UNITED STATES OF AMERICA

BEFORE FEDERAL TRADE COMMISSION gEN 22 A0

SECRETARL

In the Matter of

" SCIEERING-TT.OUGH CORPORATION, Docket No. 2297
a corporation,

UPSHEE-SMITH LABORATORIES, INC., PUBLIC YERSION
a corporation,

_ami

AMERICAN HOME PRODUCTS
CORPORATION,
acorporation.

COMPLAINT COUNSEL'S OPPOSITION TO SCHERING-PLOUGH
CORPORATION’S MOTION TO LIMIT THE REBUTTAL EXPERT TESTIMONY OF
DR. BERTRAW_I PITT REGARDING CONYERSATIONS WITH FDA OFFICIALS

Lir. Bertram Fitt is a professor of medicine and expert in cardiology. He is being offered
to testify in rebuttal about his concerns with the safety, efficacy, and likelihood of FDA approval
of Niacor-SR, a product for which Schering supposedly guaranteed payments of $60 million to
Up;gherj To confirm his conelusion .;--m--m-mmmmmu.....................-.......-m.
ssessnersersersonsensensinansersensenrenrannrenranrrrnrensenerrensenver 1. Pitt spoke with oflicials with
the FDA, the agency cha;god with approving new drug praducts.? Schering now moves to

precliugde Dr. Pitt’s reliarice upon and testimeny about this conversation on the basts that Dr. Pift

! DPirt Rebuttal Report at 3 (Attachment A).

T 14 atB.




iz simpty serving as a “mouthpiece” for the FDA? Schering’s motion shonld be denied for the

following reasons:

. Dr. Pitt’s opimon about the likelthood of FDA apprevat of Niacor-SR is based
upen his substantiat expertise and review of the relevant materials, and his
conversation with TDA officials merely serves to corroborate that opinion;

. Dir. Pitt may reasonably rety on his FIYA conversation as part of the basis for his
vpinion;

* Schenng had every opportunity to conduct discovery about these comversations,
irom both Dr. Bitt and the FDA: and

. Scherng’s arguments go only to the weight of Dir. Pitt’s testimony, not is
admissibility.
I' Dr. Pill‘s ﬂpiniuﬂ Nlﬂcﬂr'SR TYYETYEFFRFFREYFIFRFYEY FREY VRN RTR Y FREYTEYFRFAY R T R b R Is

Based on Ilis Substantive Experience

Dir. Pitt is an expert in the area of cardiology. He has been a medical doctor for aver 40
years and completed a fellowship in cardiology from Johns Hopkins University School of
Medicige. He bas been a professor of medicine at bwo nniversities, serving as the Directer of the
Division of Cardiology at the University of Michigan School of Medicine.*

Dr. Pitt hias had extensive relevant experience in the area of clinical cardiotogy :md
cimmical invastigati;:lns. He has been involved in approximatcly twenty clinical trials, several of
which were done as part of the FDA approval process,” and several of which involved stating, a

class of drugs that, like nicotonic acid, is used to treat high cholesterot.®

3 Schering Mem. at I.
* patt Rebuttal Reportat 1.
* Pint Dep. at 42-43 (Attachment B).
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Dr. Pitt also has served on the Cardiorenal Advisory Committee of the FDIA, which
reviews New: Drug Applications ("NDA™) submitted to the FDA’s Cardiorenal division and
provides recommendations as ta their approval.” He is or has been a member of numerous
professional societies relating to cardiology,® and has authmen-i or co-authored aver 500
puhlications, mciuding works in mumerous peer-reviewed journals in the ficld of cardiology.?
Dr. Pitt raviewed materials relating to the clinical data for Niacor-SR that Upsher provided to
Schering at the time Schering hicensed the product, respondents” expert reports relating to the
clinicat issues of Niacor-SR, as well as the materials relied upon by some of these experts. '

As gn expert in cardiclogy, Dr, Pitt will tesiify in rebuttal to two fundamental points;s=»==
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swabsncunsnans 11 A nart of his enalysis and to confinmn his opinions and conelusiens, Dr. Pitt had =

T Id. at 45; Pitt Rebuttal Report at 2,

? Pitt Rebuttal Report at 2-3; Curriculum Vitee of Dr. Pitt at 3 (Attachment A).
¥ Curriculum Vitae of Dr. Pitt at 4-45.

 Ppitt Rebuttal Report at & '

g at 7.



brief conversation with officials of the FDA.”® The purpose of this conversation, according to
Dir, Pitt, was to confirm whether FDA “shared” his concerns about the safety of Niscor-SR.”
Schering seeks to preclude Dr. Pitt from testifying about this conversation.”* 1t argues
that this testimony 1s inadmissible because Dr. Piti is simpiy a “mouthpiece”™ for the FDA,
mmproperly passing along the opinions of FDA officials. This argument suggests that Dir. Pitt
either lacks the expertise, or failed to conduct the analysis, necessary to form his opintons,
independent of his conversation with the FDA.'* Yet, Schering does not challenge Ur, Pitt’s
credmﬁals in the field of cardioiogy. Mor does it contest that Dr. Pitt has the quatifications and
expertise to reach clinica! opinions on the safety and efficacy of Niacer-SR and the likely
probilemns this product would have faced in obtaining FD'A approval. Nor does it assert that Dr.

Fitt failed to review the information necessary to form: the opinions about which he intends to

7 17 at 8.
H Pt Dep. at 22, 25.
M Schering Mem. at i, 6.

'S The cases upon which Schering relies stand for the limited and self-evident proposition
that ant mdividual cannot simply pass along as export testimony the expert opinions of another
where that individua! lacks the expertise to form such an opinion on his own and/or where be or
ghe hag failad to conduct 2n independent evaluation of the relevant issue. See, ez, Hot Wax, Inc.
v. Warsaw Chem. Co., fuc., 45 F. Supp. 2d 635, 638-640 (N.D.I. 1999) (stnking testimony of
expert whose opinion was golely a repetition of hearsay statements and in support of which he
did no mdenendent analysis), Grant v, Chemrex, inc, 1997 ULS, Dhst. LEXIS 6058, at *2]
(N.DIL. 1957) (striking report of expert who relied upon conctusions which he did not and conld
not have come o on his own and which were from annther expert whose opinions he did got and
¢onld not have evaluated himse!). Since Schering neither challengss D, Pitt’s expertise to
render-his opinicn, nor suggests that his review of the record was insufiicient, its cases are not
relevant.




testify. And Schering cannot show that Dr. Pitt did not forms such opinions based on s own
expertise and review of the relevant materials, independent of his conversation with the FDA.

In ts testimeny, D, Pitt explained that he reached an opinion that Niacor-SR =esses
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He further testified that his opinjon was based in part on the existence of Niaspan, a somilar
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Dy. Pitt went on to explain that he reached this opinion ebout Niacer-SR’s safety immd efficacy
problerns sesessesense g conversation with the FDIA | and that this conversation only sessesesvserse
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s Ditt Dep. at 8.
U Id at 19,
B Id
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D, Pitt is not a “conduit™ for the opinions of FA officials, as Schering suppests. Instead, based
ort miore than three decadss of melevant medical expenence n the cardiology field and In:s review
of the pertinent clinical data and other matenals, he offers his own opinrens about the safety and
eflicacy concerns relating to Niacor-5SR, concerns which were Igter seseassese g sesnsnsseacrssese
in his conversations with the FDA™

1. Dr. Pitt May Reasonably Rely On I1is Conversation With
Tue FDA As A Basis For His Oploton

In other parts of its memorandum, Scherng appears 10 suggest that Dr. Pitt, a recogmized
expert in cardiclogy, cannet rely on a conversation with the FDA as a basis for his opiniong ss=es
abaasateTIOuIeRI He RS ISRt ssusaunasssnavensnns 2 Thig position .ig inconsistent with hasic
evidence law. As Schering scknowledyes 7 an expert has wide laiitude to rely on “all Iinds™ of
mfomaation so long as that information is “of a type reasonably relied upon by experts in the
particalar field in forning opinions or inferences zpon the subject.™ In explaining Rule 703 of
the Federat Rules of Evidence, the Court of Appeats for the Sixth Circuit emphastzed that

experts cat-cven rely on normaily inadmissible hearsay i forming and testifying as to their

OpIaONs:

L e
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M Schering Mem. at 6.
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2 Fed. R. Evid, 703.



The purpose of Rule 703 is to make avajlable to the expert all of the kinds of

thmgs that an expert would normally rely upon in forming an opinion without

roquiting that these be admissible in evidence. Under the Rule, the expert is free

to give his opimion relying upen the types of data ap expert would normally use in

(brning his opinion iy his area of expertise. in short, through Rule 703, the law is

catching up with the realities of professional life.*
it is oot hard:to sce why an expert in the field of medicine, like Dr. Pitt, would consult the federat
agency charged with evelnating and approving every new dmg product application, to solicit its
vigws on the safety and efficacy problems associated with a particular drug. That is precisely
what Dr. Pitt has done here, and it is entirely proper for him to rely on this FDA conversation as
a hasis fm I']is u‘pi‘njnﬂ ttlat Niacm_SR_ EFEPEFFEFREF TN ST AN SRE NN N FEEFEFRA RN F SR FFEASEE FAEFEUFEYFEY FRY FRR
wrsopesvssses and to testify about this conversation at the hearing.
IIl.  Schering Had Every Opportunity To Conduct Its Own Discovery

Schering next suggests that Dr. Pitt’s expected testimony should be exelnded because

Schering did not participate in D, Pitt’s conversation with the FDA offGuials and bas not had the

opportumity to obtain sinular information from the agency® Schering is wrong on both counts.

# Mannino v. Int T Manufac. Co., 650 F2d 346, 851 (6™ Cir. 1981). See also Sphere
Drake Insurance PLC v. Trisko, 226 F.3d 951, 955 (8® Cir. 20000 (*{ A}s an expert, Crowley was
entitled to rely on otherwize madmissible hearsay in forming the basts of his opinion, so long as
the hearsay 15 of the type rcasonably rolicd upon by experts in his ficld™); International Adhesive
Coating Ca., v. Bolton Emerson Int'i, Inc., 851 F.2d 540, 544 (1* Cir. 1988} ("{Aln expert is
entitled to rely on facta and/or data which have not been admitted into evidence if the expert’s
reliance an these or data is reasonable. . . . [R]easonableness is measured against the facts or data
upon which experts in the particular field normally rely.™)

& Pitt Dep. at 46-47.

® Sohere Druke, 226 F.3d at 955; United States v. Affleck, 776 F2d 1451, 1457 (10% Cir.
L985) (holding hearszy statements admissible to explain how the expert had corroborated his
opinions).

? Schering Men. at 5-6.



First, Schering has no right to be involved in an informal discussi{;n mvolving onc of the our
cxperts, just es we have no right to be mcluded in a sinilar discussion involving respondents’
experts. Second, contrary to Schering’s assertion, it has had every opportunity to conduet
discovery on the FDA. In his report, Dr. Pitt Jisted his conversation with the FD'A, including the
names of each FDA ofTicial whe participated in the call.?® At his deposition, respondents
guestioned Dr. Pitt about this conversation, and he provided his best recollection of .7 If
Schering believed it needad additional information, Schering coutd have sought to cormpet
tegtitnony directly from the FDA. Schering’s fajlure to do so should not be 2 basis for preciuding
Dr. Pitt’s testimony on this subjecl.

IV.  SBchering®s Arpuments Go Ouoly To The YWeight of Dr. Pitt*s Testimony, Not Lis
Adniissibility

Schering's arpument that Dr. Pitt’s testimony about kis FDA conversation wall have
“[ittle probative value” clearly is not a basis for exclusion. The “rejection of expert testimony is
the exception rather than the rule.”™*® A court shouid exercise its “power to exclude evidence in
imine only when evidence is clearly inadmissibte on all potential grounds.” Schering’s
quibbles with the “probative value™ of Dr. Pitt’s testimony can be fully aired on cross-

examination and need not be determined in a motion to excluds

® pint Rebuttal Report at 8.

< See, e.g., Pitt Dep. at 22-27, 29, 46-47, 114-121.

 Fed. R. Bvid. 702, Advisory Committee Notes.

' Howthorne Partners v. AT&T Tech., Inc., 831 F_ Supp. 1398, 1400 (N.D. 1L 1923).
# Butler v. Home Depot, Inc., 984 F. Supp. 1257 (N.D.Ca. 1997).
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More fimdamentally, Schering’s complaints about Dr. Pitt's expucted testirnony are not
grounded in the facts. For example, Schenng suggests that the FDA officials who participated in
the conversation with Dr. Pitt did not have the information necessary to render a reliable
opinion.® As Dr. Pitt testified, however, he verbally provided to the FDA the relevant liver
toxigity results concerning Niacer-SR.* Based on these Hver toxicity nnmbers, the Fi)zl
officials, according fo Dir. Pitt, were «+=revsevrevsesseranenerser the safeiy and efficacy of Niacor-SR
1y 1 e LT TR T L TR Y T PP TR T TR PR SR Although Schering accepts Dr. Pitt’s
abifify to cely om this liver toxicity informanon, it somehow calls into question: FDA’s ability to
render a relizble opinion based on that same information.

Schering’s next argument, that any opinion from the FDA officials who participated in
the conversation must he srelevant becauss none of them would have particapated in FDA’s
actual review of Nincor-SR in 1997 and 1998, is just wrong. As Upsher’s own documents make
clear, the primary FDA official who participated in the cail, Dr. Orloff,* ssessensensansannesessnnsass
reuFarssrersnarestransansesrsnessesrnnrenesd’ 1. Orloffs view that he

B T T corrohomates ]:)-r+ Fitt’s Dpiﬂiﬂ'ﬂ EI'IEI iE Emﬂiﬂly Tﬂlfﬁrﬂﬂt to “rhﬂhm-

2 Schering Mem. at 6.

M Pitt Dep. at 25-26, 116, 119-120.
* Id. at 25,

* Id. ar 23

T CX gi?, Upsher-Smith FTC 107426-107455 at 107433 (Attachnment C).

Pt Dep. at 25,



Sthering’s gonaranteed $6¢ million in payments were truly for a drug, which based on the clinical
data available at the tang, faced significant regulatory approval obstacles.
v, Conclusion

Schering provides no basis te prechide relevant and reliable testimony from Tir. Pitt.

Schering’s motion should be denied in 2l respects.

Bradley 8. Albert
Andrew 5. Ginsburg

Connsel Supporting the Complaint

Dated: Jarmary 22, 2002
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CERTIFICATE OF SERVICE

I hereby certify that this 22nd day of January, 2002, I caused a copy of the foregoing
Public Version of Complaint Counset’s Opposition to Schering-Plough Corporation’s Motion to
Limit the Bebuttal Expert Testimony of Dr. Bertram Pitt Regarding Conversations With FDA

Officials to be served upon-the following person by hand delivery:

- Honorable D. Michael Chappell
Adiministrative Law Judge
Federal Trade Commission
Room 104
600 Penmsylvania Avenuc, MN.W.
Washington, I3.C. 20580

Lcaused one original and one copy to be served by hand delivery and one copy to be
servied By electronic wail upon the following person:

Office of the Secretary

Federal Trade Commnission
RoomH-159

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

[ caused copies to be served upen the following persons by electronic inail and Federal
Express:

Laura 5. Shores

Howrey Simon-Armold & White
1299 Pennsylvania Avenee, N.W.
Washington, D.C. 20004

Christopher Curran
White & Case LLP
601 I3th St, N.W.
Washington, D.C. 20005




ATTACHMENT A



UNITED STATES OF AMERICA
FEDERAL TRADE COMMISSION

In the Mamer of

SCHERING-PLOUGH CORPORATION,
a COIPOTALION.

UPSHER-SMITH LABORATORIES, INC,,

-3 coTparation,
arrd

AMERICAN HOME PRODUCTS

CGRPORATION,

& gorporation.

Docket No, 9207

| REBUTTAL REPORT OF DR. BERTRAM PITT



The remaining pages of the expert report have been redacted.
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The remaining pages of the transcript have been redacted.




ATTACHMENT C



This document has been redacied.




