COUNCIL ON GOVEBRNMENTAL RELATIONS M

Eleven Dupont Circle, Suite 480 Washington, D.C. 20036 {202) 861-2595

January 26, 1984

T0:  Patents, Copyrights and Rights in Data Committee

FROM:  Milton Go]dbergw.

SUBJECT: Cisplatin

On April 4, 1983 COGR responded to a solicitation for public
comment as to whether Bristol-Myers should receive a seven year
extension of its exclusive license to make, use and sell Cisplatin
compounds as anti-cancer agents. COGR supported the Bristol-Myers
request. Our Tetter is attached. :

DHHS has ruled in Bristol-Myers' favor, but extended exclusivity
for only five years rather than seven and did so with certain
conditions, including one to monitor expenditures for research.

I will send you the details when they are made available.

Enclosure

cc: Sheldon Steinbach, ACE
Thomas Kennedy, AAMC
V. Wayne Kennedy
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. Mpril 4, 1983

Mr. Leroy Randall

“'Chief, ‘Patent Branch-

Office of the General: Counse]
National Institutes of:Health

Westwood' Building,. Room 5A03.
‘Bethesda, Maryland 20205

. Dear Mr. Randall:

Th1s 1etter responds to the so11c1tat1on for pubtic
comments published in the Federal Register, Friday, February 4,
1983 on whether the government should approve a seven year
extension of an-exclusive license issued to Bristol-Myers
Company to make, use and sell cisplatin..compounds as anticancer

-agents.

The three spec1f1c quest1ons proposed by the Department

~.are 'treated below:

1. Nou]d ‘the pub11c best be served by extend1ng the existing
_exclusive Ticense to Br1sto1 M_yers to further develop the

.improduct7“

It is the co]]ect1ve conc]us10n of the universities which

_are members of the Council on Governmental Relations, an

organization of 120 leading research-universities, that -
extension of the license would best ‘serve the pub11c The

,jreasons for_th1s'conc1us1on are the following:

a. . It is our understanding that Bristol-Myers under an
-extension of the exclusive license is willing to commit
.additional millions for needed research and development to

explore and expand the application: of cisplatin to the
. treatment of other types of cancers and that this effort
would increase the use of the compound approximately
- nine-fold. Importantly, the increased usage is directly
equated with the number of patients who could benefit from
.such treatment and who cou]d be g1ven some hope for the

future.

b.  The performance of Bristol-Myers under the exclusive
- license appears to have been exemplary. That Company
spent substantial sums in developing the compound for use
in the treatment of certain types of cancers and timely
made the 1nvent1on ava11ab1e to ‘the public for its use and

-benef1t
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M. Randall

Page Three
April 4, 1983
3. How should the government exercise its rights with respect

to this invention in a manner that would best promote the
public hea]th7 ‘

COGR be11eves that pub11c health would best be promoted by
extending the exclusive license which Bristol-Myers now has for

the following reasons:

a. Bristol-Myers is willing to make a current substantial
conmitment to the additional research and development
necessary to expand the uses of c15p1at1n against other
forms of cancer.

b. Bristol-Myers is in the position to expeditiously carry
forward such research and development because of its past
experience. Therefore, the public would have the benefit
of access to the results of such research and development

in the shortest possible time.

c. The past record of Bristol-Myers under the exclusive
‘Ticensing arrangement speaks loudly as to its
capabilities, intentions and willingness to commit to a
rather extensive research and development effort - an
effort which is wholly in the public interest.

d. The requested extension of time for the exclusive license
is not for the remaining period of patent life and the
further efforts by Bristol-Myers to expand the
applications of cisplatin will permit the later entry of
other companies into a broadened market.

In summary, and although there is a possibility that
extension of the exclusive license might delay reductions in
the cost of therapy utilizing cisplatin for the present patient
population, extension of exclusivity would appear to be the
only way to insure a timely commitment to further research and
development necessary to benefit many more patients. In
balance, the . latter consideration outweighs the former and will
permit the kind of continuing cooperative arrangement which
will lead to full utilization of the potential of the
technology which has been licensed to Bristol-lyers.

S1ncere1y,

/} I/’bwﬁ /%5“/

Milton Goldberg




