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MNaiional Institutes of Health
Pubilic Health Ssrvice
U.8. Dapertmers: of Health and Human Services

FOR RELEASE: Contact: Anne Thomaszs
April 11, 19%3 {301) 496-5787

The Directer of the Wational Institutes «i Health (ﬁIH),
Haxrold Varmus, M.D., today announced remqfal of the "reasonable
pricing" clause from the Public Health scrvice (PHS) nodel
Coopefative Research and Development Agreement {CEADAY and “hs
PHS model Exclusive License Agreement.#*

"An extensive review of this matter over the p.st year
indicates that the pricing clause hag driven iudustr - away from
potentially beneficial scientific oollaborations witn PHS
scientists without providing an offsetting bencflt o the
pubiic,™ said Dr. Varmus.r "Eliminating the cla:e w'll pronote
r=szarch that can enhance the health of the 2ner ica;. geoélé,“ he
waad.

Over the past year, NIH analyzed its CRADl: ~chtivities,
including the scope of scientific rasearch undsy CRBDAS, the
resources brought to the collaborations by‘HIH we_ent ists and
industry, intellectual property arising from the TRADLs, and the
effect of the “reasonakle pricing® clause on praduots ceveloped
under CRADAs. NIH also sought advice from scientists, patient
advecacy greups, and rapresentatives of acadernic ‘astitutions ang
“industry. on how the vlause has affected research nd ds=valopnent

aollaborationse and the advancement of scientific olrco rer es.

*#NIH is the lead technology transfer office on be:alf of PHS,
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NIH found that CRADASE, although they r;present onl+ a small
fraction of NIH intramural research activities, sign;ficantly
advapce biomedical raseafch‘by allowing thé exchange and use of
experimental gompounds, proprietary research nmaterials, reagents,
scientific advice, and private finanaial resources heuween
government and industry scientists. The “reasconesle pricing®
clause, howeaver, discourages the execution of =x~Iusive licenses
and CrRADAs and inhibkits the ability of PHS sciertiats to ohtain

access to research materials and scientific ext arkise from their
private sechtor counterparts, even cutside the'wontext.of 2
license or a CRADA.

TH also determined that very few CRADEs have directly
resulted thus far in newv intellectual prop«rty or products. The
six products developed under NIH CRADAs s.nee 1987 either are
non-exclusively licensed to one dr.more compan:«s or had no
patent protesction and did not requirs iicensurelfar development.
Thus, to date, no CRADA product has been deve toped under an
exciusive license, §1thcughrseveral CRADA techr-:logies have been
exclusively licensed a2nd may result in futﬁ:e_?foducts. The vast
majority of CRADAs result in new seispntific krowledge, not new
pradudts. | |

NIH zlsoe found that research on saveral technologieé had
resilted in CRADAs and exclusive licenses with différent

om;anieé for the development of similsxr grocuons that would
- sepete with one another. Thus, sven where & product results
+-m an exclusively licensed techrnology, =h2 commercial licensee

& not assured a monopoly pesition in tae sy Ketpnlace. NIH



believes that ccmpetition should be fostersu py removing barriers
to CRADAs and ensuring, wherse posszible, tThat -mpeting ﬁrcducts
are developed for the same area ol technclogy.

No law or regulation reguires or expressly authorizes the
inclusion of the “veasonable pricing® clauses. No other Federal
‘agency except for the Bureau of Mines includes a reasohable
pricing clause in their CREDA or license agreements with the
private sroctor. Licenzees of PHES and other Faderal agencies
routirsly pay fees and royalties teo falrly compansate the
Government for usinhg intellectual property developed through
taxpaver-supported ressarch,

“The glause attempts to address the rare breakthrough

s~oduct at the expense ¢f a more open research snvironment and

mw re vigorous sclentifie collamorations,™ s&id Dr., Varmus. "One
has £o have a product to priée before cone can worry about how to
price it, and this clause js a restraint on the new produc:
develapmenf that the public identified as an important ratusn on
their research investment.”

NIH shares the concern voiced by participants at “he public
meetings about potential inaccessibkility of such produc.s due to
cast. Hewever, NIH agrees with the consensus of the advisory
panels that enforcement of & pricing clause would divert NIH from
its primary research mission and conflict with its statutory
mission to transfer promising technologies to the private sector
for commercializatiﬂn. UNil's primary prograﬁmatic mission,
legislative wandate, and expertise is in biomedical reszarch, no'
in product pricing,” szid Dr. Varmus,
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s To enccurage commercialization of Government conducted

rasearch, the Federal Technology Transfer Act of 12886 {FTTA)
authorizes Federal laboratories to enter inta CRADAS with
nunercus entities, including pri%ate busipesses. Under 2
CRADA,'cnmpanies may previde funds, ﬁerSDnnel, servicas, and
equipment in support of collaborative research with Public
Health Service (PHS) scientists, maost of whom are at the
National Tpstitutes of Health ([NIH). Faederal 1§haratcries may
provide =11 of thaze resourées except funds, and the
Government may also grant to their collaberators, in advance,
exclusive license options te intellectual praoperty rights on
any invention made by a Federﬁl emplayee under the terms of
the agresment. In addition, under separate authority, Federal
agéncies are authorized to enter into exclusive licenses with
companies for the commercialization of new technolegies
devéiapeﬁ golely within the intramural ressarch programs of
Federal laboratories. Often the CRADA and exclusive licensing
mechanisme are used tegether TO further cGevelop, tnrmugh
collaborative research, a DEW technology first discoverad

within a Federal laboratory -
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a In fiscal years 1987 through 1534, the NIH executed a total
of 237 CRADAs, most of them with industrial partners. These
agreenents covered a proad range of research, from the initind
applicatién of basic discoveries to advanced ¢linical trials.
Tn the vast majority of cases, hecause of the nature of the
research or the intellectual property position of either HIH

or the collaborator at the inception of the CRADB, no new

" inventions (and hence no new intellectual property) were

expacted and nohe resulted., Freguently in thege situationsg,

HTH had extensive intellectual propsrty protection on a
rechnology that was licensed by & CRADA collaborator and
further developed under a CRADA. Other times, the industria:
partner had extensive intellectual property coverage and
sptered inte the CRADA priwmarily to allow NIH access to the
propristary techneology for the purposes of Further basic
rasearch. In a swmalil minority of cases, new iﬁtellectual

property was developed during the CRADA. In no ocase has «

product heen brought to market baged upon technology develcoed

ander a CRADA and exclusively licensed to the collaborato
altheougn future producits may be anticipsted to arise out of
axclusively licensad CRADA technologies currently in

development.

s TIn 1989 the PHS, acting through the NIH Patent Policy
goard, adepted a policy statemsnt and three nodel provisi-ons
addressing-the pricing of products Licensed oy EHS‘research
agencies on an exclusive basis teo industry or jointly

developed with industry through CRADAS. The most critical
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factor in adoption of the pricing provisions by therPHS wAS
the Substantial‘Congressianal and'public concern over thsz
48,000-$10,000 per patient per year launch price of AZT _.n
1987. The involvement of National Cancer Institute (NCI)
scientists in development of this compound created a public
expectation that this medication would reach the public at o
more accessible priee. Although there was no CRADA or

exclusive license executed between the NCI and the drug

~ company to govern the commercialization of AZT, in response to

the issue, the NIH Patent Policy Board, in consultatien witlk
the Deputy Assistant Secretary for Health, FPHS, deqided e
requirs pricing clauses in model CRADAs and exclusive licernse

agreements.

% On the matter of pricing, the PHS CRADA Policy Statemeat
provides: _

"DHHS has responéibility for funding basic biomedicai
research, for funding medical treatment through programs such
as Medicare and Medicald, for providing direct nedical care,
and, more generally, for protecting the health and safety of
tna public. Because of these vesponsibilities and the public
investment in research that contributes to a product licensed
ander a CRADA, DHHS has a concern that.thare bPe a ressonable
relationship between the pricing of a licensed product, the
sublic investment in ﬁhat prcduct, and the health and safety

cads of the public. Accordingly, exclusive comnercialization

licenses granted for the NIH/ADAMHA intellectual property
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rights may require that this relationship be supperted by

reasenabla evidence.®

The modal PHS CRADA and exclusive license eagh include sinilar
provisiens. The mcael PHS exclusive licenée states as wall
that the agreement®,.. shall not restrict the right of the
Licensea to price a Licensed Produchk or Licensed process so as
to obtain reaéanable profit® and "... does not permift PHS or

any other government agency te set or dictate prices... . *

The DHHS is the only federal agenay ta include the "reasonable
pricing™ clauge in ite CRACDAs and exclusive licenses, other

than the Bureau of Mines.

# The current pricing clauses apply in two circumstances:
first, vwhen new intellectual property arisaes out of a CRAN®
and then is licensed exclusively to the collaborator by tue
PHS; and second, when NIH develops through its intramural
research new intellectual property that is then exclusively

licensad to the private sector for commercialization.

® XNIH held two public meetings on the subject of the
“reasonable pricing® clauses: one on July 21, 1934 and one on
Septenber 8, 1994, These mestings inoluded vepresentatives
from patient advocacy groups, industry, acadewmia, and The
goientific community. Attendees generally supported th=
public access purpose of the clause, but few belisved the

clause currently functions as intended. Many registered the
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view that the clause was driving industry away from
pctentially beneficial scientific collaborations without
providing a cmmpénsating benefit to the public. Both of the
two most rélevant trade organizations,,Pharmaceutical Reseérch
and Manufacturers of America (PhRMA}, representing traditicnal
ragearch and development based pharmaceutical'firms, and the
Biotachnology Industry Orgaﬁizatiﬂn {BEO)} representing ovexr
500 bictechnology firme, are oh vecord as strongly opposing
the model PHY pricing clausss. In ad&ition, numercus PHS
inrramural research scientists have reported difficulty in

enrering into CRAGAs dua to the reluctance on the part of

-potential CRADA collaborators to accept the *roasonable

pricing® clauses. Several scientists reported difficulty in
obtaining research materials and interacting with industry

scientistes even ontside the context of a CRADA, due to the

relyctance of some companias to bacome involved with NIA. (=

" report of the two public meetings is available by calling the

NTY Office of Communications at (301) 4896-5787.)

= NIH also obtained advice from the NIH Director's Adviﬁory
Committee, the PHS Technblogy Transafer Policy Board, and the
NIH Technology Transfer Advisory Ccmmittee-‘ A1l thrase of
these groups concluded that the clause should not be pérmitteé
to impair NIH'S ébility to do eollaborative regearcn to
inprove public health, Further, these éommittaes found ﬁhat
+he NIH lacked the regquisite legislative mandate or eypertise
t+o reguiate prices and that such a rele would coniliet with

ite technology transfer mission.



g S5ix products have been developed under CRADAS s.ince 15986.
¥one Of these praducts are exclusively licensed. The products
fall in the following categories: therapeutics (taxol,
nilocarpine)}, vaccines (Hepatitis A vaccine), research tools
(D2 short popamine Receptor, Fatient Activity Monivor), and

research services (cDNA megabase saguencing}.

B NIH CRADE and licensing strateqy has resulted in several
CRADAS and licsnses aimed at developing products which will
sventually compete with each other. Examples include:

1) AIDS: Two AIDS therapeutics, dideoxycytidine {(DLC)
and didesyyinesine (DRI}, were co-developad by NTH and conpeta
with AZT in the marketplace.

2)  Canser: Taxotere, an analog of taxol, is being
developed by ﬁhe NCI and will compete with taxol as a oznoer
therapeutic.

3)  Gaucher's Disease: Two CRADAs are underway to
develop two different forms of recambinéﬁt gluccperebrosidase
for the treatment of Gaucher's diseasge. In addition, a CRADA
for gene therapy to permanently treat Gauchér's disease i=s
onqoing,

4) Chlamydia infections: Three CRADAs are underway
veing the same NIH technology to develop a Chlamydis vaccine.
The three collaborators have brought their own proprietary
delivery systems to the CRADAs and will obtain exclusive
rights to the NIH technology only for use in conjunction with
specific delivery systems.

# #
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