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COUNCIL ON GOVERNMENTAL RELATIONS
1200 New York Avenug, N.W., Suite 320, Washlngton, D C. 20005
(202) 289-6655/(202) 289-6698 (FAX)

- June 18, 1997

-~ Norman Latker

- Browdy and Neimark.
419, 7th Street N.W.
Washington D.C.

'Dear Norm

_ Ycu were. very klnd to dlSCUSS with me the. Determlnatlon Qf
Exceptional Circumstance (DEC), issued by the Natlonal Cancex
~ Instituce (NCI) in four contracts to regearch universities in
. September 1986, Since I know of your long standing interest in the
‘Bayh-Dole Act and its :l.mplementat;t.on, I am sending you an update on
~ what has happened since. Firgt, the universities did decide to
Cappeal and T am enclosing the létter prepared by Purdue. Second,
the NIH finally responded to COCGR'g ingquiry, in a latter dated May
22, 1997. It answers several questions, except the one whether the
NIH c¢ould have found an altarnata solution in Splte of its stated
concractual constraints.

The NIH has now invited the universities to a meeting, in
~advance of the fact-finding process mandated under the appeal, in
‘order to seek & mutually acceptable solution.. In addition, I
understand that Dr.Tom Mays has lefr NIH to taﬁe a pOSltan at
Morrison and Foerster in D.C. . .

I hope all is well with you.
~ Sincerely,

léita

‘Kate Phillips
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- ' et PURDUE UNIVERSITY
: PURDUE : B 1043 Hovde Hall, Room 339
' RESEARCH " West Lafayerte, Indiang
yelte,
FOUND ATION E— L _ 47507-1063  317/494-1833
May 13, 1987
Carolyn Swift :
' Contrssting Offloer
_‘Nationa! Canser Ingtitute
. OEM,RCB,TCS: =~ -
Bxecutive Plaza South, Room &03
- 6120 Executive Blvd MSC T220

‘Bathesds, MD 20892-7220

RE: . Appeal of the Determinafion of Ex¢eptione! Cirsummances:
RFP # NC1-CM-67246-T4; Cenwact #¥NO1.-CM-67260

Dw:Ml‘ .Sw.iﬁ: _
' ' NOTICE OF APPEAL

" Notige Is btnby glven, punuanttu Faderal Acquirition Rn;ulnﬂon {F‘AR) 27.304-!. 37 CFR 401.4, znd in gceordance
with 33 U,5.C. 202 (b){4), that Purdue Univerelty and the Purdus Resenrch Foundstion, both non-preflt organizstions,
appeal the Detsrmixation of Exeaptions] Circumstances (DEC) of Dr, Harold E. Varmus, dated 9/26/96, and the
carresponding subatitution of FAR 52,227-11 Patent Rights « Retantlon by the Coniracter (short form) June 1589

. (Devigtion) for the Standard Patent Rights Clause (FAR 52227-11) in Contract Number Hﬂl-CM—ﬁ'J’.‘.‘.EO betwun the
Natlonsl Cancer Imatlinie (NCI) and the l'nrdn- Rmm:h Foundation, S _ _

" On Beptember 30, 1996 contragt numbar NOI-CM-GH&G was fgimed 1o the Pundus Resewrch Foundation (PRF) by the Nstionsl -
" Cancer Institute. This contrast contalned a devintion to the sandurd Patent Right Clause (FAR 52.227-11). This devimion -
requires the contractor 1o nsxign all rights, titls, and interest in wach aubject invention to either NCI or to & zollaborating party
designstad by NCI. This devietlon was included in thﬂ contract a1 n r:sull ofa Dctcrrmnuhon of Bxcaptmnll Clr:u:mmncn -
. uigned by Dr. Harold Vrmus, _ R _ o

In hin Determination Dr. Vumu; stxtes hi& coteiusion that, “This action will better promete tha palicy and uhj:ctlws of 35
U.8.C. 200 et saq, to vnaure thet the Government sbtains suffielent data rights and patant rights in federslly supported inventions
to maet the needs of lhc Govmmnm and ite cnllnbumlng pmm md to protect the public :gumt non-use of unrtuqmblc we
of mvcutions _ . .

\ We believe that not only will thi DEC feil to promote those pnlwin; md objectives, but in faet will work to the detriment ofthc
policiug and objectives of 35 U.8,C, 200, In sdditlon, we believa that NCI his demonstrated an sbuse of discretion by imposlng

-the DEC without the benefit of cansultation with.the contractors in sdvance, and by fni!iug to follow proper pmmum for
unpnmng s DEC rcfmnebd by FAR27.303 o o :
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Carolyn Swift

Netional Cancer Institute
Notlee of Appesl Letter
Plge -2

The DEC deprives contrestart of swnerthip of all contractor inventions ereated under this contmer, NCI's vague rtionals for .
this ls that, “Collaberators heve indicated thas they will not submis their compounda to the program where thelr intellectunl
property rights may b loat, infringed, or adversely uffectad by contrestors employed by the Government." There is no empirisal
day elved which supports this conclusion. 1fx DEC cen be impased on the busls nf such unsupparted ssiumptions, then this

DEC will sct an extremely dangerous precedent.

" Wo offer this angly}is of the policies &nd objectives of 35 U.5.C. 200 as support for this tppnl'

“The DEC will not “promote collaboration between cammiercial coneerms and nen-profit argmwauons. including
upivertitiea,” Tha DEC plazss grest valus on the collaboretor's cantribution to the cammerelalization process but
~ Ignores, f not discounts completely, the kay role played by the universily contraciors, The DEC deprives us of our
ownership rights and cur right to benefit from commercialization of our intalipctus] property. With no oppammity .
“benefit in any way from such colisboration, there {a no incentlve to collaborate. From the commerclal concern’s
' perspective, they heve no reazon to collaborate with us under r.ho conditions imposed by the DEC since we bring
. nathing ta the table,

The DEC will not "entuire thas inventions mads by non-proflt organizations and aranll business flrmy we uped ina
‘manner to promote free competition and enterprise.” Fres compatition and snterprise croate the incentlves for
inventors to invent. When inventors are deprived of thelr right to own what they erats, they will stop inventing.
When university resonrchers logs their froedom to publish and use thelr wark to farther sducation and vescarch, they
will became mote ind more reluctant to work under contracts which impost those kinds of resrictions. The
‘Govermnment wiil then bé foced with a shortage of qualified bidders making fulr and open competition for these -
contrazts impossible. This DEC runa absohstaly counter 1o the notions of frae competition and enterprise.

" The DEC dees nothing further “to promots the commercislization and public availability of inventiens made in the
Unitad States by Uniwed States Indurcy and labor® thun what the Bayh-Dole Act arlginally intended, Universities
kave » fine track record of commersialization of their invantions and collaborating with industry, NCI has fudled o

bring forwand ¥ single example of whero universities have hindered the commerslalizarion of s now cmpound or
_ therapy for the teatment of cancer ar AIDS,

- The DBC i unnecessary “tn ensure that ths Govemment abtains sutficient r ghts in federally supported inventions to
meet the noeds of the Gaovernment and protest the publle against non-use or unreasonable use af mventmns " The =
B:yh-DaI- Act unntmm & “march in right” provision which lddrcnc: this cunr.:m '

The DEC does nos “minlmizs the costs of administoring policies in this aren." NCI‘: ¢osta of adminls:erlng fts
© programs will Tikely rise aa w vepult of the DEC. Now universities bear the cost of trensferring thelr technology to the

market place. These cans are substantisl and there is & aignificunt risk that thcy will not be ra:nvertad By lmposinz
the DEC, NCI has choscn to asrume these easts and risks. _

It ix our contention thet NCI hay failed to prowde ny flctull support for ks chim thut the DEC wlli better pmmor.e the putmmu .
and objectivas of 35 1L8.C. 200. _ : S

Wz are aiso appoaling this DEC becaune wi believe NCI'2 xctinm 1sading up to the DEC constlmte an abugs of dlacrctlon The
facws luppnniba the appeal on this basis are as follawn:

The procurement process wis flawed by tha Inisertion of the devisted FAR 52-227-1 1 lause into the gontrast when it -
did not wppear in the RFP, We recelved no notlce of this materisl change in the Govemment's roquirements in this
RFP. Accarding to FAR 15.606, the Contracting Officer 11 requtired Yo 153us = written emendment to the solicitation
when & ¢hmr.a In the Government requirements is meds. We must assumeé tht the Ccntrm:tlns Otficer was aware of
this requirement and that & conacious decision was made within NCT 1o nat comply with it.




06/18/97 . 14:03  T2022896698 COGR , | . B@oussoos

25-28-1997 10:37 3174941360 ' OCGBA-PURDUE UNIV. .  peea

Cxrolyn Swift

Natlonal Canoer Instisute
Notlee of Appeel Latter
Page-3-

The procedures Tor Imposing & DEC wers not followsd by NCI These prosedures are sof forth in FAR 27.303, Thess
regulations require that bafore using any of the exceptions the sgency shnll propare  written Deatermination including a
atatmmant of facts supporting the Determination. Further FAR 27.303 alfo requires an analysis Justifylng the
Determination. The regulsrions statz “this snalysis shall address with speciflcity how the sltemate provisions will
better ashleve the objestives sat forth in 35 US.C, 200." A review of the DEC discloses no finding of fact and
certxinly not the specific analysisz roquired by the mgulstions. These astlens arw fiot compliant with the regulntmns
"We must assume that these actions wars the rexuht of consclous declmns made wlthin NCL

The deviated FAR clause employed by 'NCI in thizs contrest is not comp!llm with !he r:;ulltlom FAR 27.303 lt.ntcs .
that the randeed clause i3 10 be used “with only such modificarions as are necessary (o wddresy the exceptional
circumstances of concems which led to the wie of the wxzeption.™ In the DEC Dr, Varmuys states his concern ta be with

- enalogs 1 compounds submittzed by colisborators. The devistion inserted ints our conmast encompasses all inventions
made by us under thiz contract, A modification radlerad to the speciflc, fust suppartsd cancarns s & requirement of the
reguintions, Agsin, we must asgums ﬂu: NCI wat awnre cmae rl;ulltlanl and made o cnnitlal.lt decislonwoner . -
cumply .

The dmumﬂs made by NCT which lead 1o NCI's nun-mmplnancn nanultm 0 thun of discrefion on the part of NCL

We roquest that this appeal be d:cldcd ncordmg t0 FAR 2’7 3041 Thls will requlre the decision come from one favel abnvt: Dir,
Va.rmul . :

| - We request that the DEC be wlthdruwn and the standard FAR alnuse 52-227.11 be restored,

_Purdue and NCI share the same objectives of pmviding new druga and therapies for the treatment of cancer knd AIDS to the
pubile as efficléntly and rapidly ns possible. To 1his end, we &re most mcr.ptlv: te bﬁnz!n] ﬂ'u {spues diszusaed in thix sppea! ]
an amicable concluzion that azrves these shared objectives. :

-Authorized contacts for discuaslon of these issues wre myself by phone at 165 454-1083 or --mnil lepherson@sps. purdue edu, or
Douglas W. Sabel by phone at 765 ‘94-1186 or a-mall dwnbr.l@spn pun'!u: edi, We both can bz resched by fux at 765 494-

1360,

 DWS#N 0318700].doc
e Kim Moreland, University of Kanpas
‘Michest Devine, University of Tenneasce




06/18/97  14:03 2022896698 . COGR @006 009

4"‘—“ Wiy

UMAN SERVICES Puhlic Health Service

A A ATAL R =% a & Wraria aa

National Institutes of Health
National Cancer Institute -

" Building 31 Room 11 A48

" Bethesda MD 20852-3100

MAY 22 1997

"Mr. Milton Goldber : '
President o RECEIVED
" Council on Governmental Relations . '
1200 New York Avenue, N.W., Suite mo JUN -5 p 3 45
Washington, D.C. 20005

o T g e
Dear Mr. Go!dberg: ST COs5

Thank you for your recent letter, dated January 2, 1997, to Dr. Harold Varmus, Director, NIH. In
your letter you expressed concerns over the actions taken by the National Cancer Institute (NCT)
in determining that exceptional circumstances exist relating to coniracts offered under the NCI's
Developmental Therapeutics Pragram (DTP). Your letter to Dr, Varmus has been forwarded to
me for response. T'm glad to have the oppertunity to clarify the issues raised in your letter,

I agree with you that research-universities are essential partners in conducting biomedical research
~ and effectively transferring those results to the private sector to better serve the public-health,
NCI has a long tradition of collaborating with uriversity researchers as well as strongly

supporting a vast array of academic research programs. I further agres that, overall, the

university research community has demonstrated an outstanding record of performance in
effectively developing and commercializing inventions as provided under the Bayh-Dole Act.

However, while NCI's recent actions in determining exceptional circumstances may appear to be
unprecedented for NC, such actions are not unprecedented in the biomedical research area and -
“have been invoked in instances related to other drug development contracts at the NIH. NCI has
- determined that, in instances in which we are collaborating with a pharmaceutical or blotachnology
company, the transfer to the private sector of potential therapeutic agents synthesized under '
- contract could possibly be blacked or delayed if the contractor creates a patentable invention, such
- as a new method of synthesis, The retention by the contractor of these rights can delay the NCI’s
- collaboration in the overall development of a new drug. Two examples reflect our concerns: -

a) The first involves the NCI discovery of 2 new class of potential therapeutic agents -
-+ calanolides.  The discovery of the calanolides arose as part of the Natural Products
screening program from samples of plant material obtained from another country
under a collection agreement. The collection agreement obligated NCI to provide
for the sharing of benefits with the source country from which the development of
new drugs arose, NCI [icensed its patent rights in the calanolides to a small
pharmacﬁutit:al company Howevcr a umversxty rasaamher under an NCI contract
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for drug synthesis, invented 2 new method of synthesis of the calanolides. While we
encouraged the contractor to seek patent rights in order to protect these
compounds, and enable the NCIto fulfill its obligations to the source country under
the collection agreement, the university’s representation of its interests in the new
method of synthesis has complicated the development of these new drugs and

- delayed an NCI collaboration in this area. Afer two years, the NCI has finally
been able to conclude negotiations with the company for a collaborative research
and develcpmem agreement (CRADA).

b)  The second example involves the development of another potential therapeutic,
- " PMZ-1, which was also originally identified under the NCI's drug screening
program. After almost two vears of negotiation, NCI reached agreement under 2
CRADA for the development of this agent. NCI agreed to provide, among other
_cantributions, drug synthesis and analog development, using, in part, services under -
" one of the DTP contracts with a university chemist. One primary concern of the
CRADA collaborator was NCI's ability to confer consolidation of patent rights,
since the compaosition-of-matter patent on the compound s held by the CRADA
collaborator, not the NCI.

~ The National Institute on Drug Abuse reached an analogous conclusion for the same reasons in
- several of its drug development contracts, Additionally, the fact that NCI has limited the area of
~ consideration ta only those contracts that represent sequential steps in the focused area of drug
development further supports our view that the DTP contracts do represent exceptional
circumstances. Without the ability to consolidate and “package together” patent rights that may
‘arise during the process of drug development, the NCY could be delayed or precluded from then
transferring new drugs and all related patent rights to the private sector for further commermal
development ' - : -

] o The academic research community can be assured that the NCIis not interested in obtaining patent
1 - rights, except and to the extent that such patent rights are the only means whereby we can ensure
' that potential therapeutic agents are made available to the public as soon as possible, It wasonly -
after tharough discussion, constderation of the issues, and deliberation over several options thata . -
* decision to issue a determination of exceptional circumstances (DEC) was made. It should be .
_noted that options considered, other than the DEC, did not eliminate sithations that might delay
drug development, thus ¢reating a concern for our therapeutic research and development program.

I would also like to address the two primary issues raised in your letter to Dr. Varmus. The first
- issue is whether NCI's actions were necessary in view of the research community’s fongstanding
implementation of the Bayh-Dole Act and the legislative intent of the Congress in authorizing
- university researchers to elect title to inventions and subsequently commercialize them, As
outlined above, we believe our actions were necessary in arder to ensure that the coordinated.
efforts of the several contracts employed by DTP to screen new agents, synthesize new
campounds, prepare and formulate the compounds for preclinical and clinical study, as well as to -
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- conduct preclinical studies using these compounds were not delayed. NCI's action was needed to
make certain that the contractor’s legitimate efforts to protect its patent rights does not
“compromise NCI's resource intensive efforts to develop new drugs to the point that they are ready
- for commercialization, Legislation passed by Congress recognized that the federal laboratories
~should more effectively transfer their research results to the private sector through the formation of
_partnerships and collaborations. This mandate was legislated in the Federal Technology Transfer .
Act of 1986 and subsequent amendments. While I agree that the intent of the Bayh-Dole Act was
not to place government as an intermediary between the research community and the private sector
for the development of university inventions, the NCI as a federal laboratory also has a mandate to
protect as well as transfer its inventions to the private sector. We try very hard to strike the
appropriate balance between these similar mandates

Ttis also important to understand that NCI has been very judicious in issuing a DEC for a very

- small number of recent contracts. ‘In fact, these four DTP contracts combined, amount to
$767,043, representing a very small percentage of the $122,000,000 annually awarded by NCI in
research and development or R&D support-contracts, Clearly, this does not represent a larger
effort to interfere with the university contractors’ efforts to commercialize their inventions under
NCT funding. In fact, the vast majonty of NCI’s funding agreements do not include such

. restrictions.

- 1 would also point out that, following discussions among NIH and university representatives, as
~well as with a representative of your organization, NCI has agreed to restrict the implementation of
the DEC to only those compounds determined to be proprietary. Further, the Special Works
Clause will be implemented in a manner that provides only for a reasonable and limited period of
review of information prior to its disclosure and publication, NCT has no interest in inhibiting or

interfering with a university researcher’s ability to present and publish his or her data to the
scientific community. In fact the NCI encourages such pubhcatzon and dassemmatlon of research
~results. :

~ You should also recognize that the DEC aflows contractors ta request greater rights, which the
- NCY will freely grant in all cases that do not preclude our ability to transfer new drugs to the
public, NCI remains committed to relying upon the research community to effectively translate the
creative and innovative research results to the private sector to pramote the pubhc health and - '
stlmulate the biotechnology and pharmaceutical industries. .

The second issue that you raised concerns thf: submission of compounds by universities under the
DTP screening program. The NCI has no desire to restrict the free-flow of scientific research and
- publication, NCT's DEC was not intended to, nor did it result in, a restriction of research.
- However we’d like to highlight a concern for universities submitting compounds to NCI's
program, that are further synthesized by NCI contractors, who in turn invent new methods of
-$ynthesis or formulation, Without NCI's DEC in these contracts, university researchers
submitting compounds may ironically find their patent rights compromised by other university
contractors who elect title to their new methods of synthesis. With NCI holding the patent rights =
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" that may arise under these four DTP contracts, we would be better able to ensure that patent rights
held by university researchers over their compounds would not be affected by patent rights that
may arise with NCI contractors, The DEC gives the NCI the ability to ensure the successful and

: effectwe transfer of only those few compounds that need to be further developed

B “Thope this prowdes you with sufficient mformahon to allay your concern regarding NCI's decision -
* to issue the DEC in the limited circumstances described as well as our overall intentions in thls
regard ' :

'_ Sincerely, - :

Rmhard D. Klausner M D,
D!rector






