144 F.3d 418, 421 n.2 (6th Cir.
1998), in suﬁport of its statement that “the general view is that contention interrogatories are a
perfectly permissible foim of discovery, to which a response ordinarily would be required.” This
statemént is taken directly from dicta in footnote 2 of Starcher, where the court cites Taylor v.
FDIC, 132 F..3d 753 (D.C.C. 1997), and Vidimos, Inc. v. Laser Lab Ltd., 99 F.3d 217 ‘(7th Cir.
1997). Asin Steil, supra, contention interrogatories were not at issue in either Taylor or
Vidimos: in both cases the interrogatories were merely mentioned as one method of discovery.*

These cases stand for the proposition only that contention interrogatories are one among many

4 The Taylor court stated merely that contention interrogatories may be an

alternative to a summary judgment motion in the case of a vague and conclusory complaint.
Taylor at 762. In Vidimos, the defendant claimed that he was not aware that the legal theory was
promissory estoppel, and Judge Posner suggested that, among other alternatives, the defendant
could have served contention interrogatories. Vidimos at 222.
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permissible forms of discovery, which Complaint Counsel does not dispute.

Respondents cite Cable & Computer Tech. for the proposition that contention
interrogatories may, in certain cases, be the most reliable and cost effective discovery device, as
compared to depositions. Cable & Computer Tech. v. Lockheed Sanders, Inc., 175 F.R.D. 646,
652 (C.D. Cal. 1997).> The efficacy and cost of depositions as compared to contention
interrogatories, however, is not at issue in the present case. Moreover, Complaint Counsel has
not said that contention interrogatories are never appropriate or efficient.

The only cases that Respondent cites for the premise that coﬁtention interrogatories may
be answered early in the discovery process are Bove v. Worlco Data Systems, 1986 U.S. Distiwe
LEXIS 19384 (E.D. Pa. 1986), and Rusty Jones, Inc. v. Beatrice Co., 1990 WL 139145 (N.D 11l
1990). ‘In Bove, the court found that plaintiff could answer the interrogatories because the case
had been already litigatéd in state court, and even then did so recognizing that “there is reason to
question the appropriateness of ‘the early knee jerk filing of sets of contention interrogatories’”

Bove at *4 (citing In re Convergent Technologies, supra, at 337-38). Plaintiff in that case, unlike

3 Cable & Computer Tech relies on McCormick-Morgan, Inc. v. Teledyne
Industries, Inc., 134 F R.D. 275 (N.D. Cal.), rev’d in other part, 765 F. Supp. 611 (N.D. Cal.
1991) in reaching its decision that responses to contention interrogatories were necessary. In
McCormick, the court in making a determination between a 30(b)(6) deposition and contention
interrogatories, noted, in relevant part, “we have expressed considerable skepticism about the
appropriateness of the use of contention interrogatories at earlier stages of litigation” but held
that contention interrogatories were more appropriate than a deposition “[i]n a case like this,
however, it is more persuasively arguable that going through the hard work of answering
contention interrogatories, at the end of the discovery period, is justified because by doing so
counsel can set the case up for serious settlement negotiations or for a streamlined and rational
trial.” (emphasis added) Id. at 286. (The Court also noted that before making the decision it had

to “pause, to say the least, before ruling, even in the limited circumstances of this case, that the
most appropriate vehicle for disclosing the kind of information and argument at issue here is a
sensibly crafted set of contention interrogatories.”) Id. at 287.
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here, however, would have been in a position to frame its allegations and evidence with some
degree of definiteness and finality, since the case had already been fully litigated in state court.

Respondent points to the extensive pre-complaint discovery, through document
production, in Rusty Jones, and asserts that it has produced 43,000 pages of documents (17
boxes) in the present case. Respondent fails to mention, however, that Complaint Counsel
received many of these documents only within the last week.® Respondent also fails to mention
that in Rusty Jones, the party serving contention interrogatories had already answered the

opposing party’s interrogatories and document requests, thus providing a reasonably full record

on which the:interrogatories could be answered. Id. at 2. Here, by contrast, Respondent still has:....s r¢«

not responded to Complaint Counsel’s request for documents, and other discovery (including
depositions) has not yet commenced. Furthermore, the vast majority of facts of this case are
found-in NTSP’s own documents, to which Respondent has better access.’

E. Respondent makes no effort to demonstrate why it needs responses to
contention interrogatories this early in discovery.

While Respondent suggests that Complaint Counsel has the burden to justify its
objections to Respondent’s interrogatories, the Rules of Practice are silent on this issue, and there
is substantial federal case law showing the burden of demonstrating necessity lies with the party

requesting early responses to contention interrogatories.

6 Eight of these boxes were produced within the last week, and Complaint Counsel

was told on November 12, 2003 that approximately 13 additional boxes apparently newly
discovered may be produced at the end of this week, while another forty or so boxes may be
forthcoming. All of Respondent’s documents were supposed to have been produced by or on
October 8§, 2003.

7 The only documents produced by third parties total approximately two boxes, and

include, in significant part, documents that NTSP itself should have produced.
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In fact, Complaint Counsel was only able to find one case where the court decided to
allow the burden to remain with the party opposing discovery.® On the other hand, numerous
other federal courts have ruled that a party filing contention interrogatories must present
“specific, plausible grounds for believing that securing early answers to its contention questions
will materially advance the goals of the Federal Rules of Civil Procedure.” In re Convergent
Technologies, supra, at 339.° See also, Conopco, Inc. v. Warner-Lambert Co., 2000 U.S. Dist.
LEXIS 1601, *12 (D. N. J. 2001); Everett, supra, at 5 (D. Col. 1995) (the obligation to respond
to contention interrogatories is often postponed until near the end of the discovery period unless
the proponent carries:its:burden of demonstrating why they are necessary earlier on); B.Braun
Medical, supra, 527; Fischer & Porter Co. v. Tolson, 143 F.R.D. 93, 96 (E.D. Pa. 1992) (the
party ;ﬁling contention interrogatories before substantial documentary or testimonial discovery
has been completed bears the burden of justification).

Respondent does not provide any gubstantiation for its need, only claiming baldly that
“[tlhe FTC is preventing NTSP from adequately defending itself.” Motion to Compel at 6.
Respondent, however, already possesses a trove of information about the facts and theories

underlying the Commission’s Complaint.'” As required under Flowers Industries, Complaint

8 Cable & Computer Tech., supra, at 652.

’ The Convergent Technology court explained that “this court believes that the
wisest course is not to preclude entirely the early use of contention interrogatories, but to place a
burden of justification on a party who seeks answers to these kinds of questions.” In re
Convergent Technologies, supra, at 338.

10 The vast majority of facts of this case are found in NTSP’s own documents, to
which Respondent has better access. The only documents produced by third parties total
approximately two boxes, and include, in significant part, documents that NTSP itself should
have produced.
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Counsel has unquestionably put forth its “present concept of the theory of the case” and provided
a current “roadmap” of where the case is headed. In the Matter of Flowers Industries, FTC No.
9148, 1981 FTC LEXIS 110 at *3 (October 7, 1981). The Commission’s Complaint plainly
alleges a broad pattern of concerted action by NTSP with and on behalf of its members, including
practices such as joint negotiations with payors, sharing of current and future price information
among physicians, refusals to “messenger’”’ payor offers to members, and interference with the
ability of payors to contract directly with NTSP members. Thus, Respondent’s claims that the
allegations set forth in the complaint do not allow NTSP to fully and adequately defend itself are
without merit. If Respondent-believed, however, that further detail was necessary, Respondent -
could have moved for a mofe definite statement of the complaint, but Respondent chose not to do
so. At the initial conference before this Court, Complaint Counsel provided an even more
detailed summary of its legal theory and the facts that it expects to prove at trial. Complaint
Counsel also provided the initial disclosures required by the Rules of Practice, and Respondent
did not object to the completeness of those disclosures. Respondent has not pursued any of the
appropriafe venues for a more definite statement, and should not be allowed to do so at this time.
III.  Interrogatory Number 1 Should Be Quashed Because It Is an Improper Attempt to

Restructure the Theory of the Case.™

Interrogatory Number 1 represents a deliberate effort by Respondent to misuse the

contention interrogatory process in order to restructure the theory of the case in a self-serving

1 Complaint Counsel could conceivably respond to Interrogatory Number 2 at the

close of fact discovery, insofar as the interrogatory seeks any information that will not already
have been provided to Respondent in Complaint Counsel’s exhibit lists, witness lists, and other
materials required by this Court’s Scheduling Order.

11



manner.'? The purpose of a legitimate contention interrogatory is to ascertain the allegations that
will be put forward by the other side, and the factual basis for those allegations. Here, however,
Respondent has framed its interrogatory as if Complaint Counsel was alleging that NTSP, as a
single entity, is conspiring with other doctors, and Respondent is in effect trying to obtain an
implicit admission from Complaint Counsel that NTSP is such a single entity.”® Our allegations
are different. As Complaint Counsel has made clear numerous times, including but not limited
to, the administrative complaint filed on September 17, 2003,'* Complaint Counsel’s opening
statement at the initial conference before this Court on October 15, 2003, and in numerous
conference calls with Respondent;: Comiplaint Counsel’s position is thaf NTSP 1s an organization
comprised of competing members and that, insofar as its practices seek to affect the prices

obtained by those physicians, NTSP acts as a combination of those members.”” Moreover,

12 “Identify each and every communication between NTSP and any alleged

coconspirator in which the coconspirator agreed that he or she would reject a payor offer,
including the date, time, content, and participants of such communication.” Interrogatory
Number 1. -

13 Indeed, this alleged “contention interrogatory” appears to be more in the nature of

arequest that Complaint Counsel admit the truth of certain of Respondent’s contentions, rather
than a good faith effort to learn about Complaint Counsel’s own allegations and evidence.

14 See Complaint, In the Matter of North Texas Specialty Physicians, September 17,
2003,9911, 12,17, 18, 19, 20, 21.

15 For at least the last half century, trade and professional organizations have been
presumed to constitute a combination of their members for the purpose of determining liability
under § 1. See, e.g. Arizona v. Maricopa County Medical Soc’y, 457 U.S. 332 (1982); National
Soc’y of Prof’l Eng’rs v. United States, 435 U.S. 679 (1978); Goldfarb v. Va. State Bar, 421 U.S.
773 (1975); Silver v. N.Y. Stock Exch., 373 U.S. 341 (1963); AP v. US, 326 U.S. 1 (1944).

Based on these and other cases, the Commission has determined that there is “ample precedent
for finding that individual professionals, acting through their organizations, can conspire or
combine to violate the antitrust laws.” Michigan State Med. Soc’y, 101 F.T.C. 191, 286 (1983).
More recently, the Supreme Court upheld the Commission’s finding of a § 1 violation against a
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insofar as these physicians participate in NTSP acts to that end, they do so in combination with
(and through) one another. So, for example, each action taken by NTSP, directly or by
implication, that regulates the conduct of the members rather than NTSP, is deemed to be that of
the members. For example, as Complaint Counsel has explained to Respondent, each and every
communication or correspondence between NTSP and a member regarding price is responsive to

Respondent’s interrogatory, as are all contracts conferring exclusive powers of attorney to NTSP.

professional organization of dentists in Indiana Fi ederation of Dentists, 476 U.S. 447 (1986),
including their factual finding that “members of the Federation conspired among themselves.”
Id. at 454. Tn all of those cases, the organizations were a conduit for a conspiracy by its
members.

Courts have held specifically that a conspiracy is possible among doctors on medical staff
committees, because doctors are independent economic actors with separate and competing
economic interests. See, e.g. Weiss v. York Hospital, 745 F.2d 786 at 817 (3" Cir. 1983), cert.
denied, 470 U.S. 1060 (1985); see also Oksanen v. Page Memorial Hosp., 945 F.2d 696, 704 (4"
Cir. 1991) (holding that members of a medical staff are capable of conspiring because the staff is
comprised of physicians with separate and sometimes competing interests); Nurse Midwifery
Ass'n v. Hibbett, 918 F.2d 605, 613 (6" Cir. 1990); Boit v. Halifax Hosp. Medical Ctr., 891 F.2d
810, 819 (11% Cir. 1990) (holding that it is legally possible for members of a medical staff to
conspire with each other, because each is a separate economic entity); Nanavati v. Burdette
Tomlin Memorial Hosp., 857 F.2d 96, 118 (3¢ Cir. 1988). The Second Circuit extended the
reasoning of Bolt and Oksanen to apply to an independent association of private physicians
operating as part of an IPA, arguing that the member doctors of the IPA are capable of competing
for the purposes of establishing a § 1 violation. Capital Imaging Assocs. v. Mohawk Valley
Medical Assocs., 996 F.2d 537, 544 (1993).
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Conclusion
Respondent has ignored considerable legal precedent in making its motion to compel
responses to its interrogatories. The Rules of Practice and well settled case law support a finding
that Respondent's contention interrogatories- are premature. Even if legal precedent could be
relied on to support Respondent’s motion, however, Interrogatory Number 1 should be quashed
because it is an attempt by Respondent to refashion the theories of this case. For these reasons,
Complaint Counsel respectfully requests this Court, therefore, deny Respondent’s Motioﬁ to

Compel Responses to Interrogatories in its entirety.

Dated: November 17,2003

S e [T

Michael Bloom
Alan Loughnan
Maria Coppola
Attorneys for Complaint Counsel
Federal Trade Commission
Northeast Region

One Bowling Green, Suite 318
New York, NY 10004

(212) 607-2829

(212) 607-2822 (facsimile)
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CERTIFICATE OF SERVICE

I, Christine Rose, hereby certify that on November 17, 2003, I caused a copy of the
foregoing document to be served upon the following persons:

Gregory Huffman, Esq.
Thompson & Knight, LLP

1700 Pacific Avenue, Suite 3300
Dallas, TX 75201-4693
Gregory.Huffman@tklaw.com

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

600 Pennsylvania Avenue NW
Washington, D.C. 20580

Office of the Secretary
Federal Trade Commission
Room H-159

600 Pennsylvania':Avenue NW

Washington, D.C. 20580
CJ/WE\/\—

Christine R se
Honors Para’ egal
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UNITED STATES OF AMERICA AR A
FEDERAL TRADE COMMISSION K adls 1 £ 2000 !
N

a corporation.

)

In the Matter of )

- )

HOECHST MARION ROUSSEL, INC.,, )

a corporation, )

)

CARDERM CAPITAL L P, )
a limited partnership, ) Docket No. 9293

)

and )

)

ANDRX CORPORATION, )

)

)

ORDER ON RESPONDENT ANDRX’S MOTION TO COMPEL
COMPLAINT COUNSEL TO RESPOND TO INTERROGATORIES

L.

On June 5, 2000, pursuant to Commission Rule 3.36, Respondent Andrx Corporation
(“Andrx”) filed a motion for an order compelling Complaint Counsel to respond to
interrogatories. Complaint Counsel filed its opposition on June 19, 2000. Oral arguments of
counsel were heard on August 3, 2000. For the reasons set forth below, Respondent’s motion is
DENIED except as stated herein.

Andrx seeks an order requiring Complaint Counsel to: (1) provide more complete
responses to sixteen contention interrogatories (numbers 1, 3, 7 - 20), or in the alternative, be
precluded from proceeding at trial on any bases beyond those set forth in the answers; (2)
respond to interrogatories relating to agreements in other patent litigations (numbers 5 and 6);
and (3) explain the Commission’s reason to believe that this proceeding is in the interest of the
public (number 4).



1L

Andrx asserts that Complaint Counsel’s responses to Interrogatory Numbers 1, 3, 7 - 20
are incomplete and couched with language reserving the right to modify its contentions at some
later point. Complaint Counsel’s responses to Andrx’s contention interrogatories are adequate at
this stage of the litigation. Andrx’s request for an order precluding Complaint Counsel from
proceeding at trial on bases either inconsistent with or in addition to those set forth in its
interrogatory answers is denied. However, Complaint Counsel is ordered to supplement its
responses to these interrogatories as soon as it has any information inconsistent with, or in
addition to, its previous responses, and no later than October 2, 2000. All parties are reminded of
their duty to seasonably amend prior responses to interrogatories, requests for production or
requests for admission, pursuant to Rule 3.31(e). 16 C.F.R. § 3.31(e). Parties shall not wait until
the close of discovery to make supplemental responses.

118

Interrogatory No. 5 asks Complaint Counse! to identify other settlements or partial
settlements of patent litigation, of which the FTC is aware, involving an innovator or brand-name
pharmaceutical company and a generic company that involved any form of: payment from a
brand-name company to the generic company; or licensing and/or royalty arrangement between
the brand-name company and the generic company.

The existence of other nonpublic FTC investigations into any such settlement agreements
is shielded from discovery under the work product privilege, the investigatory files privilege, and
the deliberative process privilege. See Order on Motions to Compel Discovery from Complaint
Counsel Filed by Andrx and by Aventis, Docket 9293, issued August 18, 2000. These qualified
privileges may be overcome by a demonstration of substantial need. /d. Andrx has not made the
requisite showing at this stage of the litigation since Andrx may discover such agreements or
information from sources other than from the FTC’s confidential files. Seeburg Corp., 70 F.T.C.
1809, 1812-13 (Oct. 25, 1966).

Complaint Counsel will not be compelled to answer Interrogatory No. 5. However, if
Complaint Counsel intends to use any such agreement in the prosecution of this case or if any
such agreement has been relied upon or reviewed by a testifying expert for Complaint Counsel,
Complaint Counsel must disclose the existence of any such agreement by providing the names of
all parties thereto. See Dura Lube Corp., 2000 FTC LEXIS 1, *18-19 (Dec. 15, 1999).

Interrogatory No. 6 asks Complaint Counsel to describe each basis for concluding
whether or not any settlement identified in Interrogatory No. 5 is or was an unfair method of
competition or unfair or deceptive act or practice in or affecting commerce. This interrogatory



inquires into the mental processes of attorneys and thus seeks privileged information. Kroger
Co., 1977 FTC LEXIS 55, *3-4 (October 27, 1977) (The Commission’s or its staff’s views,
policy considerations, analyses, interpretations or evaluations are privileged work products not
generally subject to pretrial discovery except in cases where good cause or special need therefor
is established.). See also Order on Motions to Compel Discovery from Complaint Counsel filed
by Andrx and by Aventis, Docket No. 9293, issued August 18, 2000. Accordingly, Complaint
Counsel will not be compelled to answer Interrogatory No. 6.

Iv.

Interrogatory No. 4, relating to the Commission’s reason to believe that this proceeding is
in the public interest, is outside the scope of discovery. Exxon Corp., 83 F.T.C. 1759, 1760
(1974). Andrx has not shown the compelling circumstances required to gain access to the
Commission’s deliberations. Chock Full O’ Nuts Corp., Inc., 82 F.T.C. 747, 748 (1973).
- Accordingly, Complaint Counsel will not be compelled to respond to this interrogatory. . . .-

ORDERED: D im dwél// |
D. Michael Chappelf
Administrative Law Judge

Date: August 18, 2000
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UNITED STATES OF AMERICA
BEFORE FEDERAL TRADE COMMISSION

In the Matterof
HOECHST MARION ROUSSEL, INC,, 1 Docket No. 9293
a corporation,
CARDERM CAPITALLYP.,
a limited partnership,
and
ANDRX CORPORATION,
a corporation.
COMPLAINT COUNSEL’S RESPONSES AND OBJECTIONS TO RESPONDENT
ANDRX CORPORATION’S FIRST SET OF INTERROGATORIES -

Io accordance with section 3.35 of the Federal Trade Commission’s Rules of Practice, 16
CFR. §3.35, complaint ﬁotmsel hereby respond to respondent Andrx Corporation’s First Set of
Inten;ogatoﬁcs. The full text of each interrogatory is set out below, in ftalics, followed by our
respective objections and responses. Our provision of a response to any interrogatory shall not

constitute a waiver of any applicable objection, privilege, or other right.

eral on .
Complaint counsel has attempted to answer Andrx’s First Set of Interrogatories as
completely and accurately as is reasonably possible. Complaint counsel’s answers, however, are
subject to the following general objection to thxs entire set of interrogatories (and hence |

complaint counsel will not repeat this objection in each response).
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Complaint coﬁnsel object to Andrx’s First Set of Interrogatories o the extent that
they are excessively broad and wherefofe are unreasonably burgensome. For examplc, Uie
majority of the interrogatories request com;;laint counsel to.describe in detail or identify “each--
basis” for our responses. To the cxteni.an interrogatory asks for “cach basis™ in a response, our
response to such an interrogatory is not intended to be exhau_stive or to be admissions that other
facts or bases are not supportive or relevant. Complaint counsel has, however, expended

reasonable efforts to answer these interrogatories to the best of our abilities.

Responses and Specific Objections to Interrogatories
Complaint counsel object to each and every interrogatory on the basis of the general
objection stated above. Without waiving this general objection (but without restating it in each
and every response), 6omplaint counse] provide the following AMSWers:

terrogato 0. 1

Describe in detail each anticompetitive effect, if any, the FTC contends was the result of or
caused by, directly or indirectly, the alleged anticompetitive conduct of respondents, as set forth
in the Complaint, including, without limitation, any actual increase in price, restriction on
output, foreclosure of entry into the market, or any other consequence.

Response to Interroga 0.

In addition to the general objection stated abo.vc, complaint counsel object to
Interrogatory No. 1 as premature to the extent it asks us to identify, prior to the completion of
discovéry, each anticompetitive cffect that we will contend was the result of, or caused by,
directly or indirectly, the alleged anticompetitive conduct of respondents. Complaint counsel
further object to mtcmgatoq No. 1 as premature to the extent it secks information prepared by

an expert who may testify in this matter.
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Subjéct to these objections, as far as complaint counsc] is presently aware, the
anticonpeliiive conduct of respondents hiad e puiposc o Ciitet, Gi i WAGSLSY 00 Capadiiy, 10
restrain competition unreasonably and to injure competition and conswmers by preventing or -
discouraging the entry of competition in the form of gcixcric versions of Cardizem CD into the

relevant market, decreasing the output of genetic Cardizem CD products, raising or stabilizing

the prices of Cardizem CD, and eliminating or reducing consumer choice.

On September 24, 1997, respondents entered into the September 1997 Stipulation. Under
ti:ﬁs agreement, I-IMiR, Carderm, and Andrx agreed among themselves that Andrx would not enter
the market with the generic version of Cardizem CD covered by its Abbreviated New Drug
‘Application (ANDA) until the earlier of (1) the entry of final judgment in the patent lawsuit, (2)
Andrx obtaining a license from HMR under the terms and conditions specified in the September
1997 Stipulation, or (3) HMR providing noti;e that it intended to license a third party or sell its
own bioequivalent or generic version of Cardizem CD. In the September 1997 Stipulﬁtion,
Andrx also agreed — at HMR s insistence — to refrain from selling any other bioequivalent or
generic vérsion of Cardizem CD, regardless of whether such product would infringe HMR’s or
Carderm’s patents. In addition, Andrx agreed not to withdraw its pending ANDA or to

relinquish or otherwise compromise any right accruirig under its ANDA, including its 180-day

* exclusivity right, until the entry of final judgment in the Florida Patent Action.

By prohibiting Andrx from commencing the commercial sale of not onty the product
subject to the patent infringement suit, but also of any bioequivalent or genén'c version of
Cardizem CD during the term of the agreement, the September 1997 Stipulation had the purpose,

as well as the intended or likely cffect, of deterring Andrx from developing and selling any non-

3
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mfringing or potenﬁ;_ﬂly non:-inﬁinging version of its generic Cardizem CD product. By
proiibiting Andrx frii;m withdrawing its pending ANDA or relinquishing or otierwise
compromising any right accruing under its ANDA, incliding its right to 180 days-of generic - -
market exclusivity, until the entry of final judgment in the patent lawsuit, the September 1997
Stipulation had the 1;urpose, as well as the intended or tikely effect, of deterring Andix from
relinquishing its eligibility to the 180-day period of exclusivity under the Hatch-Waxman Act.
Had thc'Septlcmbcr 1997 Stipulation not been terminated in June 1999, it likely would
have delayed entry by Andrx for a minimum of sevea months, from June 1999 until Januvary

2000, if not later. Even if Andrx had entered in January 2000 pursuant to paragraph & of the

. stipulation, the competitive significance of its entry would have been diminished By the

requirements of paying licensing royalties to EMR. In addition, had the September 1997
Stipulation not been terminated in June 1999, it likely would have delayed entry by Faulding or
Biovail for a minimum of seven months, from December 1999 until July 2000, if not later.

Interragatory No, 2

Identify each person, by name and address, with whom the FTC communicated in connection
with any investigation concerning Andrx or the 1 997 Stipulation; and, for each such person,
describe in detail the substance of arny information the FTC ascertained from the person.

ponse to Interrogato X
In addition to the general objection stated above, complaint counsel object to
Tnterrogatory No. 2 on the grounds that it calls for information protected by the work prodnct
doctrine. Comﬂaint counsel further object to Interrogtery No. 2 on the grounds that it calls for
(o mation the disslosure of which would revesl fhe identity of confidential informants.

Complaint counse] further object to Interrogatory No. 2 on the grounds that it calls for

4



information the disclosure of which would invade the deliberative process of the Comumission.
Complaint counsei further object 1o Inierrogalory No. Z on the basis that it calis {or wwionnsiion
acquired through compulsory process, or produced voluntarity in lieu of compulsory process;. .
investigations other than the Comrhission's investigation of the September 1997 Stpulation,
FTC File Number 981-0368. All information learned in any investigation besides FTC File
Number 981-0368 is privileged and confidential under 15 U.S.C. §§ 46(), 57b-2(b), and 18a(h)
as well as 16 C.F.R. § 4.10(d). |

"Subject to ﬂgcsc ‘objections,' complaint counsel state that we commuuicated with Insurancs
companies, managed care organizations, physicians, phama@ﬁcd manufacturers and sellers,
state and federal government agencies, and group purchasing organizations, We discussed,
among other things, issues relating to generic substitution of brand name pharmmaceutical
products, substitution among once-a-day diltiazem products, snbétituttion between once-a-day
diltdazem products anﬂ other calcium chzlmncl blocker (“CCE”) products, substitution between
once-a-day diltiazem products and other drug products that treat hypertension or angina, and the
Tikely effects of the Septernber 1997 Stipulation on the cntry of generic Cardizem CD. From
these discussions, we leamed the ‘fbllowing general information which suppbrts our allegation
that once-a-day diltiazem 1s a rclevant product market in which to assess the likely or actual
anticompetitive effects stemming from the September 1997 Stipulation:

Cardizem CD and generic versions of Cardizem CD have been determined by the Food

_ and Drug Administration to be bioequivalent, contain the same active pharmaceutical
ingredient, and act similarly in the body, so that they are virtually identical in safety,
efficacy, and side effects.



Sales of generic versions of Cardizem CD come almost exclusively at Cardizem CD’s _
expense, with little or no effect on other drugs approved for the treatment of hypertension
Or angina.

Generic products tend to be significantly less expensive than their brand-name
counterparts.

Pharmacists may, and in some cases are required to, substitute gemeric vetsio‘ns. of
Cardizem CD for Cardizem CD without obtaining authorization from a physician, In

contrast, pharmacists cannot substitute other drugs for Cardizem CD without obtaining
authorization from a physician.

Once-a~day diltiazem products cannot be reasonably substituted with products from other
CCB product categories. Although all CCBs are indicated for the treatment of
hypertension, the CCB class is a diverse group of drugs with different chemuical structures
and effects. CCBs typically are classified into three distinct categories: benzothiazepines
(diltiazem), phenylalkylamines (verapamil), and dihydropyridines. Each of these
categories of drugs contain different active phannaceutical ingredieats, may react
differently in the body, or are associated with different side effects.

Although immediate release and twice-daily formulations of diltiazem deliver the same
active ingredient to the patient as once-a-day versions, they are not reasonable substitutes
for several Teasons. Primarily, the once-a-day formulation is superior to other
formulations because it increases patient compliance. For a disease such as hypertension,
compliance is critical to successful treatment. Non-compliance has an adverse cffect.on a
patient's healih, resulting in the inability to control blood pressure, which i turn
increases stress or the arterics. The once-a~day formulation provides not only
convenience and greater compliance, but also is believed to have greater therapeutic

efficacy because of the more consistent level of the drug maintained in the patient’s blood
stream throughout 2 24-hour period.

In support of this geaeral information, complaint counsel refer Andrx to the documents

submitted by Andrx in the pre~complaint investigation of this matter, as well as the documents

we produced as part of our initial disclosures, including, but not limited to: Andrx 000922-

000968; Andrx 004661-004671; Andrx 005164-005182; Andrx 00&487—3523; HMRI Spec 10

001790; HMRI S17 001023; HMRI S18 000217-220; HMRI Spec 19 061790; HMRI S19

002732-002737; HMRI Spec 20 Stratemeier 00181-00150; and Astra Response to CID No. 3.



Interrogatory No. 3-‘. H | -
Describe in detail each basis, if any, for concluding that respondents have used or have been
wsing any unfair method of competition or unfair or deceplive aci Or pr actice i or Gjjecting
commerce, as such terms are issued in Section 5 (b) of the FTC Act, 15 US.C. § 45

esponse to In rrogat 0.

In additionté the general objection stated above, complamnt botmsel object to
Interrogatory No. 3 as premature to the extent its asks us to describe in detail, prior to the
completion of disco#ery, cach l;asis for concluding that respondents have used or have been
using any unfair method of competition or unfair or deceptive act or practice in or affecting
commerce, as such'icrms are used in Section 5(b) of thé FTC Act, 15 U.S.C. § 45. Complaint
counsel further object to Interrogatory No. 3 on the grounds that it calls for a legal conclusion.
Complaint counsel further object to Interrogatory No. 3 as premature to the extent it seeks
information prepared by an expert who may testify in fhis matter.

Subject to these objections, as far as complaint couﬁsel is presently aware, the following
are bases for concluding tha:t respondents have used or have been using such unfair method or
unfair or deceptive act or practice.

First, respondents entered into an agreement — the September 1997 Stipulation — that had
the purpose or effect, or the tendency or capaclty, to restrain competition unreasonably and to
injure competition and consumers by pmmtmg or discouraging the entry of competmon in the
form of generi¢ versions of Ca:dxzem CD into the rclevant market by preventing or decreasing
the output of generic Cardizem CD products, raising or stabilizing the prices of Cardizemn CD,

and eliminating or faducing consumer choice.
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Beginning in late July 1997, representatives of HMR and Andrx engaged in discussions
of a possiblc agreement, pursuant o which Andrx would agree to refraiu fion: bringing a generic
version of Cardizem CD to market for a specific period of time. On September 24, 1997, HMR,
Carderm, and Andrx entered into their September 1997 Stipulation. Under the stipulation, HMR,
Carderm, and Andrx agreed among themselves that Andrx would not enter the market with the
generic version of Cardizem CD covered by its ANDA until the earlier of (1) the entry of final
judgrent in. the Florida Patent Action, (2) Andrx obtaining a license from HMR under the terms
and conditions specified in the September 1997 Stipulation, of (3) HMR providing notice that it |
intended to license a third party or sell its own bioequivalent or generic version of Cardizem CD.
In the Septernber 1997 Stipulation, Andrx also agreed — at HMR's insistence — to refrain from
selling any other bioequivalent or generic version of Cardizem CD, regardiess of whether such
product would infringe HMR’s or Cardcrm’s';;atcnts. In addition, Andrx agreed not to withdraw
its pending ANDA or to fcﬁnquish or otherwise compromise any right accruing under its ANDA,
including its 180-day exclusiv;ity right, until the entry of final judgment in the Florida Patent
Action.

In exchange for Andrx's various agreements, HMR agreed to pay Andrx $10 million pex
quarter beginning upon final FDA approval of Andrx’s ANDA (i.e.. once Andrx could otherwise
market) and continuing until the occurrence of either (1), (2) or (3) described above in the

preceding paragraph. The September 1997 Stipulation also provided that, should HMR lose the

~ patent infringement suit, HMR would pay Andrx an additional $60 million per year for that same

time pegiod.
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In the event Andrx breached any of its obligations under the September 1997 Stipulation,
iL was 1equired to repay all ainounts received. For caample, if Audix breavkied one of fis
obligations one year after receiving final FDA approval, it would be required to repay 540 -
million to HMR. In addition, by its terms, the September 1997 Stipulation would terminate in
the event of a breach by Andrx, thus extinguishing any right of Andrx o receive an additional
payment should it prevail in the patent lawsuit, or to exercise & license should it lose the lawsuit.

On Tuly 9, 1998, the FDA granted final approval for Andrx’s ANDA for 2 generic version
of Cardizem CD. This approval permitted Andzx to begin the marketing and sale of its generic
version of Cardizem CD iminediately. In accordance with the terms of the September 1997
Stipulation, Andrx did not begin commercial sale of its generic product. As a resnlt, pursuant to
the terms of the stipulation, HMR began making quarterly payments of $10 million to Andrx.

In short, the Septemnber 1997 Stipulation was an agreement between competitors or
potential cornpeﬁtor#, whereby one party to the agreeament was paid by the other not to compete,
In light of Andrx’s right to 180 days of marketing exclusivity and Andrx’s agreement not to
rcliﬁquish this right, the September 1997 Sﬁpulaﬁdn aiso acted 1o block entry from all potential
forms of generic competition.

Second, HMR, And1‘-x, and Carderm acted with the specific intent that HMR monopolize
the relevant market The respondents implemented a plan calculated to exclude coxﬁpetitors or
potential competitors from the market. They designed an Mmt that was structured

|speciﬁcaily to forestall the entry of generic competition to Cardizem CD. Both HMR and Andrx
:aacfcd consistent with their obligations under the September 1997 Stipulation. For instance,

l .
fconsistcnt with the agreement, Andrx did not market its generic version of Cardizem CD upon
|



final FDA approval, m retun:; for which HMR paid to Andrx $10 million per quaiter. Moreover,
H.Mt\ inroduced (o lhe apreement cenain additional resirictive prov isions. For instance, HIMR

insisted that the agreement include restraints en Andrx‘s ability (i) to market any gcncnc version
|

of Cardizem CD or (11) to relinquish its right to 180 days of market exclusivity. Andn knew —or

should have known -~ that the September 1997 Stipulation would perpe tuate HMR’s monopoly

power in the relcvant market.
i .
] At the same time it was negotiating the Scptcmba‘ 1997 Stipulation, HMR aiso attempted
|

i

version of Cardizem CD, HMR offered to pay Biovail to refrain from marketing a generic
|

version of Cardizem CD, until at least July 1999.

to negotiate an agreement with Biovail. Shortly after Biovail ﬁled an ANDA to market a genenc

Complaint counsel refer Andrx to the documents submitted by Andrx in the pre-
complamt investigation of this matter, as w:li as the documents we produced as part of our initial
d;sclosurcs, mcludmg, but not limited to: August 10, 1997 correspondence from James M.
Spca:s to Lou Solomon (the correspondence docs not have Bates nurmbers); Andrx 01385-01675;
}:‘mdrx 004291-004300; Andrx 004307-004308; Andrx 004344-004346; Andrx 004351-004352;
J:Xndnc 004358-004360; Andrx 004362-004365; Andrx 004369-004376; Andrx 004382-004334;
‘%Amdnc 004403-004407; Andrx 04389-04392; Andrx 04397-04399; Andrx 004411-004414;
T«kndrx 004418-004419: HMRI S8 000014-000023; GADS030661-030665; GADS030666-
030680; and BVLO00000T-000808O.

Interrogatory No. 4

Descnbe in detail each basis, if any, for concluding that it appears that the Action is in the .
interest afthe public, as such terms are used in Section 5(b) of the FTC Act, 15 US.C. § 45.

10




Response to Interrogatory No. 4

In addiuon to the general objeclion slaled above, complaint counsel object lo
Interrogatory No. 4 on the grounds that it calls for information the disclosure of which would -
invade the deliberative process of the Commission. Complaint counse! further object to
Interrogatory No. 4 on the grounds that it calls for information beyond the scope of discovery.

It has long been settled that the adequacy of the Commission’s “reason to believe™ &
violation of law has occurred and its belief that a proceeding to stop it would be in the
“public interest” are matters that go to the mental processes of the Commissioners and
will niot be reviewed by the courts. Once the Commission has resolved these questions
and issued a complaint, the issue to be Hitigated is not the adequacy of the Commission’s
pre-complaint information or the diligence of its study of the material in question but
whether the alleged violation has in fact oceurred. Exxon Coip., 83 F.T.C. 1759, 1760
(Order Denying Reconsideration, unc 4, 1974) '

Interrogatory No. S .

Identify each other settlement or partial settlement of patent litigation, concerning which the

FTC is aware, involving an innovator or brand name pharmaceutical company, and a generic

company, that involved any form of: payment from a brand name company o the generic

company; or licensing and/or royalty arrangement between the brand name company and the
generic compary.

Response to Interrogatory No. S

'In addition to the general objection stated above, complaint counsel object to
Interrogatory No. § ;::n the grounds that it calls for information beyond the scope of discovery.,
Complaint counsel further object to Interrogatory No. 5 on the grounds that it calls for
information which is protected by the work product doctrine. Complaint counsel further object
to Interrogatory No. 5 on the grounds that it calls for information the disclosure of which would
invade the deliberative process of the Commission. Complaint counsel further object to
Intertogatory No. 5 on the grom.lds that the information is protected under the law enforcement

investigatory file privilege. Complaint counsel further object to Interrogatory No. 5 on the basis

11



that is calls for information acquired through compulsory process, or produced voluntarily in lieu
of compuisory process, in investigations other than the Comimission’s investigatiou of the
September 1997 Stipulation, File Number 981-0368. All information {eamned in any
investigation besides FTC File Number 981-0368 is. privileged and confidential under 15 U.S.C.
8§ 46(f), 57b-2(b), and 18a(h) as well as 16 C.F.I{. § 4.10(d)-

Subject to these objections, complaint counsel states that we are aware of the September
1997 Stipulation.

Interrogatory No. 6 :

For each settlement or partial settlement of a patent litigation identified in Interrogatory No. 5
above, describe in detail each basis for concluding whether or not the settlement is or was an
‘unfair method of competition or unfair or deceptive act or practice in or affecting commerce, as
such terms are used in Section 5(} of the FTC Act.

Response to Interrogato 0.6

Complaint counsel refer Andrx to our response to Interrogatory No. 3.

Intervogatory No. 7

Describe in detail each basis, if any, for you% allegation in paragraph 12 of the Complaint that
"(a] relevant product market for assessing respondents’ anticompetitive conduct is once-a-day
diltiazim", and identify, for that alleged market, the number of wholesalers; amount of annual

sales by wholesalers to retailers; number of retailers; and amount of annual sales by retailers 1o
individual consumers. '

Response (o Integ:ogatom‘No. 7

In addition to the general objection SM above, complai:ht counsel object to
Interrogatory No, 7 as premature to the extent it asks us to identify, prior to the completion of
discovery, each basis for concluding that “[a] rélevant product market for assessing respondents’
anticompetitive conduet is once-a-day diltiazem.” Complaint counsel further object to

Interrogatory No. 7 as premature to the extent it seeks information prepared by an expert who

12
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may testify in this matter. Complaint counsel further object to Interrogatry No. 7 on the grounds

[ e
Giat it calis for information of whicl neiiher complaint counsel nor the CoruiilssiGil Is SWarc,

Complaint counsel furthcr object 1o Interrogatory No. 7 on the grounds that it places an
unreasonable burderi on us. We do ot have the information to identify, for thc‘allcged market,
the number of wholcsalers, amount of annual sales by wholesalers to n,tallers. number of
retailers, and amounf of annual sales by retailers to individual consumers. This information is
1;10‘1:{: readily avai‘na]:':::le to Andrx than io couwlai:.ﬁ cpﬁaszL as Andrx has greater scCess to data
(such as IMS data) and other resources wh.i.ch -would identify the relevant information sought.
Subject to ﬁ%e objections, complaint counsel states the following in support of our

allegation that “[a] relevant product market for assessing respondents’ anticompetitive conduct 1s

\

oncc-adﬁy diltiazem.”

. Cardizem CD and generic versions of Cardizem CD have been determined by the Food
and Drug Administration to be biocquivalent, contain the same active pharmaceutical
ingredient, and act similarly in the body, so that they are virtually identical in safety,
cfficacy, and side effects. :

. Sales of generic versions of Cardizem CD come almost exclusively at Cardizem CD’s
expense, with little or no effect on other drugs approved for the treatment of hypertension
or angina. For instance, both HMR and Andrx — prior to the entry of generic competition
— expected that the introduction of generic Cardizem CD would havea significant and
profound effect on the sales of Cardizem CD. HMR forecasted that a generic version of
Cardizem CD would capture roughly 40% of Cardizem CD sales within the first year, and
nearly 70% after two years. (Sez e.g., HMRI S18 000217-220 and HMRI §19 002733,
004661). Andrx forecasted generic penetration at 43.75% of Casdizem CD sales after one
year, reaching 66.10% afer two years. (See e.g., Andrx 000922-000968, 000953).

. Genezic products tend to be significantly less expensive than their brand-name
counterparts. For instance, Andrx forecasted that upon its lauoch of a generic version of

_Cardizem CD, it would price the product at a 28-40% discount off Cardizem CD. (See
Andrx 000922-000968)

13
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Pharmacists may, and in some ¢ases are required 1o, substitute genenc vc?siop§ of
Cardizem CD for Cardizem CD without obtaining authorization from a physician. In
contrast, pharmacists cannot substitute other drugs for Cardizem CD without oblaining
puthorization from a physician.

Once-a-day diltiazem products cannot be reasonably substituted with products from other
CCB product categorics. Although all CCBs are indicated for the treatment of
hypertension, the CCB class is a diverse group of drugs with different chemical structures
and effects. CCBs typically are classified into three distinct catepories: benzothiazepines
(diltiazem), phenylalkylamines (verapamil), and dihydropyridines. Each of these
categories of drugs contain different active pharmaceutical ingredients, may react
differently in the body, or aré associated with different side effeects,

Although immediate release and twice-daily formulations of diltiazem deliver the same
active ingredient to the patient as once-a-day versions, they are not reasonable substitutes
for several reasons. Primarily, the once-a-day formulation is superior to other
formulations because it increases patient compliance. For a disease such as hypertension,
compliance is critical to successful treatment. Non-compliance has an adverse effectona
patient’s health, resulting in the inability to control blood pressure, which in turn
increases stress on the arteries. The once-a-day formulation provides not only
convenience and greater compliance, but also is believed to have greater therapeutic

efficacy because of the more consistent level of the dmg maintained in the patieat’s blood
stream throughout a 24-hour period.

Andrx alleged a relevant product market of diltiazern in its counterclaim to HMR'’s patenit
infringement suit. (Ses Andrx’s answer in the Florida Patent Action)

Interrogatory No. 8
Describe in detail the definition and scope of the market (or markets} for calcium channel
blockers, ace inkibitors and beta blockers, including, without Iimitation, the identity of any

pharmaceutical products that allegedly or actually competes with, may be substituted for, or
otherwise provide an alternative for Cardizem CD and/or Cartia XT. '

nse to Interrogato

In addition to the general objection stated above, complaint counsel object to

llnterrogatory No. 8 as premature to the extent it asks us 1o descnibe, prior to the completion of

discovery, the definition and scope of the market (or markets) for calcium channel blockers, ace

inhibitors, and beta blockers. ' Complaint counsel further object to Interrogatory No. 8 on the

14



grounds that it asks for a legal conclusion. Complaint counsel further object to Tnterrogatory No.
$ as prenlaiure W e cxtent it seihs informaaiion prepared by zn cxXpoil who may testify in this
matter.

Subject to these objections, as far as complaint cognsel is presently aware, the relevant
product market, as alleged in the complaint, is no broader than once-a-day diltiazem products. In
addition, narrower relevant prodiict markets may be contained within the market for once-a-day

dilfiazem, including a market of Cardizem CD and generi¢ or bioequivalent versions of Cardizem

CD.

-

Once-2-day diltiazém products include the following brand-name products and all generic
versions thereof: Cardizem CD, Dilacor XR, and Tiazac.

Other CCB products, which are not part of the once-a-day diltiazem market, include the
following brand-name products and all gene;ic versions thereof: Adalat CC, Cardene SR,
Cardene, Dynacirc CR, Dynacirc, Norvasc, Plendil, Procardia XL, Procardia, Su]ar, Calan SE, |
Calan, Covera HS, Isoptin SR, Isoptin, Verelan PM, Verelan, Cardizem SR, and Cardizem.

Ace inhibitors, which ate not part of the once-a-day diltiazem market, include the
following brand-name products and all generic versions thereof: Accupril, Accon, Altace,
Capoten, Lotensin, Mavik, Monopril, Prinivil, Univase, Vesotec, and Zestril

Beta blockas, which are not part of the once-a-day dﬁtiazem. market, include the
_ following brand-name products and all generic versions thereof: Betachron E-R, Blocadren,
Corgard, Indetal, Kerlone, Lopressor, Tenormin, Toprol XL, and Zebets

Interrogatory No. 9 . .
For entities or individuals who purchased Cardizem CD, including wholesalers. retailers and
individual consumers. identify the extent, if any, that prices paid were artificially inflated or
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otherwise exceeded what the prices otherwise would have been by reason of deféndants’ alleged
anticompetitive conduct, and describe in detail the basis for your contention; how this amount
was calculared; any formula used in making the calculaiion; tiie sources of any daia; and stale
a!l facts and assumptions on which you base such answer.

Respouse to Interrogatory No.

In addition to t:he geﬁeml objection stated above, complaint counse] object to
Interrogatory No. 9 on the grounds that it calls for information beyond the scope of discovery.
Complaint counse] f‘.himcr object to Intertagat-ory No. .5-‘ as premature to the extent it secks
infonﬁ:‘iﬁon by an e;npprt who may téﬁfy in this matter. Complaint counsel further OBj ect 10
Iptcmgétory No. 9 as premature to the extent its asks us to identify, prior to the completion of
discovery, the cxt.ent, if any, that prices paid were artificially inflated or otherwise exceeded what
the prices otherwise v;'oul‘d have been by reason of respondents' alleged anticompetitive condnct.

| Subject to these objections, the evidence indicates that Andrx would have priced its
generic version of Cardizem CD, upon launching the product, at a 28-40% discount off the brand
name product. (See Andrx 000922-000968).

The September 1997 Stipulation, at the time of its inception and execution, was likely to
foréclose entry of — or raise barriers to — lower—cost generic versions of Cardizem CD, by -
reducing or eliminating Andrx’s incentives to launch its original product, to develop and sell any

non-infringing of potcntiaily non-infringing version of its émcric Cardizem CD product, and to
 relinquish or ofherwise compromise its right to 180 days of market exclusivity. Indeed, hd the
parties not terminated the September 1997 Stipulation in June 1999, the agreement likely would
havé delayed Andrx’s cmry by at least seven months, if not substantially longer. As a result, this
égrecment, had it not been terminated under pressure from the Commission, was likely to

\
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artificially inflate prices in the once-a-day diltiazem market by at least 28-40% (5ce Andrx
000922-0009G8), decrease e output of generic Cardizem CD products, and ciiminaie o1 reduce
consumer choice.

Interrogatory No. 10 : :
Describe in detail the relationship, if any, which you contend exists between (a) the degree to
which, if any; the prices paid for Cardizem CD by wholesalers or retailers were higher than they
would have been in the absence of defendants' alleged anticompetitive conduct, and (b) the
degrec to which, if any, the prices paid by individual consumers for Cardizem CD exceeded whar
they otherwise would have been.

In addition to the general objection stated above, complaint counsel object to
Interrogatory No. 10 on the grounds that it calls for information beyond the scope of discovery.
Complaint counsel further object to Interrogatory No. 10 as premature 1o the extent it seeks
information by an expert who may testify m this matter. Complaint counsel further object to
Tnterrogatory No. 10 as premature to the exte'nt jt asks us to identify, prior to completion of
discovery, each basis for detailing the relationship which we may contend between (a) the degree
to which, if any, the prices paid for Cardizem CD by wholesalers or retailers were higher than
they would have been in the absence of respondents alleged anticompetitive conduct, and (b) the
degres to which, if any, the prices paid by individual oonsu.méfs for Cardizem CD exceeded what
they otherwise would have besn. |

Subject to these objections, complaint counsel state that the September 1997 Stipulation,
at the time of its inception and execution, was likely to foreclose entry of — or raise barriers to —
Jower-cost generic versions of Cardizem CD. Indeed, had the parties not terminated the
September 1997 Stipulation in June 1999, the agreement likely would have delayed Andrx’s

entry by at least seven months, if not substentially longer. Asa result, this agreement, had it not
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been terminated, was likely to mﬁﬁcia]ly inflate prices in the once-a~day diltiazem market by at -
least 28-40% (See Andrx 000922-000968), decrease the output of generic Cardizem CD
products, and eliminate or reduce consumer choice, _

Complaint counsc;l refer Andrx to the documents submitted by Andex in the pre-
complaint investigation of this matter, as well as the documents we pmiuced as part of our initial
disclosures, including, but not limited to: Andrx 004661-004671; Andrx 005 164-005182; Andrx

000922-000968; EIMRI S19 602732-002737; and HMRI Spec 20 Stratemeier 00181-00190.

Interrogatory No. 11 :

Describe in detail the relationship, if any, which the FTC contends exists, between the price(s) of

a brand name pharmaceutical product and the price of one or more generic versions of such a
product.

Response to Inte ato 0.11

Tn addition to the general objection stafed above, complaint counsel object o
Interrogatory No. 11 on the grounds that it calls for information beyond the scope of discovery.
Complaint counsel further object ‘to Interrogatory No. 11 on the grounds that it is premature to
the extent it secks information prepared by an expert who may testify in this matter; Complaint
counsel further object to Interrogatory No. 11 on the grounds that it is premature to the extent it
seeks information conceminé the relationship, prior to completion of «dlscovcry betwech the
price(s) of a brand name pharmaceutical product and the price of one or more gcﬂcric versions of
such a product.

Subject to these objections, as far as complaint counsel is presently aware, the prices of
generic products are significantly lower than their brand-name counterparts. Andrx’s own

documents indicate that it projected that it would price its generic version of Cardizem CD, upon
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launching the produc._'t, ata 2&-40% discount off the brand name product. (Sce Andrx 000922-
050968). Sce g, R;)y Levy, “The Pharmaccutical Lidusiary: A Discussiorf of C011:pcﬁti\vc and
Antitmst Issues in an Environment of Change,” (March 1999) available on the Commission’s -
web site (www.ﬂc,gqv]. |

Interrogatory No. 12:
Does the FTC contend that the alleged anticompetitive conduct, as set forth in the Complaint,

constitutes, either in whole or in part, a "per se” violation of any laws; if so, describe in detail
each basis, if ary, for such a contention.

Response to Ig‘ terrogatory No. 12 . _

In addition to the genéral objection stated above, complaint counsel object to
Interrogatory No. 12 as premature to the extent it seeks, prior to completion of discovery, “each
basis™ that the allegéd ax‘\lticompctiﬁvé conduct, either in whole or in part, i5 Ullegal per se.
Complaint counsel further object to Interrogatory No. 12 on the grounds that it calls for a legal
conclusion.

Subject to these objections, as far as complaint counsel is presently aware, the September
1997 Stipulation is a market division or allocation and is per se illegal under Section 1 of the
Shermnan Act. It is a written agreement betwesn competitors or potential competitors in which
one party is paid by the other not to compct‘e in the United States. Th;: agreement is not justified
by amy counten;ailing efficiencies.

Interropato 0. 13

Does the FTC contend that the alleged anticompetitive conduct, as set forth in the Complair,
constitutes, either in whole or in part, a violation of any laws based on a “rule of reason”
analysis; if so, describe in detail each basis, if any, for such a contention.
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Response to Interrogatory No. 13 ' : -

In addition to the generzl objection stated above; complaint counsel object o

Interrogatory No. 13 as premature to the extent it-seeks, prior to completion of discovery, “each
basis” that the alleged anticompetitive conduct, either in whole or in part, is illegal based on 2
“rule of reason analysis.” Complaint\ counsel further object to Interrogatory No. 13 on the
grounds that it @ls for a legal conclusion.

Subject to these objections, as far as complaint connsel is presently aware, the September
1997 Stipulation is illegal under a rule of reason analysis, The respondents entered into an
agreement — the September 1997 Stipulation — that had the purposc or effect, or the tendency or
capacity, to Testrain competition unreasonably and to injure competition and consumers by
preventing or discouraging the entry of competition in the form of genexic versions of Cardizem
CD into the relevant market, decreasing the ou%put of generic Cardizem CD products, raising or
stabilizing the prices of Cardizem CD, and eliminating or redncing consumer choice. The
September 1997 Stipulation has no countervailing pro-competitive justification. It does not
contain any substantial efficiency enhancing integraﬁoﬁs, nor does it enhance consumer welfare.
The only benefits stemming from the stipulation were realized by HMR and Andrx: HMR was |
guaranteed that no generic c(;mpctitors would cha]leﬁge its Cardizem CD, and Andrx was paid
$29 million in refurn for not entering, or facilitating entry into, the market.
Interrogatory No. 11‘
Describe in detail each basis, if any, for concluding that Andrx would have entered the market
with a generic version of Cardizem CD in the absence of the 1997 Stipulation.

Response to Interropgatory Ne. 14
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In addition to the general objection stated above, complaint counsel objedtto
Inierrogatory No. 14 on Lhe grounds that it calis ior infonmation beyond the scope of discovery.
Complaint counsel further object to Interrogatory: No. 14 as.premature fo the extent it secks
information by an expert who may tcsufy in this matter; Complaint counse! further object to
Interrogatory No. 14 on the grounds that it is premature to the extent it asks, prior to completion
of discovery, for each basis for concluding that Andrx would have entered the market with a
generic version of Cardizem CD in the absence of the September 199? Stipulation.

Subject to tl_lm objections, complaint counsel refer Andrx to its own signed
memorandum of law subrmitted to a ¢court in the Florida Patent Action, in which Andrx states that
it “intends to manufacture and sell its once-a-day diltiazem composition as soon as it receives
FDA approval.” (See HMRI S7 002984-003000, 002993) In the course of its patent litigation
with HMR, Andrx consistently maintained that the generic version of Cardizern CD for which it
filed an -ANDA would not infringe any va.ﬁd patent listed in the Orange Book claiming Cardizem
CD. Complaint counsél refer Andrx to the documents submitted by Andrx in the pre~complaint -
investigation of this matter, as well as the documents we produced as part of our initial
disclosures, including, but not limited to:

. Andrx’s Notice of Cefﬁﬁcation of Non-Infringement of a Patent Under 21 C.FR.
§ 314.95, HMRI S7 003129-3133;

. Andrx’s Patent Certification and Exclusivity Statement, 2199-2200;

E January 17, 1996 Letter from David Gardner to the Office of Generic Drugs,
| 2068-2077;

- Protocol # AX-102596-1 To: Andrx Pharmaceuticals Inc. For: Manufacture of

Diltiazem Capsules Once-Per-Day According to Patent No. 5,364,620, 007608-
7613; 2068-2077;
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. Andr's Answer HMRI Spec 20 Hoskins 00230-00266; -

Memoi'andum of Law in Support of Defendant’s Motion to Disnuss the
Complaint for Lack of Subject Matter Jurisdiction, HMEI S7 001044-001062;

. Defen&ant’s Motion for Summary Judgment on the Issue of Non-Infringement
with Supporting Memorandum of Law, HMRI §7 001656-001678;

Afﬁdavxt of Chih-Ming Chen in Support of Defendant’s Motion for Summary
Judgment on the Issu¢ of Non-Infringement, HMRI S7 0015995-001607; and

Defendant’s Reply Memorandum of Law in Support of its Motion for Summary
Judgment on the Issue of Invalidity, HMRI 57 002803-002815).

Interrogatory No. 15

Describe in detail each basis, if' any, for concluding that some person other than respondents
herein, whether Biovail, Faulding, or another person, would have entered the market with a
generic version of Cardizem CD in the absence of the 1997 Stipulation.

v

Response to Interr(;gatou No. 15

In addition to the general objection stated above, complaint counsel object to
Interrogatory No. 15 on the grounds thaf it calls for information bgyond the scope of discovery.
Complaint counsel farther object fo Interrogatory No. 15 on the grounds that it is premature to
the extent its asks, prior to wmpleﬁ;n of discovery, for “each basis” concluding that some
person other than respondents herein, whether Biovail, Faulding, or another person, would have |
entered the market with 8 generic version of Cardizem CD in the absence of the 1997 Stipulation.

Subject to these objections, as far as complaint counsel is presently aware, the September
1997 Stipulation had the purpose or effect, or the tendency or capacity, to restrain competiion
unreasonably and to injure competition and consumers by preventing or discouraging the entry of
competition in the form of generic versions of Cardizem CD into the relevant market, decrmsing.

the output of gencric Cardizem CD products, raising or stabilizing the prices of Cardizem CD,
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and eliminating or reducing consurmner choice. Under the September 1997 Stipulation, Andrx
agreed not 1o markel any generic version of Cardizem CD, réga:dless of wleiher the product
infringed any of HMR's patents. In addition, Andrx agreed not to relinquish or otherwise -
compromise its right to 180 days of market exclusivity. By prohibiting Andrx from commencing
the commercial sale of not only the produet subject to the pateat infringement suit, but also of
any bioequivalent or genén’c version of Cardizem CD during the term of the agreement, the
September 1997 Stipulation had the purpose, as well as the intended or likely effect, of deterring |
Andrx from developing and selling any non-inﬁ-in-ging or potentially m>mmh@g version of its
generic Cardizem CD pmdubt Had the respondeats not abandoned their agreement under
pressure from the Commission, Andrx likely would not have marketed its product until January
2000 at the earliest, v.;hen it was eligible (but not required) to exercise a licenss. Ev;m if Andrx
had come to market in January 2000, neither Bmvaﬂ nor Faulding would have been zble to
market their products until July 2000, after Andrx’s exclusivity expircd (which is six months
after these parties actually came to market).

By prohibiting Andrx from withdrawing its pending ANDA or relinquishing or otherwise
compromising any right acoruing under its ANDA, including its right to 180 days of generic
market cxclusivity. until the entry of fina! judgment in the Florida Patent Action, the September
1997 Stipulation had the purpose, as well as the intended or Hkely effoct, of deterring Andrx
from relinquishing its eligibility for a 180-day period of exclusivity under the Hatch-Waxmsm
Act. Had the respondents not abandoned their aw under pressure from the Commission,

Andrx likely would not have relinquished its 180-day exclusivity right. Accordingly, neither
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Biovail nor Faulding would have been able to market their products until July 2000, after

Andnx’s exclusivity expired (which is six months afier these parties actually came to market).

Interrogatory No. 16

Describe in detail each basis, if any, for the allegation made in paragraph 38 of the Complain:
that *"Hoechst MRI, Cardizem and Andrx acted with the specific intent that Hoechst MRI
monopolize the relevant market.™

Response to Interrogatory No. 16

In addition to the general objection stated above, complaint counsel object to
Interrogatory No. 16 as premature to the extent it asks us to identify, prior to the completion of
discovery, each basis for concluding that HMR,, Cardern, and Andrx acted with the specific
intent that HMR monopolize the relevant market. Complaint counsel further object to
Interrogatory No. 16 on the grounds that it calls for a Iegal conclﬁsion. Complaint counsel
further object that Interrogatory No. 16 d.o_w not accurately recite paragraph 38 of the complaint.

Subject to these objections, as far as complaint counsel is presently aware, HMR, Andrx,
and Carderm acted with the specific intent that HMR monopolize the relevant market. The
respondents implemented a plan calculated to exclude competitors or potential competitors from
the market. They designed an agreement that was structured specifically to forestall the entry of
generic competition to Cardizem CD. ' |

Both HMR and Andrx acted consistent with their obligations under the September 1997
Stipulation. For instance, consistent with the agreement, Andrx did not market its generic

version of Cardizem CD upon final FDA approval, in return for which HMR paid to Andrx $10
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million per quarter. :‘Moreov,{':r. HMR introduced to the agreement certain additional restrictive
provisions. For insta._-'nc.:, HMR ipsisied that the zgrecment include restraiis oi Andrx’s ability
(i) to market any geni:ric version of Cardizem-CD or (i) to relinquish its right to 180 days of -
market exclusivity. Andrx kaew — or should have known — that the September 1997 Stipulation
would perpetuate I-[b:,;{R’s monopoly power in the relevant market.

" At the same gime it was negotiating the September 1997 Stiplilatiori. HMR also attempted
to negotiate an agree:ment with Biovail. Shortly after Biovail filed an ANDA fo market a generic
version of Cardizem. CD, HlV-lR.oﬂ'cmd to pay Biovail-to refrain from marketing a generic |
version of Cardizem CD unti] at least July 1999.

Complaint cr}uns\el refer Andrx to the documents submitted by Andrx in the pre-
complaint investigation of this matter, as well as the documents we produced as part of our initial
disclosures, including, but not limited to: August 10, 1997 correspondence from James M.
Spears to Lou Solomon (the correspondence does not have bates pumbers); Andrx 01385-01675;
Andrx 004291-004300; Andrx 004307-004368; Andrx 004344-004346; Andrx 004351-004352;
Andrx 004358-004360; Andrx 004362-004365; Andrx 004369-004376; Andrx 004382-004384;
Andrx 004403-004407; Andrx 04389-04392; Andrx 04397-04399,; Andrx 004411-004414;

Andrx 004418-004419; HNERI S8 000014-000023; GADS030661-030665; GADS030666-
030680; and BVL0O000001-0008080.

Interrogatory No. 17 ' :

Describe in detail each basis, if any, for the allegation made in paragraph 29 of the Complaint
that "[t] ke acts and practices of the respondents as herein alleged have had the purpose or
effect, or the tendency or capacity, to restrain competition unreasonably and infure competition

and consumers,"” including, without limitation, explain the meaning of "tendency or eapacity” as
used in the allegation.






