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a 1995 hearing of the House Judiciary Com-
mittee, Subcommittee on Courts and Intel-
lectual Property. The bill, H.R. 1127, was op-
posed by the Biotechnology industry Organi-
zation, the Section of Intellectual Property
Law of the American Bar Association, and
the American Intellectual Property Law As-
sociation.

An amendment to bar the Patent and
Trademark Office from spending its funds to
issue such patents was adopted on the Com-
merce-State-Justice appropriations bill in
the House on July 24, 1996. Joining those op-
posed to this amendment were the Intellec-
tual Property Owners, the Pharmaceutical
Research and Manufacturers of America, and
Chairman Moorhead and Ranking Member
Schroeder of the Subcommittee that con-
ducted the earlier hearing.

SUBSTANTIVE CONCERNS

Administration Opposition: The Commis-
sioner of Patents and Trademarks, Bruce
Lehman, testified before the Senate Judici-
ary Committee on September 18, 1996, and
stated that the Administration opposes both
the Ganske Amendment and the latest
Ganske/Frist compromise. Commissioner
Lehman noted that the area of medical tech-
nology is particularly patent-dependent and
expressed his concern that we not overreact
in a fashion that jeopardizes ‘‘the goose that
lays the golden egg’.

Impact on Medical Research: The supporters
of the Ganske/FRIST compromise can provide
no assurance that enactment of this legisla-
tion would not impede timely future devel-
opment of critical “‘pure” medical proce-
dures. As Commissioner Lehman has testi-
fied, patents are often useful in attracting
investment capital. It is impossible to state
categorically today, as the Ganske/Frist leg-
islation seems to presume, that tomorrow’s
advances in “‘pure’” medical procedures will
take place as expeditiously as possible ab-
sent patent protection. As Commissioner
Lehman told the Judiciary Committee: “It
would be really quite tragic if we were to
find that a very large loophole were to be
opened in the patent system that would
cause investment in some of the most impor-
tant technology—not just from an economic
point of view but from a life-saving point of
view, to cause that investment to dry up.”

Biomedical researchers, physicians, and
other health care professionals are to be sa-
luted for their rich tradition of public disclo-
sure and free exchange of ideas. That this
long-standing iterative educational process
often acts to preclude compliance with the
strict legal requirements of the patent sys-
tem does necessarily lead to the conclusion
that all medical processes should not be pat-
entable. In no other field would one suggest
that the incentives of the patent system be
eliminated in the hope that technical
progress would proceed unabated.

Patent Protection Available to All: For these
reasons, the Administration is joined in op-
posing this legislation by the Section of In-
tellectual Property Law of the American Bar
Association which believes the proposals:

‘“ ... violate a fundamental principle of
our law under which patent protection is
available without discrimination as to field
of invention or technology. The Frist/Coali-
tion approach is doubly discriminatory in
that it would achieve this result by discrimi-
natory treatment based on the identity or
profession of the infringer. . . The Section of
Intellectual Property Law believes that it
would be both unfair and counterproductive
to single out one area of creativity—the cre-
ation of new and improved medical proce-
dures—and deny rewards to those creators
while providing them to all others.”
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The Case for Changing the Law Has Not Been
Made: Section 101 of the patent code—which
broadly defines the subject matter eligible
for patenting—has been essentially un-
changed for over 200 years. The Ganske/Frist
initiative reverses this long history of statu-
tory and case law and, without adequate jus-
tification, precludes the patenting of an ex-
tremely important field of endeavor—medi-
cal processes. The patent code should not be
changed on the basis of anecdotal evidence.

It is particularly perplexing that in the
case that precipitated the current con-
troversy, the Pallin suture-less cataract op-
eration, the system worked, and the patent
has not been enforced by the courts.

Moreover, to the extent that the Ganske/
Frist compromise is designed to reduce liti-
gation costs, it is difficult to see how it ac-
complishes this goal. Where a medical proc-
ess involves any type of instrument, a mo-
tion for summary judgment could likely in-
volve contested issues of fact that would sub-
ject physicians to the expenses of litigation,
even where they would ultimately not be
subject to remedies.

A Right Without a Remedy: The Ilatest
Ganske/Frist compromise provides the right
to patent medical procedure without a rem-
edy against the most likely class of infring-
ers (medical practitioners). This violates one
of the most fundamental benefits of the
United States patent system—the right to
exclusive use. Severely limiting the remedies
available under section 287 of the patent code
is tantamount to amending what is patent-
able under the 200 year old language of sec-
tion 101. A patent without a meaningful rem-
edy against infringement is like no patent at
all.

Individual Inventors vs. Multi-Million Dollar
Corporations: By extending protection to or-
ganizations that employ physicians such as
health ~maintenance organizations, the
Ganske/Frist legislation raises equity ques-
tions concerning the proper balancing of
rights of individual inventors versus large
corporations. We must think carefully before
we take away the rights of individual inven-
tors by not allowing enforcement against
patent infringement by multi-million dollar
corporations.

Trade Implications: The House-passed
Ganske amendment to limit the authority to
expend funds to issue medical procedure pat-
ents undercuts the hard fought gains of the
GATT Treaty TRIPS provisions (Trade-Re-
lated Intellectual Property Rights). The
House language invites, however uninten-
tionally, our trading partners to adopt intel-
lectual property protections that comply
with TRIPS but, at the same time, function-
ally nullifies these apparent gains by simply
not appropriating administrative funds. If
this technique were used by our foreign trad-
ing partners not to enforce American-owned
patents on, for example, pharmaceuticals or
automobile parts, Congress and the public
would demand action.

Not Reviewed by Finance Committee: This
latest Ganske/Frist compromise raises novel,
complicated, and sensitive issues of far-rang-
ing precedential significance relating to Ar-
ticles 27, 28, and 30 of TRIPS. These issues
need to be thoroughly examined and merit
careful consideration and debate by the Judi-
ciary Committee, the Finance Committee,
and the full Senate. There is no consensus on
these issues. We have not had an opportunity
to hear from the United States Trade Rep-
resentative or the Secretary of Commerce on
these matters. For example, the American
Intellectual Property Law Association has
noted that this amendment:

“. . . would be very deleterious to the pat-
ent law and raises serious questions regard-
ing the compliance by the United States
with its obligations under TRIPS. This

S11845

amendment . . . should be rejected. The pro-
ponents have failed to demonstrate a need
for this amendment. The amendment would
proclaim an open season for exceptions to
patent protection to address other alleged
problems. Moreover, it would clearly be in-
imical to the interests of American industry
for the United States to take the lead in
weakening the patent protection required
under Articles 28 and 30 of the TRIPS.”
OPPOSE THE GANSKE/FRIST AMENDMENT

Oppose the Ganske/Frist Amendment: In
sum, the laws that allow the patenting of the
broadest possible range of subject matter
coupled with the three basic legal require-
ments of novelty, utility, and nonobvious-
ness have proven effective over the long run.
Our current statutory framework has met
the Constitutional charge ‘‘to promote
science and useful arts’ and has helped make
the United States the world’s leader in medi-
cal technology. We should not change these
laws absent a demonstration of a compelling
need, and we should not use the omnibus ap-
propriations vehicle for such a controversial
change in substantive patent law.

Sincerely,
ORRIN G. HATCH,
Chairman.
SEPTEMBER 27, 1996.
SUBSTANTIAL OPPOSITION VOICED TO GANSKE/
FRIST AMENDMENT

DEAR COLLEAGUE: In view of the upcoming
debate on the omnibus appropriations bill, |
thought you would want to be aware of sev-
eral compelling arguments raised in opposi-
tion to proposed language barring medical
procedure patents or their enforcement. |
continue to oppose this proposal on both pro-
cedural and substantive grounds. Here’s
what some top intellectual property authori-
ties are saying:

The Clinton Administration: The Clinton Ad-
ministration opposes the Ganske/Frist
amendment both as it passed the House and
in its more recent version. In a July 17, 1996
letter to the House Appropriations Sub-
committee, the Commerce Department stat-
ed,

““We continue to oppose enactment of H.R.
1127 (the Ganske bill) and any amendment
that contains the substance of it. We still be-
lieve that it is premature to adopt such dras-
tic steps when we have the opportunity to
adopt administrative measures to mitigate
the problem.”

Moreover, in September 18, 1996 testimony
before the Senate Judiciary Committee, PTO
Commissioner Bruce Lehman expressed op-
position to the latest compromise and the
unprecedented loophole it would establish.
PTO Commissioner Lehman said,

“I, personally, the Office, and the Adminis-
tration are against the Ganske amendment,
and we would be against a variation of that,
too, and let me tell you why.”

Commissioner Lehman’s major points in
opposition were:

This could be a case of overreaction to a
specific circumstance. Even though that sit-
uation may be controversial, it is important
not to kill the ‘““‘goose that lays the golden
egg,”’ that is, the incentive for medical re-
search;

There is no requirement that patent appli-
cations be filed. Historically, surgical proce-
dures are not patented. When they are, it is
usually because it is required as part of a
business plan to attract the necessary cap-
ital for research and development;

We would not have the wonderful therapies
we have right now in this country—we
wouldn’t have the medical and pharma-
ceutical industry that leads the world, that
provides a level of health care second to
none, if it weren’t for the patent system. It
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is one of the most patent-dependent indus-
tries that there is, and so we have to be ex-
tremely careful in tampering with that sys-
tem.

PTO Commissioner Lehman concluded, ““It
would be really quite tragic if we were to
find that a very large loophole were to be
opened in the patent system that would
cause investment in some of the most impor-
tant technology—not from an economic
point of view, but from a life-saving point of
view—to cause that investment to dry up.”

ABA Section of Intellectual Property Law: In
the attached letter, the ABA’s Intellectual
Property Section strongly opposes the origi-
nal Ganske and Frist bills (H.R. 1127/S. 1134),
as well as the Ganske amendment adopted in
the House as part of the Commerce Depart-
ment appropriations bill and a more recent
variation advanced by the Medical Proce-
dures Patents Coalition. The ABA Intellec-
tual Property Law Section says:

“All the proposals violate a fundamental
principle of our law under which patent pro-
tection is available without discrimination
as to field of invention of technology. The
Frist/Coalition approach is doubly discrimi-
natory in that it would achieve this result
by discriminatory treatment based on the
identity or profession of the infringer.”

The Intellectual Property Law Section
raises several concerns about the latest pro-
posal, concerns which have not been exam-
ined by any committee of Congress. These
concerns include: the negative impact on the
America’s world leadership in scientific and
technological development by singling out
one area of creativity and denying rewards
to those creators while providing them to all
others; the international impact of making
this change to accommodate narrow domes-
tic interests; and the unworkability and inef-
fectiveness of the proposals.

The American Intellectual Property Law As-
sociation: In a September 16, 1996, letter, the
American Intellectual Property Law Asso-
ciation said,

“This amendment, which would limit the
remedies available against physicians and
health care organizations for infringing med-
ical procedure patents, should be rejected.
The proponents have failed to demonstrate a
need for this amendment. The amendment
would proclaim an open season for excep-
tions to patent protection to address other
alleged problems.

““Moreover, it would clearly be inimical to
the interests of American industry for the
United States to take the lead in weakening
the patent protection required under Arti-
cles 28 and 30 of TRIPs.”

The Intellectual Property Owners: The Intel-
lectual Property Owners’ Association rep-
resents companies and inventors who own
patents, copyrights and trademarks in all
fields of endeavor. In a letter expressing
strong opposition to the Ganske amendment,
the IPO has said,

“The amendment will harm members of
our association who are investing in medical
research. Moreover, the amendment amounts
to a full employment law for attorneys. At-
torneys and the U.S. Patent and Trademark
Office will spend huge amounts of money
litigating the scope of the amendment, add-
ing to the already too high cost of obtaining
and enforcing patents.”

Further, in a separate letter commenting
on a more recent version of the amendment,
the IPO says,

‘“ The proposal made by the American Med-
ical Association and pharmaceutical and bio-
technology trade associations to limit rem-
edies for patent infringement by physicians
and medical organizations is a dangerous
precedent. It could undercut the efforts of
the United States to strengthen patent
rights in countries throughout the world in
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all fields of technology. We hope Congress
will not rush to judgement with legislation
that will cause expensive litigation or dimin-
ish the strong incentives that the United
States has traditionally provided for medical
research.”

Accordingly, | urge you to join these lead-
ers in the field of intellectual property in op-
posing inclusion of this unstudied proposal
in the end-of-the-year appropriations bill.

Sincerely,
ORRIN G. HATCH,
Chairman.
AMERICAN BAR ASSOCIATION,
Chicago, IL, September 11, 1996.
Hon. ORRIN G. HATCH,
Chairman, Committee on the Judiciary, United
States Senate, Washington, DC.

DEAR MR. CHAIRMAN: | am writing to ex-
press the opposition of the Section of Intel-
lectual Property Law of the American Bar
Association to S. 1134, the ‘“Medical Proce-
dures Innovation and Affordability Act’’, and
to a similar proposal recently advanced by
the Medical Procedures Coalition (hereafter
referred to as ‘“‘the Coalition proposal”).
These views have not been considered or ap-
proved by the House of Delegates or Board of
Governors of the American Bar Association.

S. 1134 and the Coalition proposal are two
of four proposals currently pending in Con-
gress, or which Congress has been asked to
consider, to curtail patent rights for medical
and surgical procedures. H.R. 1127, the ‘““Med-
ical Procedures Innovation and Affordability
Act,” introduced in the House on March 3,
1995 by Mr. Ganske, would prohibit patenting
of inventions relating to certain medical and
surgical procedures. On July 24 of this year,
an amendment by Mr. Ganske relating to
these issues was adopted in the House during
consideration of H.R. 3814, the FY97 Com-
merce, Justice, State Appropriations Act.
The Ganske amendment would achieve a ban
on patenting of medical procedures similar
to that called for in H.R. 1127 by a restriction
on use of appropriated funds. H.R. 3814, in-
cluding the Ganske amendment, is pending
in the Senate.

The Ganske bill and the Ganske amend-
ment attempt to insulate medical practi-
tioners from liability for infringement of
patents on medical procedures by denying
patent protection to such procedures. Sen-
ator Frist’s bill, S. 1134, and the Coalition
proposal attempt to achieve the same result
by denying legal remedies to owners of pat-
ents on these procedures when their patents
are infringed by medical practitioners. We
oppose both approaches and we oppose all
four proposals. All the proposals violate a
fundamental principle of our law under
which patent protection is available without
discrimination as to field of invention or
technology. The Frist/Coalition approach is
doubly discriminatory in that it would
achieve this result by discriminatory treat-
ment based on the identity or profession of
the infringer.

The Section of Intellectual Property Law
believes that it would be both unfair and
counterproductive to single out one area of
creativity—the creation of new and improved
medical proceures—and deny rewards to
those creators while providing them to all
others. Our world leadership in scientific and
technological development, a leadership
which most particularly includes leadership
in development of improved medical tech-
nology and procedures, has been achieved in
large part because of, not in spite of, the
controls and rewards which our system gives
to our innovators.

For decades the United States has urged
all nations to adopt laws protecting intellec-
tual property fully and without discrimina-
tion. These efforts have been largely success-
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ful, but are by no means over. In the ongoing
talks regarding a Diplomatic Conference on
Certain Copyright and Neighboring Rights
Questions, critical issues regarding legal
protection for emerging new areas of innova-
tions are being addressed. The United States
would be sending a dangerous message to
these efforts by carving out a glaring excep-
tion to our system of uniform protection in
order to accommodate narrow domestic in-
terests which can be addressed, and are al-
ready being addressed, with far less radical
measures.

S. 1134 and the Coalition proposal are ap-
parently designed to address earlier criti-
cism of H.R. 1127. However, they attempt to
fix a fundamentally unsound and concep-
tually flawed proposal by narrowing its ex-
clusionary provisions so that patent protec-
tion is not denied in areas where that denial
presents policy or political impediments to
enactment of the legislation. We believe that
our legal framework for the promotion and
protection of intellectual creativity, the fin-
est and most successful that the world has
known, would not be strengthened by such
short-sighted statutory gerrymandering.

We also believe that the proposals based on
restrictions on remedies are unworkable and
would not achieve the intended results. As
we understand it, the objective of these pro-
posals is to provide a legal framework in
which to prevent successful lawsuits against
medical practitioners for the practice of cer-
tain medical procedures. ldeally this would
be achieved by such suits never being filed.
However, since plaintiffs control the filing of
lawsuits, a more realistic objective seems to
be to provide for early identification and ex-
pedited procedures for the dismissal or other
disposition of such cases. If such a ‘“‘gate-
keeper’’ system is not functioning, the legis-
lation would be of little utility. For exam-
ple, if lengthy and costly discovery proceed-
ings are required or permitted before a case
can be weeded out, the legislation will pro-
vide little if any relief of the nature sought
by medical practitioners and their support-
ers. In fact, such legislation might very well
increase litigation and litigation costs,
through a combination of failure to reduce
existing litigation and additional litigation
over the meaning and effort of the legisla-
tion itself.

We believe these are precisely the results
which would flow from the enactment of
these proposals. In this regard, we note that
the Coalition proposal provides a number of
exceptions to the general rule that legal
remedies are not available for infringement
arising out of the performance of medical or
surgical procedures by medical practitioners,
as well as an even broader, over-arching ex-
clusion of coverage of certain activities re-
lating to commercial development and dis-
tribution and the provision of pharmacy or
clinical laboratory services.

One key exception in the proposal, relating
to patented use of a composition of matter,
provides that the exception does not apply to
such use unless the use ‘‘directly contrib-
ute(s) to achievement of the objective of the
claimed method.”” This is clearly an issue
which is fact bound to a high degree, and not
one that is likely to be resolved at the plead-
ings or motion stages of litigation. Pro-
ponents of the Coalition proposal suggest
that legislative history can be treated to es-
tablish legislative intent that these fact in-
tensive questions can be decided by motion
to dismiss or summary judgment. However,
legislative history accompanying amend-
ments to title 35 are unlikely to be found to
be controlling legislative intent regarding
application of Rules of Civil Procedure which
are unchanged by the legislation, particu-
larly when the intent expressed is in conflict
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with the express language of the Rules them-
selves. (The Coalition suggests that a mov-
ant for summary judgment under Rule 56
may prevail by showing by a ‘““preponderance
of evidence” that certain essential facts
exist. However, Rule 56 states that such a
motion may be rendered only if “‘there is no
genuine issue as to any material fact”).

We strongly urge you to oppose all four
versions of this legislative proposal.

Sincerely,
JoHN R. KIRK, Jr.
Chair.
SEPTEMBER 28, 1996.

DEAR COLLEAGUE: | am writing to urge you
to reject the Frist/Ganske proposal that
would effectively prohibit medical procedure
patents.

If you were in a car crash and ended up in
the emergency room would you care whether
your life was saved with a drug, or with a
medical device, or with a surgical procedure?
No, all you would care about is that the your
life was saved through the most appropriate,
up-to-date medical technology.

Why, then, should we adopt the untested
Frist/Ganske amendment and suddenly re-
verse 200 years of patent law by rendering
patents on life-saving medical procedures
meaningless? Do you really want to take the
chance that your doctor or the emergency
room will be stuck with yesterday’s tech-
nology because we hastily amended the pat-
ent law today?

My good friend, Senator Frist, recently
posed the question: ‘‘Should the Heimlich
maneuver be patentable? Imagine someone
collecting a dollar every time someone used
this or any other ‘pure’ medical procedure!”
The fact is that many people would pay a
dollar rather than take the risk of choking
to death before they could get to the hos-
pital. If you had a choice between the
Heimlich Maneuver and an emergency tra-
cheotomy, which would you choose? And,
given the costs of emergency room visits, |
am sure that the insurance company would
opt for the simple, cost-effective procedure.

But, of course, the Heimlich maneuver,
like most medical procedures, is not pat-
ented. We owe a debt of gratitude to Dr.
Heimlich and all the other pioneers in medi-
cine and health care practitioners, including
Senator Frist and Representative Ganske,
who are primarily motivated not to make
money, but to save lives. We should also sa-
lute the tradition in the medical sciences of
sharing information and freely exchanging
ideas concerning the latest advances in med-
icine.

There is often an iterative educational dia-
logue that takes place during the medical re-
search process. These interactions can act to
defeat patentability because the strict legal
requirements of demonstrating novelty and
nonobviousness can not be satisfied by incre-
mental or publicly discussed scientific
achievements.

For example, in his recent Roll Call arti-
cle, Representative Ganske criticized a pat-
ent issued in the area of breast reconstruc-
tive surgery. If, as Dr. Ganske states, ‘‘[this
particular type of] breast reconstructive sur-
gery had been in widespread use for at least
15 years. . .”’, then this patent should not
have been issued in the first place and will
not withstand court challenge.

The case that has fueled the current debate
involved a patent issued to Dr. Samuel
Pallin for a ‘“‘no-stitch’ cataract procedure.
In a suit to enforce this patent against an-
other surgeon, Dr. Jack Singer, a consent de-
cree invalidating the patent was sanctioned
by a court on grounds that the technique was
already in use. In other words, the result
feared by Senator Frist and Representative
Ganske did not occur; the procedure failed
the test for patent protection.
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Senator Frist contends that ‘“‘health care
costs would explode if doctors charged li-
censing fees for every new surgical or medi-
cal technique. . .”” And, on the issue of find-
ing ways to reduce health care costs, | appre-
ciate and generally agree with my col-
league’s suggestions. But the facts of the
Pallin case reveal that—even with the re-
quested $4 per operation fee—appreciable
cost savings are achieved when it is taken
into account that each stitch not needed
saves an estimated $17.

Senator Frist takes the position that the
basic rationale behind the American patent
system—the encouragement of innovation—
‘“‘does not apply to innovations in pure medi-
cal and surgical procedures because such in-
novations will occur without the benefit of
patent law.”

Many leading experts in intellectual prop-
erty law take exception with this viewpoint.
For example, the Commissioner of Patents
and Trademarks, Bruce Lehman, expressed
the Clinton Administration’s opposition to
the Frist/Ganske amendment by cautioning
Congress not to overreact to the controver-
sial Pallin case. As Commissioner Lehman
recently explained his reasoning to the Sen-
ate Judiciary Committee:

“Historically, in the area of surgical proce-
dures, people oftentimes don’t file patent ap-
plications. When people file for patents, it is
usually because they have to file a patent in
order to get the financing to make that tech-
nology a reality * * *

“It would be really quite tragic if we were
to find that a very large loophole were to be
opened in the patent system that would
cause investment in some of the most impor-
tant technology—not from an economic
point of view but from a life-saving point of
view, to cause that investment to dry up.”’

In contrast to the view that ‘‘these innova-
tions would occur anyway,”” consider the as-
sessment made by William D. Noonan, M.D.,
J.D., concerning the importance of patent
protection for attracting private investment
into the research that resulted in the surro-
gate embyro transfer (SET) procedure:

“The research that developed the SET pro-
cedure was financed with $500,000 of venture
capital because the National Institutes of
Health (NIH) would not fund the research. It
seems unlikely that the inventor of the SET
process would have gotten this private fund-
ing if the process was not patentable subject
matter.”’t

Moreover, Dr. Noonan points out that, ‘it
is a questionable generalization to condemn
all the therapeutic procedure patents merely
because * * * [of the Pallin ‘no stitch’ suture
patent]” and that ‘‘there are instances in
which medical advances may not be made if
patent protection for a therapeutic method
is not available.”

At this point in time, there are simply too
many unanswered questions about the Frist/
Ganske amendment to justify sweeping this
provision into the ‘‘end-of-the-session” om-
nibus appropriations legislation. Among
these questions are:

Since there is no purported ‘‘emergency’’
need for the legislation (e.g., the Pallin cata-
ract patent has not been enforced), and there
has never been a hearing or mark-up in ei-
ther the House or Senate on the language of
the Frist/Ganske amendment, would it not
be prudent for the respective Judiciary Com-
mittees’ of each chamber to consider this
legislation?

Given the precedent setting nature of this
legislation for U.S. trade policy, particularly
with respect to the proper interpretation and

1William D. Noonan, M.D., J.D., “Patenting of
Medical and Surgical Procedures,” Journal of the
Patent and Trademark Office Society, August, 1995,
at 656-57.
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application of Articles 27, 28, and 30 of the
GATT Treaty TRIPs provisions, would it not
be preferable for the Senate Finance Com-
mittee and House Ways and Means Commit-
tee to examine this issue in close consulta-
tion with the United States Trade Rep-
resentative?

In a September 27, 1996 letter, the Office of
the United States Trade Representative stat-
ed, “USTR has serious concerns about the
consistency of the provision with the TRIPs
Agreement. Moreover, we believe that the
proposal sets a damaging precedent that
other TRIPs Members might apply to other
technologies.”” Why should we act in such
haste in a way that may run afoul of the
TRIPs agreement, and provide a roadmap for
our trading partners who may use this exam-
ple to justify the creation of broad excep-
tions for other technologies?

How can we be certain that costly and
risky research will continue on tomorrow’s
seminal “‘pure’” medical procedures in the
absence of patent protection?

Why should the incentives associated with
the patent system for research into medical
procedures be any less or different than the
incentives for research into drugs and medi-
cal devices?

As overall federal budgetary pressures con-
strain the growth of NIH funding, is this the
time to decrease private sector incentives to
invest in certain types of biomedical re-
search?

What policy objectives are advanced by the
Frist/Ganske amendment that prefers the
rights of large corporate entities, such as
HMOs, over the interests of individual inven-
tors?

What are the implications of the provisions
of the Frist/Ganske amendment that nomi-
nally allow medical procedure patents but
then do not permit these patents to be en-
forced against the most likely infringers?

Until we know more about the answers to
these and other questions, and we are able to
get the answers on the record for all senators
to consider, | urge my colleagues to oppose
inclusion of the Frist/Ganske amendment on
medical procedure patents in the omnibus
appropriations bill.

Sincerely,
ORRIN G. HATCH,
Chairman.
SEPTEMBER 18, 1996.

Hon. Jubb GREGG,

Chairman, Subcommittee on Commerce, Justice,
State and Judiciary, U.S. Senate, Washing-
ton, DC.

DEAR JupD: | have significant concern
about an amendment which was adopted dur-
ing House consideration of H.R. 3418, the
House Commerce, Justice, State appropria-
tions bill. That amendment, authored by
Rep. Greg Ganske, would limit the use of
funds to approve patents for surgical or med-
ical procedures or diagnoses. | want to ex-
press my appreciation to you and your staff
for your efforts to defer consideration of this
contentious issue pending review by the Ju-
diciary Committee.

I understand the concerns which motivate
the amendment and | am sympathetic to the
issues which have been raised. However, | be-
lieve myriad questions can be raised about
this proposal and its impact. The effect of
this amendment would be to bar process pat-
ents for a certain industry, an exception
never before made to our 200-year old patent
law. A more recent version of the bill would
allow the patents, but bar enforcement ren-
dering the patent but an empty shell. Both
of these would create tremendous precedents
in patent law, precedents which are not sup-
ported by the intellectual property commu-
nity. At a Judiciary Committee hearing
today, Patent Commissioner Bruce Lehman
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also indicated that the Administration could
not support either the Ganske provision or
the recent variation.

In sum, | think that this issue needs to be
more fully considered by the Congress, and
in particular, by the Senate Judiciary Com-
mittee. | believe that passage of the Ganske
provision, or the recent Frist modification,
without adequate consideration of its long-
term implications for intellectual property
rights would be extremely unwise.

Let me hasten to add that | understand
your special interest in this issue, and I am
sympathetic to the need to examine further
the impact of medical process patents. My
study of the Singer case, in which the patent
was overturned, leads me to believe that the
Patent and Trademark Office’s procedures
could be improved in the area of medical pat-
ents. This is something that | will be pursu-
ing, and | welcome your input into this proc-
ess.

Sincerely,
ORRIN G. HATCH,
Chairman.

Mr. HATCH. Mr. President, in clos-
ing, I must reiterate my profound dis-
appointment and my objections to in-
cluding this medical process patents
provision in the omnibus appropria-
tions bill. This is a serious matter and
a serious precedent. We will have to
look very carefully at its implications
in the months to come.

ALTERNATIVE MEANS OF DISPUTE
RESOLUTION ACT OF 1996

Mr. GRASSLEY. Mr. President, | ask
unanimous consent that the Senate
proceed to the immediate consider-
ation of H.R. 4194 which was received
from the House.

The PRESIDING OFFICER.
clerk will report.

The assistant legislative clerk read
as follows:

A bill (H.R. 4194) to reauthorize alternative
means of dispute resolution in the Federal
administrative process, and for other pur-
poses.

The PRESIDING OFFICER. Is there
objection to the immediate consider-
ation of the bill?

There being no objection, the Senate
proceeded to consider the bill.

AMENDMENT NO. 5421
(Purpose: To make amendment and to estab-
lish concurrent jurisdiction for purposes of
hearing bid protests between the district
courts of the United States and the United

States Court of Federal claims and

sunsetting bid protest jurisdiction of the

district courts of the United States and
other purposes)

Mr. GRASSLEY. Senator COHEN has
an amendment at the desk and | ask
for its immediate consideration.

The PRESIDING OFFICER.
clerk will report.

The assistant legislative clerk read
as follows:

The Senator from lowa [Mr. GRASSLEY], for
Mr. COHEN, proposes an amendment num-
bered 5421.

Mr. GRASSLEY. | ask unanimous
consent that the reading of the amend-
ment be dispensed with.

The PRESIDING OFFICER. Without
objection, it is so ordered.

The amendment is as follows:

The

The
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At the end of the bill insert the following:
SEC. 12. JURISDICTION OF THE UNITED STATES
COURT OF FEDERAL CLAIMS AND
THE DISTRICT COURTS OF THE

UNITED STATES: BID PROTESTS.

(a) BID PROTESTS.—Section 1491 of Title 28,
United States Code, is amended—

(1) by redesignating subsection (b) as sub-
section (c);

(2) in subsection (a) by striking out para-
graph (3); and

(3) by inserting after subsection (a), the
following new subsection:

“(b) (1) Both the United States Court of
Federal Claims and the district courts of the
United States shall have jurisdiction to
render judgment on an action by an inter-
ested party objecting to a solicitation by a
Federal agency for bids or proposals for a
proposed contract or to a proposed award or
the award of a contract or any alleged viola-
tion of statute or regulation in connection
with a procurement or a proposed procure-
ment. Both the United States Court of Fed-
eral Claims and the district courts of the
United States shall have jurisdiction to en-
tertain such an action without regard to
whether suit is instituted before or after the
contract is awarded.

““(2) To afford relief in such an action, the
courts may award any relief that the court
considers proper, including declaratory and
injunctive relief except that any monetary
relief shall be limited to bid preparation and
proposal costs.

“(3) In exercising jurisdiction under this
subsection, the courts shall give due regard
to the interests of national defense and na-
tional security and the need for expeditious
resolution of the action.

“(4) In any action under this subsection,
the courts shall review the agency’s decision
pursuant to the standards set forth in sec-
tion 706 of title 5.

(b) EFFECTIVE DATE.—This section and the
amendments made by this section shall take
effect on December 31, 1996 and shall apply to
all actions filed on or after that date.

(c) STupYy.—No earlier than 2 years after
the effective date of this section, the United
States General Accounting Office shall un-
dertake a study regarding the concurrent ju-
risdiction of the district courts of the United
States and the Court of Federal Claims over
bid protests to determine whether concur-
rent jurisdiction is necessary. Such a study
shall be completed no later than December
31, 1999, and shall specifically consider the ef-
fect of any proposed change on the ability of
small businesses to challenge violations of
federal procurement law.

(d) SuNseT.—The jurisdiction of the dis-
trict courts of the United States over the ac-
tions described in section 1491(b)(1) of title
28, United States Code, (as amended by sub-
section (a) of this section) shall terminate on
January 1, 2001 unless extended by Congress.
The savings provisions in subsection (e) shall
apply if the bid protest jurisdiction of the
district courts of the United States termi-
nates under this subsection.

(e) SAVINGS PROVISIONS.—

(1) ORDERS.—A termination under sub-
section (d) shall not terminate the effective-
ness of orders that have been issued by a
court in connection with an action within
the jurisdiction of that court on or before
December 31, 2000. Such orders shall continue
in effect according to their terms until modi-
fied, terminated, superseded, set aside, or re-
voked by a court of competent jurisdiction
or by operation of law.

(2) PROCEEDINGS AND APPLICATIONS.—(A) A
termination under subsection (d) shall not
affect the jurisdiction of a court of the Unit-
ed States to continue with any proceeding
that is pending before the court on December
31, 2000.
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(B) Orders may be issued in any such pro-
ceeding, appeals may be taken therefrom,
and payments may be made pursuant to such
orders, as if such termination had not oc-
curred. An order issued in any such proceed-
ing shall continue in effect until modified,
terminated, superseded, set aside, or revoked
by a court of competent jurisdiction or by
operation of law.

(C) Nothing in this paragraph prohibits the
discontinuance or modification of any such
proceeding under the same terms and condi-
tions and to the same extent that proceeding
could have been discontinued or modified ab-
sent such termination.

“(f) NONEXCLUSIVITY OF GAO REMEDIES.—In
the event that the bid protest jurisdiction of
the district courts of the United States is
terminated pursuant to subsection (d), then
section 3556 of title 31, United States Code,
shall be amended by striking ‘“‘a court of the
United States or”’ in the first sentence.

Mr. COHEN. Mr. President, the
amendment | am offering this morning
to H.R. 4194, a bill to reauthorize alter-
native means of dispute resolution in
the Federal administrative process, is
the result of a compromise reached last
night with the other house.

The amendment deals with the issue
of bid protest jurisdiction in the Fed-
eral district courts and the U.S. Court
of Federal Claims. The amendment will
expand the bid protest jurisdiction of
the Court of Federal Claims. It should
be noted, however, that this amend-
ment in no way expands the jurisdic-
tion of the Court of Federal Claims be-
yond bid protests or changes the stand-
ard of review in any other area of juris-
diction of the Court of Federal Claims.

Currently, the Court of Federal
Claims only has jurisdiction over bid
protests which are filed before a con-
tract award is made. My amendment
provides for both pre- and post-award
jurisdiction. The Federal district
courts also have jurisdiction over bid
protests. Prior to a 1969 Federal court
decision, however, the Federal district
courts had no jurisdiction over Federal
contract awards. A Federal district
court, in Scanwell Lab., Inc. versus
Shaffer, held that a contractor can
challenge a Federal contract award in
Federal district court under the Ad-
ministrative Procedures Act.

It is my belief that having multiple
judicial bodies review bid protests of
Federal contracts has resulted in
forum shopping as litigants search for
the most favorable forum. Addition-
ally, the resulting disparate bodies of
law between the circuits has created a
situation where there is no national
uniformity in resolving these disputes.
That is why | have included provisions
in this amendment for studying the
issue of concurrent jurisdiction and
have provided for the repeal of the Fed-
eral district courts’ Scanwell jurisdic-
tion after the study is complete in 2001.

The chamber of commerce fully sup-
ports this language as do our col-
leagues in the other chamber.

I would like to express my deep grati-
tude for the willingness of my col-
leagues and their staffs in both houses
to work with me and my staff to de-
velop this compromise.
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