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BIOTECHNOLOGY PATENT PROTECTION
ACT OF 1991

THURSDAY, NOVEMBER 21, 1991

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON INTELLECTUAL PROPERTY
AND JUDICIAL ADMINISTRATION,
COMMITTEE ON THE JUDICIARY,
Washington, DC.

The subcommittee met, pursuant to notice, at 11 a.m., in room
2237, Rayburn House Office Building, Hon. William J. Hughes
(chairman of the subcommittee) presiding.

Present: Representatives William J. Hughes, Rick Boucher,
Carlos J. Moorhead, Hamilton Fish, Jr., Howard Coble, and Craig
T. James.

Also present: Hayden W. Gregory, counsel; Michael J.
Remington, assistant counsel; Elizabeth R. Fine, assistant counsel;
Edward O’Connell, assistant counsel; Phyllis Henderson, secretary;
Thomas E. Mooney, minority counsel; and Joseph V. Wolfe,
minority counsel.

OPENING STATEMENT OF CHAIRMAN HUGHES

Mr. HUGHES. The Subcommittee on Intellectual Property and
Judicial Administration will come to order.

The Chair has received a request to cover this hearing in whole
or in part by television broadcast, radio broadcast, still photog-
raphy, or by any other similar method. And, in accordance wit
committee rule 5(a), permission will be granted, unless there is ob-
jection.

Is there objection?

[No response.]

Mr. HucHES. Hearing none, permission will be granted.

Good morning and welcome to today’s hearing. Today, the sub-
committee is conducting a second day of hearings on biotechnolggky.
Yesterday, we learned a great deal about the exciting research tak-
ing place at the National Institutes of Health and around the world
in this important and burgeoning field. We also learned about the
fundamental role that patent protection plays in promoting the re-
search and development of biotechnology products.

The United States leads the world in biotechnology. We want to
assure that our biotechnology industry continues its remarkable
progress. Today, we will address the question of whether our pat-
ent laws provide adequate protection for biotechnology inventions.
H.R. 1417, the Biotechnology Patent Protection Act of 1991, intro-
duced by Representative Rick Boucher, is intended to address a

a
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problem that has arisen in the patent protection afforded to the
process of making recombinant products. Absent process patent
protection, foreign companies are able to manufacture abroad and
import into the U.S. products that are made using technology de-
veloped in this country. Of particular concern to the biotechnology
industry is the fact that a patented host cell can be taken oversees
and used to produce a recombinant protein abroad, and then the
recombinant product can be imported back into this country.

Today we hope to learn more about the experience that the bio-
technology industry has had with respect to the importation of re-
combinant products and whether it is one that demands a legisla-
tive solution. A number of witnesses this morning will suggest that
Congress allow the courts and the administration the opportunity
to resolve any ambiguity in the patent law within the context of
the existing legal framework.

Assuming that a legislative solution is necessary, we must assess
H.R. 1417, the Biotechnology Patent Protection Act of 1991, to de-
termine whether the proposal sets forth an appropriate solution.
H.R. 1417 amends the patent law to revise the patentability of all
processes. The subcommittee must take special care to examine
what the impact of the proposed legislation would be both in the
biotechnology industry, as well as other industries that might be
affected by such a change.

It promises to be again another interesting hearing

[The bill, H.R. 1417, follows:]
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102p CONGRESS
222 H.R.1417

To amend title 35, United States Code, with respect to patents on certain
processes.

IN THE HOUSE OF REPRESENTATIVES

MarcH 13, 1991

Mr. BOUCHER (for himself, Mr. MOORHEAD, Mr. DWYER of New Jersey, Mr.
CoBLE, Ms. KAPTUR, Mr. GALLEGLY, Mr. MILLER of Washington, Mr.
DELUGO, Mr. STENHOLM, Mr. TOWNS, Mrs. MORELLA, Mr. FISH, Mr.
CaMPBELL of California, Mr. ANDREWS of Texas, Mr. LAGOMARSINO,
Mr. BRUCE, Mr. McCLOSkEY, Mr. Dicks, Mr. LiPINsSKI, Mr. McCoL-
LUM, and Mr. JEFFERSON) introduced the following bill; which was re-
ferred to the Committee on the Judiciary

A BILL

To amend title 35, United States Code, with respect to
patents on certain processes.

1 °  Be it enacted by the Senate and House of Representa-
2 tives of the United States of America in Congress assembled,
3 SECTION 1. SHORT TITLE.

4 This Act may be cited as the ‘“Biotechnology Patent
S Protection Act of 1991,
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SEC. 2. PATENTABILITY OF CERTAIN PROCESSES.

Section 103 of title 35, United States Code, is

[

amended by adding at the end the following new para-
graph:

“When a process of making or using a machine, man-
ufacture, or composition of matter is sought to be pat-
ented in the same application as such machine, manufac-

ture, or composition of matter, such process shall not be

O 00 N N L A WN

considered as obvious under this section if such machine,

[—y
o

manufacture, or composition of matter is novel under sec-

[—
[

tion 102 and nonobvious under this section. If the patent-

[a—
N

ability of such process depends upon such machine, manu-

b
W

facture, or composition of matter, then a single patent

Pt
N

shall issue on the application.”.

p—
W

SEC. 3. EFFECTIVE DATE.

o
=)

- The amendment made by section 2 shall apply to all

p—
~

United States patents granted on or after the date of the

el
oo

enactment of this Act and to all applications for United

et
o

States patents pending on or filed after such date of enact-

N
[

ment, including any application for the reissuance of a

N
(S

patent.
0]
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Mr. HUGHES. The Chair recognizes the distinguished gentleman
from California.

Mr. MoORHEAD. Well, thank you, Mr. Chairman. I very much ap-
preciate the scheduling of these hearings. I know the chairman’s
schedule has been full, as well as that of the subcommittee. I do
appreciate all of his efforts in making these hearings possible.

I would also like to commend the ﬁentleman from Virginia, Rick
Boucher, our lead sponsor of the bill, for all of his hard work in
bringing about these hearings.

From an economic point of view, the U.S. biotech industry has
gone from zero revenues and zero jobs 15 years ago to $6 billion
and 70,000 jobs in 1991. The U.S. Department of Commerce
pr(g'ects a $30 billion market for biotech products by the year 2000,
and many in industry believe this estimate to be conservative.

Companies that depend heavily on research and development are
especially vulnerable to foreign competitors who copy and sell their
products without permission. The reason that high technology com-
panies are so vulnerable is that for them the cost of innovation,
rather than the cost of production, is the key cost incurred in
bringing a product to market. .

In addition to their ability to obtain and enforce a patent, small
companies in particular must be concerned about obtaining a pat-
ent in a timely fashion. As a result, the Patent Office reports that
the backlog in biotechnology patent applications have been in-
creased from 17,400 at the end of fiscal year 1990 to 19,500 at the
end of June of this year. According to the testimony of the Patent
Commissioner, the average biotechnology patent takes 27 months
to issue, while other patents take about 18 months. I am concerned
that despite the cut in the PTO budget request that the PTO will
be able to continue to reduce this backlog.

Delays of this type are unacceptable, particularly for an industry
that is so dependent on patents to raise capital and reinvestment
in manufacturing plants and new product development, and even
more so for an industry targeted by Japan for major and considered
competition. The Patent Office is taking steps to improve the situa-
tion, reorganizing its biotechnology examination %roup and increas-
ing the number of new examiners it intends to hire over the next
year. The PTO is also implementing special pay rates for their bio-
technology examiners and creating new expert biotech examiners.

This subcommittee made the first step, in 1988, in the omnibus
trade bill, when the Congress enacted two bills I introduced relat-
ing to process patents and reform of the International Trade Com-
mission. However, our work will not be complete until we enact
H.R. 1417, the Biotechnology Patent Protection Act of 1991, which
has been introduced by Rick Boucher and myself. This bill modifies
the test for obtaining a process patent. It overrules In re Durden,
1985, a case frequently criticized that has been cited by the Patent
Office as grounds for denial of biotech patents, as well as chemical
and other process patent cases.

Because so many of the biotech inventions are protected by pat-
ents, the future of that industry depends greatly on what Congress
does to protect U.S. patents from unfair foreign competition. Ameri-
ca’s foreign competitors, most of whom have invested comparatively
little in biotechnology research, have targeted the biotech industry
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for major and concerted action. According to the Biotechnology As-
sociation, in Japan the MinistrY of International Trade and Indus-
try and the Japanese biotechnology industry have joined forces and
established a central plan to turn Japanese biotechnology into a
127 billion yen per year industry by the year 2000. If we fail to
enact needed legislation, the Congress may contribute to the fulfill-
ment of that projection.

Mr. Chairman, I hope we can move this legislation as fast as we
can through the subcommittee.

Mr. HUGHES. I thank the gentleman.

I would like to welcome this morning as our opening witness our
distinguished colleague, Representative Tom McMillen, who
represents——

Mr. BOoUCHER. Mr. Chairman, I have a statement. In deference
to the interest of the committee in moving rapidly, I would just ask
unanimous consent that it be placed in the recorr{

Mr. HUuGHES. Without objection, so ordered. In fact, any members
who have a statement might offer their statement for the record.

[The prepared statement of Mr. Boucher follows:]
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Good morning. I thank the Chairman very much for holding
this hearing today on the Biotechnology Patent Protection Act. I
also thank this distinguished panel for agreeing to appear here
today, and I look forward to hearing your testimony.

The biotech industry is immensely important for our
country's economic future. Its annual sales are now about $4
billion, and experts predict that this figure may reach $30
billion within the next decade. The American biotech industry
conducts up to $3.2 billion worth of research and development
every year, and over the past seven years, it has won approval to
market about twenty new products.

This work holds great promise for millions of Americans.
Through recombinant processes, biotechnology industries create
new products which benefit agricultural industries and assist in
environmental cleanups. They also invent medicines which allow
patients to receive new kinds of treatment for life-threatening
diseases and previously incurable conditions.

America's biotechnology companies lead the world. American
firms conduct the most R&D, use the most sophisticated
technologies, and invent the most new products. And if their
inventions receive the legal protection against piracy and unfair
competition which they have earned, American firms will continue
to lead the world.

Today, however, biotech inventions do not receive this
strong protection. And as a result, the biotech industry's
position, in fact, is under threat--not from unfair trade
practices abroad, nor from our economic problems at home. The
problem which the biotechnology industry has encountered stems
from a simple and obvious inadequacy in our patent law.

In most cases, biotechnology products are genetically
engineered forms of chemicals which occur in nature. To create
them, a biotech firm genetically engineers a host cell to produce
a particular hormone or protein. The firm then treats it
according to a frequently straightforward process, which causes
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the cell to begin producing that hormone or protein. The result
is a unique starting product used to create a unique end product.

Given that these end products already exist in nature, and
that many have been previously isolated and purified--although in
such small quantities as to be medically and commercially -
useless--they are essentially unpatentable. Biotech firms,
therefore, count on patenting the process they use to produce the
protein to protect their R&D investment and the innovations that
investment produces.

Under the 1974 decision, In_re Mancey, this should be a
simple procedure. That case found, as it should, that the
presence of a novel starting material justified granting a
process patent when the novel starting material was combined with
a previously known process to yield an unexpected result.

In 1985, however, a case called In re Durden, dealing with a
science unrelated to biotechnology, found the opposite--that
regardless of whether a firm invented a new end product, the
Patent Office must examine the process in isolation from its
starting material and final result in order to issue a process
patent. In practice, that standard frequently makes it
extraordinarily difficult for biotech firms to patent anything
other than their starting materials.

Rather than examining the totality of the invention to
decide whether it is new, innovative and valuable, the Patent
Office focuses on the narrow issue of whether the process used to
get from a novel starting material to a novel end product differs
from the processes used to create totally unrelated biotech
products. The result is that the Patent Office frequently denies
process patents for innovative products and leaves them wide open
to foreign exploitation. And because of this, a foreign firm can
take the starting material abroad, duplicate the American firm's
process, produce an identical end product and export it back to
the U.S. without violating any law.

Some argue that a recent decision, In re Pleuddemann, will
solve the problem that In re Durden created. They are incorrect.
In re Pleuddemann confuses the issue rather than settling it.
This case creates an arcane distinction between patenting the
"use" of a novel starting material and the process of "making”
the end product. As the Patent and Trademark Office itself
states, the decision "has not clarified the law and leaves patent
applicants, including applicants in the biotechnology field, .
unable to predict with reasonable certainty whether they can
obtain process patents."

Clearly, Pleuddemann is not good enough. And there is no
reason to allow an obvious, legislatively correctable flaw in our
patent law to continue damaging the competitiveness of American
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firms, slowing research and delaying the invention of life-saving
medicine. We understand the problem, we know what the solution
is, and the legislation to implement that solution is before us
today.

In effect, our current patent law encourages foreign firms
to copy American intellectual products and discourages American
firms from doing the expensive R&D necessary to invent it in the
first place. This is the opposite of the goal of the patent
law--to encourage research, development and invention.

H.R. 1417 specifies that, as states in In _re Mancey, that
when a firm combines a novel starting material with a known
process to yield a novel end product, it can claim a patent over
the process. This will eliminate the flaw in patent law that
weakens our competitiveness and gives foreign companies an unfair
advantage over American firms. It will have no ramifications on
our trade negotiations--in fact, it will simply give our biotech
researchers the functionally equivalent patent rights that their
Japanese and European competitors already have. It has wide
support in the American biotech industry and the academic
community. The Administration has endorsed it, and I hope we
will act soon to pass it.

Thank you again, Mr. Chairman, and I look forward to this
hearing.
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Mr. HUuGHES. We have a lot of witnesses today, and, frankly, I
just hope that all of the witnesses can summarize their remarks so
that we can move through what promises to be a very interesting
hearing. But there are a lot of questions to be asked, and I hope
that we can summarize so that we can get right to questions. All
of us have read the statements.

I would like to welcome this morning, as I indicated, our opening
witness, our distinguished colleague Representative Tom McMillen,
who represents the Fourth Congressional District of Maryland.
Representative McMillen is a founder and cochairman of the Con-
gressional Biotechnology Caucus. We really welcome him this
morning. I know he is one of the leaders in the area of bio-
technology in the Congress.

Tom, we have your statement which, without objection, will be
made a part of the record, and you may proceed as you see fit.

STATEMENT OF HON. THOMAS C. McMILLEN, A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF MARYLAND

Mr. McMILLEN. Thank you, Mr. Chairman, and members of the
committee. I am certainly pleased to be here on behalf of the Con-
gressional Biotechnology Caucus and its 68 members. A lot of peo-
ple ask me why I am so interested in biotechnology, and I tell them
that I am proof that that growth hormone works very well. So I am
pleased to be here as cochair with Congressman Bliley and Sen-
ators Lautenberg and Brown.

And I just want to say, Mr. Chairman, this is the only piece of
legislation that the caucus has endorsed, H.R. 1417. We think it is
very, very important.

You enumerated, as well as Mr. Moorhead, what biotechnology
means to this country: In the last 15 years, 70,000 new jobs, $5.8
billion in new revenues, $600 million in addinf to our annual trade
balance. It has been vital in the areas of health, the environment,
and agriculture. I think when you focus on the health areas I think
it is very, very interesting that last week Dr. Tony Fauci, who di-
rects AIDS research at NIH, told Senator Lautenierg and myself
that our Nation is extremely fortunate that this terrible AIDS epi-
demic began after the advent of biotechnology. He said that if AIDS
had occurred before biotechnology existed, we wouldn’t have known
what a human retrovirus was or how it works, we wouldn’t be able
to diagnose the disease or ensure the safety of our blood supply,
and quite frankly, we would have no hope for a cure for this dis-
ease.

I think one of the things that I want to stress to the subcommit-
tee is that biotechnology is very, very important for our country,
and the research does not come cheap. In fact, the industry has in-
vested $3.2 billion in research and development this year. That is
an 18-percent increase over the last year. And the companies in
biotechnology spend an average of $81,000 per employee, which is
very, very high. So I want to stress that I think this industry has
promise. I think it is very, very important that it has the regu-
latory framework to encourage that promise.

I am very concerned about the patent protection that is vital to
this industry. Without protecting this industry from foreign piracy,
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I don’t think American companies can maintain this edge that they
have had to date.

We often in the Congress criticize American companies for being
shortsighted. That they only invest for today and they can never
invest for tomorrow. T{nat is not the case in the biotechnology in-
dustry. As you know, Mr. Chairman, an average biotech compan
may take 10 to 12 years of huge, enormous investments, high-ris
research and development investments in the neighborhood of $100
to $200 million of risk capital before they can even bring a product
to the market. It is a long product cycle, and I don’t think anybody
can accuse the biotechnology industry of being impatient. But I
think what is required is adequate patent protection. And I say
that it is very, very wrong and it would be a tragedy if future bio-
technology products were stamped “Invented in America; made in
Japan,” simply because Congress failed to staunch the hemorrhage
of intellectual property rights which are permitted under the cur-
rent law. ForeiF'n companies can do things that our domestic com-
panies cannot do.

So, Mr. Chairman, without getting into the specifics of the bill,
other witnesses will do so, let me just say that I believe that the
caucus wants this legislation to move as expeditiously as possible,
and it will remedy a problem that I think is a hurdle for this indus-
try to reap the great rewards that it can for our future.

Thank you.

Mr. HUGHES. Well, thank you very much, Tom, for an excellent
statement. I don’t have any questions.

The gentleman from California.

Mr. MOORHEAD. I just want to congratulate our colleague for the
work he is doing in the caucus. It is a very important area and it
is one that needs more attention, and it is far more important that
it gets the attention of the Members of Congress. You are doing a
great work there.

Mr. McMILLEN. Thank you. _

Mr. HUGHES. The gentleman from Virginia, the author of H.R.
1417 and a very valued member of the subcommittee?

Mr. BOUCHER. I don’t have any question, Mr. Chairman.

Mr. HUGHES. The gentleman from Florida.

Mr. JAMES. No questions at this time. Thank you so much for
your enlightening testimony.

Mr. MCMILLEN. Thank you.

Mr. HUGHES. The gentleman from North Carolina.

Mr. CoBLE. No questions, Mr. Chairman.

Mr. MCMILLEN. I saw him come in with that one sneaker. I was
very impressed. I hope you are using biotechnology to repair that
sore ankle. '

Mr. CoBLE. Don’t challenge me today.

[Laughter]

Mr. HUGHES. Thank you, Tom.

[The prepared statement of Mr, McMillen follows:]
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tatement of Represe tiv

Mr. Chairman and Members of the Subcommittee, thank you for
giving me this opportunity to appear before you on behalf of the
Congressional Biotechnology Caucus and its 68 members to testify in
support of the Biotechnology Patent Protection Act (H.R. 1417).

I have the privilege of serving as co-chairman of the bjotechnology
caucus, along with Representative Bliley and Senators Lautenberg

and Brown.

The purpose of the caucus is to help Members of Congress
become aware of the problems facing the U.S. biotechnology industry
and to support legislation that addresses these problems. Thus
far, the only piece of legislation that has been endorsed by the

caucus is the bill that is the subject of your hearing today.

Biotechnology is one of our Nation's most exciting new
industries. In less than fifteen years, this industry has created
70,000 new jobs -- high paying, high tech jobs in new, nonpolluting
facilities. It has created $5.8 billion in annual revenues,
contributing more than $600 million to our annual trade balance.
It has given doctors new tools for diagnosing and curing some of
the most serious diseases known to man. Its potential in

agriculture and environmental cleanup is only now being realized.

The promise of biotechnology has already been realized in
health care, where virtually every biopharmaceutical approved for

marketing has been deemed a "major therapeutic breakthrough" by the
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FDA. Dozens of serious and life-threatening diseases arxe now

diagnosable and treatable because of biotechnology.

Just last week, Dr. Tony Fauci, who directs AIDS research at
the National Institutes of Health, told Senator Lautenberg and I
that our Nation is incredibly fortunate that this terrible epidemic
began after the advent of biotechnology. He said that if AIDS had
occurred before biotechnology existed, we wouldn't have known what
a human retrovirus was or how it works. We wouldn't be able to
diagnose the disease or ensure the safety of our blood supply. We
would have had no hope at all of ever developing a cure or a
vaccine. He also noted that the most promising AIDS research --
and cancer ressearch and cystic fibrosis research -- is being done

by biotechnology researchers in our universities and our companies.

One thing that has become clear to me in the short time that
I have co-chaired the caucus is that the enormous contributions
made by this industry -- both for our Nation's health and cur
eéonomy -- do not come cheap. Biotechnology is the most research-
intensive industry in this country. The industry has invested $3.2
billion in R&D this year alcone, an 18% increase over 19290.
Biotechnology companies spend almost half of their revenue

-~ an incredible of $81,000 per employee -- on R&D.

This is the price for the U.S. achieving and maintaining its
world leadexship position in this technology. And this is the
reason that improved patent protection is vital to the

biotechnolegy industry. Without the ability to protect their
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inventions from foreign piracy, American biotechnology companies

simply cannot sustain this level of investment in innovation.

We in Congress often berate American industries for being too
short-sighted, too oriented towards the next quarterly report, not
investing in the future. This is certainly not the case for
bictech companies. It takes the average biotech company ten to
twelve years of huge, high risk R&D investments -- generally $100 -

200 million -~ before it brings its first product to market. As
far as I can tell, no other industry has such a long product cycle.

Clearly, biotech companies are not impatient.

But inadequate patent protection means that a foreign company
can copy an innovative product, and unfairly compete with the
American pioneer. 1 say "foreign companies" because it is
relatively easy for a U.S. inventor to obtain a gene patent that
prevents domestic competition. It is ironic that current law
allows foreign companies to do that which is prohibited for
domestic companies. And it would be a tragedy if future
biotechnology products were stamped "Invented in America; made in
Japan" simply because Congress fajiled to staunch the hemorrage of

intellectual property permitted under current law.

Mr. Chairman, the Congressional Biotechnology Caucus believes
that the Biotechnology Patent Protection Act will remedy the
problem and we urge the subcommittee to support it. I thank you

for giving me the opportunity te present the caucus' views.
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Mr. HUGHES. I would like to welcome our second witness this
morning, Mr. Harry Manbeck, Commissioner of the Patent and
Trademark Office. Commissioner Manbeck is accompanied this
morning by Dieter Hoinkes and Charles Van Horn, of the Office of
Legislation and International Affairs, and Fred McKelvey, the Pat-
ent and Trademark Office Solicitor.

Commissioner Manbeck, thank you once again for providing the
subcommittee with advice, sage advice, and comments on pending
legislation. We are grateful for your continued input, and we value
your views very highly.

As I indicated, we have received your statement and, without ob-
jection, it will be made a part of the record in full. We hope you
can summarize for us so we can get right to questions; you may
proceed as you see fit. Welcome.

STATEMENT OF HARRY F. MANBECK, COMMISSIONER, U.S. PAT-
ENT AND TRADEMARK OFFICE, ACCOMPANIED BY DIETER
HOINKES AND CHARLES VAN HORN, OFFICE OF LEGISLATION
AND INTERNATIONAL AFFAIRS, AND FRED McKELVEY,
SOLICITOR

Mr. MANBECK. Thank you, Mr. Hughes. I will present an abbre-
viated statement this morning, since you have our full statement
for the record, I believe.

Mr. Chairman, and members of the subcommittee, I am pleased
to testify on H.R. 1417, the Biotechnology Patent Protection Act of
1991. This bill would amend our patent law to afford needed addi-
tional protection for inventions, including those in the field of bio-
technology. We are in full agreement with the bill’s intent to im-
prove the U.S. patent law to stimulate. the development of new
products and processes by discouraging unfair foreign competition.

Under present law, many inventors and patent owners have a
problem. They cannot prevent importation of a product made
abroad by a process which uses a material patented in the United
States unless they have patent protection for the process. Although
not unique, the field of biotechnology is particularly susceptible to
this problem. For example, some biotechnological processes of using
patented host cells to produce certain proteins are typically conven-
tional and therefore not patentable. Thus our law currently pro-
vides an unfair advantage to unauthorized users abroad of tech-
nology patented in the United States.

H%’ 1417 would provide an effective means of protecting tech-
nology patented in the United States from unfair foreign competi-
tion because it would permit an inventor to obtain patent protec-
tion on a method of using or making a product if that product itself
is patentable. Thus, a patent to the method of using a patentable
material to make a product would produce a basis for filing an in-
fringement action under section 271(g) of title 35 of the United
States Code. The patentee could also petition the International
Trade Commission to issue an exclusion order under section 337 of
the Tariff Act of 1930. At the same time, H.R. 1417 would not
?'rant a patentee any greater rights vis-a-vis purely domestic in-
ringers, because under section 154 of title 35 of the United States
Code the holder of a patent to an invention, such as a host cell,
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rsnay already exclude others from using that cell in the United
tates.

H.R. 1417 would amend section 103 of title 35 of the United
States Code to ensure that under certain circumstances a process
would not be considered obvious if it either makes or uses a ma-
chine, manufacture, or composition of matter that itself is novel or
nonobvious. The amendment to section 103 would thus provide a
mechanism for applicants who comply with its requirements to
avoid a conclusion that a claim directed to a process of making or
using a patentable material was obvious under this section, aﬁmg
the lines of the decision of the U.S. Court of Appeals for the Fed-
eral Circuit in In re Durden. .

In following Durden, the Patent and Trademark Office cannot in-
terpret the present section 103 to require that a process be held
patentable merely because a patentable material was either used
or made by that process.

In August of last year, the Federal circuit revisited the issue of
the patentability of processes in In re Pleuddemann, but did not
clarify the law, thus leaving patent applicants unable to predict
with any reasonable certainty whether they can obtain process pat-
ents of this nature. Similarly, the Patent and Trademark Office
will continue to have difficulty during examination of patent appli-
cations relating to processes in resolving the seemingly unneces-
sary issue of whether a process is one for making or one for using
a patentable machine, manufacture, or composition.

In this respect, the amendment proposed by H.R. 1417 would
simplify and provide certainty in the determination of patentability
of processes using or making novel and unobvious products for ap-
plicants who comply with its requirements. The bill would also
eliminate any need to resolve whether a particular process was one
of making or of using a specific patentable machine, manufacture,
or composition of matter.

H.R. 1417 also recognizes that a process patent might extend the
period of exclusivity of a product patent or could be sought by par-
ties other than the holder of the product patent if process claims
were permitted to be patented independently of the product patent.
For this reason, the bill provides that the process of making or
using a patentable product will be considered nonobvious per se
only if sought to be patented in the same application as the patent-
able product and requires that it issue as a single patent. While
we completely agree that the patent term of such process claims
should expire at the same time as the patent claims to the product,
the bill’s language may unnecessarily constrain the applicant’s abil-
ity:to obtain adequate protection for his invention.

In order to remedy this potential problem, we proposed an
amendment to S. 654, the companion bill of H.R. 1417, when Sen-
ator DeConcini requested our views on this legislation. Since mak-
ing this proposal, we have had some further thoughts on how to
improve its formulation, and my prepared statement contains the
specific language of our suggestions.

Legislation along the line of H.R. 1417 would provide the means
that could be used by applicants who desire greater certainty in ob-
taining protection for processes that make or use patentable prod-
ucts. As part of our patent laws, this would close another loophole
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that has so far provided an unfair advantage to unauthorized users
abroad of technology patented in the United States.

We would be pleased to provide any assistance that the sub-
committee might deem helpful to secure early enactment. Thank
you.

Mr. HUGHES. Thank you, Commissioner.

{The prepared statement of Mr. Manbeck follows:]

STATEMENT OF HARRY F. MANBECK, JR.
ASSISTANT SECRETARY AND
COMMISSIONER OF PATENTS AND TRADEMARKS
BEFORE THE
SUBCOMMITTEE ON COURTS, INTELLECTUAL PROPERTY
AND THE ADMINISTRATION OF JUSTICE
OF THE
COMMITTEE ON THE JUDICIARY
U.S. HOUSE OF REPRESENTATIVES

NOVEMBER 21, 1991
Mr. Chairman and Members of the Subcommittee;

I am pleased to testify on H.R. 1417, the "Biotechnology Patent
Protection Act of 1991." This bill would amend our patent law to
afford needed additional protection for inventions, including
those in the field of biotechnology. We are in full agreement
with the bill's intent to improve U.S. patent law to stimulate
the development of new products and processes. Our industry
needs encouragement to expand its research and development
efforts if we are to remain on the cutting edge of technology.

In this respect, the United States can ill afford to let any
leading, technically oriented, industry fall victim to unfair

foreign competition.
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2
uUnder present law, many inventors have a problem. They cannot
prevent importation of a product made abroad by a brocess which
uses a material patented in the United staies, unless they have
patent protection for the brocess. Although not unique, the
field of biotechnology is particularly susceptible to this
problem. Take the common example of an inventor who develops a
"host cell" through genetic engineering. Such a cell can be used
in a biotechnological process to produce a protein which may or
may not be patentable. The inventor may obtain a patent for the
host cell. However, the steps of the biotechnological process
may be, and typically are, conventional apart from the use of
that patentable host cell and, under current law, may or may not

be patentable.

Under present U.S. patent law, the holder of a patent to the host
cell would be able to preclude another from using that cell in

the United States to make the protein. However, without patent

protection for the process, the inventor has no effective remedy
against someone who takes the patented host cell to another
country, uses it to produce the protein, and imports the protein

back into the United States. See, e.g., Amgen, Inc. v. United

States International Trade Commission, 902 F.2d 1532, 14 USPQ2d

1734 (Fed.Cir. 1990). Thus, our law currently provides an unfair
advantage to unauthorized users abroad of technology patented in

the United States.
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3
H.R. 1417 would provide an effective means of protecting
technology patented in the United States from unfair foreign
competition, because it would permit an inventor to obtain patent
protection on a method of using or making a product, if that
product is itself patentable. Thus, a patent to the method of
using a patentable host cell would produce a basis for filing an
infringement action under section 271(g) of title 35, United
States Code. The patentee could also petition the International
Trade Commission to issue an exclusion order under Section 337 of
the Tariff Act of 1930. At the same time, H.R. 1417 would not
grant a patentee any greater rights vis-a-vis purely domestic
infringers, because under section 154 of title 35, the holder of
a patent to an invention such as a host cell, may already exclude

others from using that cell in the United States.

Section 2 of H.R. 1417 would amend section 103 of title 35,
United States Code, to ensure that under certain circumstances a
process would not be considered obvious if it either makes or
uses a machine, manufacture, or composition of matter that itself
is novel and noncbvious. To obtain this determination, the
process and product claims must be sought to be patented in the
same application. Section 2 also provides that a single patent

be issued on an application containing such process and product

claims.
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4
The amendment to section 103 would thus provide a mechanism for
applicants, who comply with its requirements, to avoid a
conclusion that a claim directed to a process of making or using
a patentable product was obvious under this section, along the
lines of the decision of the U.S. Court of Appeals for the
Federal Circuit in In re Durden, 763 F.2d 1406, 226 USPQ 359
(Fed. Cir. 1985). In Durden, the Federal Circuit held, on the
facts before it, that a process of using a patentable "starting
compound" to make a patentable "final compound" was not patent-
able. The Federal Circuit indicated in its opinion, however,
that the patentability of each process must be evaluated on a
case by case basis. In following Durden, the Patent and
Trademark Office cannot interpret present section 103 to require
that a process be held patentable merely because a patentable

material was either used or made by that process.

The Federal Circuit revisited the issue of the patentability of

processes in In re Pleuddemann, 910 F.2d 823, 15 USPQ 2d 1738

(Fed. Cir. 1990). Pleuddemann had a patent to a starting
matétial which he used in a process to make a patentable final
product. Apart from the use of the patented starting material,
the method of making the final product was conventional. The
Federal Circuit held that the method of using the patented
starting material to make the patentable final product was
patentable in this particular case. However, notwithstanding an

attempt by the Federal Circuit to distinguish Pleuddemann from
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S
Durden, it is difficult, if not impossible, to reconcile these
two cases, as well as an earlier decision by the Court of Customs
and Patent Appeals in In re Albertson, 332 F.2d 379, 141 USPQ 730
(CCPA 1964). In all three cases, a patentable starting material
was used in an otherwise conventional process to make a patent-

able final product. Durden and Albertson characterize the

process sought to be patented as a method of "making" the final
product, while Pleuddemann characterizes it as a method of
"using” the starting material. The distinction between

Pleuddemann, on the one hand, and Durden and Albertson, on the

other hand, is esoteric at best.

In our opinion, Pleuddemann has not clarified the law and leaves
patent applicants unable to predict with any reasonable certainty
whether they can obtain process patents of this nature. Simi-
larly, the Patent and Trademark Office will continue to have
difficulty during examination of patent applications relating to
processes in resolving the seemingly unnecessary issue of whether
a process is one for "making” or "using" a patentable machine,

manufacture, or composition.

In this respect, the amendment proposed by H.R. 1417 would
simplify and provide certainty in the determination of patent-
ability of processes using or making novel and nonobvious
products, for applicants who comply with its requirements. The

bill would also eliminate any need to resolve whether a
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particular process was one of making or of using a specific
patentable machine, manufacture or composition of matter in those
cases where patentability of such product and the process of
making or using it is sought in the same application. Moreover,
enactment of H.R. 1417 would make our patent law consistent with
the patent granting process now practiced in the European and

Japanese Patent Offices.

H.R. 1417 also recognizes that a process patent might extend the
period of exclusivity of a product patent, or could be sought by
parties other than the holder of the product patent, if process
claims were permitted to be patented independently of the product
patent. For this reason, Section 2 of the bill provides that the
process of making or using a patentable product will be con-
sidered nonobvious per se only if sought to be patented in the
same application as the patentable product. While we completely
agree that the patent term of such process claims should expire
at the same time as the patent claims to the product, the
language of Section 2 may unnecessarily constrain the applicant's

ability to obtain adequate protection for his invention.

For example, 1f a particular product can be made by a process
other than that claimed in the application, or if there are
several claimed processes for using the product, a patent
examiner could correctly require that the product and the claimed

processes be the subject of separate applications, despite the
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second sentence in Section 2 of H.R. 1417. Similar results may
typically occur in applications containing claims to products
that could either be used in ways other than those claimed in the
application, or where the élaimed uses are patentably distinct
from each other. Alithough such actions by a patent examiner

would be proper, they could well defeat the intent of H.R. 1417.

In order to remedy this potential problem, as well as the
possibly overly restrictive requirement that only one patent be
granted on the product and processes in question, we proposed an
amendment to S. 654, the companion bill of H.R. 1417, when

Senator DeConcini requested our views on this legislation.

Our proposal would also add an additional paragraph to section
103 of title 35, but would further clarify the circumstances
under which claims to processes of making or using a patentable
product and claims to that product could appear either in the
same patent or in different patents. Instead of Section 2 of
S. 654 or H.R. 1417, our proposal would add the following
paragraph to section 103:
"(c) Notwithstanding any other provision of this section, a
claimed process of making or using a machine, manufacture,
or composition of matter is not obvious under this section
if the machine, manufacture, or composition of matter is
novel under section 102 of this title and nonobvious under
this section, provided
(1) the machine, manufacture, or composition of matter, and
the claimed process invention at the time it was made, were

owned by the same person or subject to an obligation of
assignment to the same person; and
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(2) claims to the process and to the machine, manufacture,
or composition of matter are entitled to the same effective
filing date, and appear in the same patent or in different

patents which are owned by the same person and are set to
expire on the same date."

Since making this proposal, it was called to our attention that
the language "... appear in the same patent or in different
patents ..." %ight be misinterpreted to deny patentability to
process claims, because they appear in a patent application
rather than\a patent at the time that a patent examiner
determines their nonobviousness. As a consequence, we would
suggest that this requirement be clarified to read "... are
issued in the same patent or in different patents ..." It should
also be noted that our proposal would not preclude the filing of
separate patent applications for the process and the product as

long as its other requirements are met.

We also proposed an amendment to section 282 of title 35 to
ensure that process claims patented under the above provision
would not be held invalid per se just because the product used or
made by the process was determined to lack novelty or be obvious.
In other words, we wanted to ensure that a determination of
validity of the process claims was made independently of the
product claims in the event the product claims were found to be
invalid. The amendment proposed to Senator DeConcini would
insert the following sentence immediately before the last

sentence of section 282:
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"A claim issued under the provisions of section 103(c)

of this title on a process of making or using a machine,

manufacture, or composition of matter shall not be held

invalid under section 103 of this title solely because the

machine, manufacture, or composition of matter is determined

to lack novelty under section 102 of this title or to be

obvious under section 103 of this title."
Upon reflection, the wording of this proposal might also be
improved to emphasize the intended independence of judicial
review of the validity of a process claim issued under the
provisions of a new third paragraph of section 103. We would,
therefore, suggest that our previous proposal be reworded as
follows:

"A claim issued under the provisions of section 103(c)

of this title on a process of making or using a machine,

manufacture, or composition of matter shall not be entitled

to the benefit of section 103(c) of this title if the

machine, manufacture, or composition of matter is determined

to lack novelty under section 102 of this title or to be

obvious under section 103 of this title."
Section 3 of H.R. 1417 provides for the effective date of the
amendment proposed by this bill. We favor the generally
prospective application of the bill's provision, although it
should be pointed out that it does permit a certain amount of
retroactivity. Pirst, all patent applications pending on the
date of enactment of this bill would be subject to its pro-
visions. Further, in accordance with section 251 of title 35,
any patent granted no more than two years prior to enactment of
the bill could be the subject of a reissue application enlarging
the scope of its claims. Thus, if the original patent disclosed

a process of using a host cell claimed in that patent, a reissue
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application would be in order and would benefit from the new law.
Of course, the enlarged scope of any reissued patent would be
subject to the intervening rights provisions of 35 U.S.C. 251.
Accordingly, the effective date provisions of H.R. 1417 would not
adversely affect the rights of persons who relied on present law

regarding their business decisions.

Legislation along the lines of H.R. 1417 would provide the means
that could be used by applicants who desire greater certainty in
obtaining protection for processes that make or use patentable
pfoducts. As part of our patent laws this would close another
loophole that so far has provided an unfair advantage to
unauthorized users abroad of technology patented in the United
States. We would be pleased to provide any assistance that the

Subcommittee may deem helpful to secure early enactment.
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Mr. HUGHES. Commissioner, I don’t know whether you have had
an opportunity to read the statement submitted by the American
Intellectual Property Law Association. They will be-téstifying on
one of the subsequent panels. Have you?

Mr. MANBECK. No, sir, I have not.

Mr. HUGHES. Well, among other things they make the following
observations, and I would like your response. They say, first of all,
the “bill would impact all fields of technology and would benefit
many foreign research-based corporations at the expense of Amer-
ican enterprises and consumers. In fact, since foreign corporations
are granted more utility patents than American corporations, the
benefit bestowed to foreign corporations is likely to outweigh the
benefit to U.S. interests.”

What do you have to say about that?

Mr. MANBECK. Well, I have considerable difficulty in following
that argument. We are talking about granting a patent for a proc-
ess based on he existence of a patentable product. Now, the foreign
corporation can get its patent on the patentable product here and
can assert that patent against U.S. manufacturers. We are talking
the absolute converse of that of our people being able to get a pat-
ent here on the product and also being able to get a process claim
so that they can enforce their—let me say enforce their invention,
if I may, against imports made with the use of that product. That
is not a correct term of art. But so that they can have an enforce-
able right to prevent the importation of a product that was made
overseas with the use of technology patented in the United States.

Also, I might point out, although I do not have the exact statis-
tics with me today, the proportion of applications filed in the Unit-
ed States by domestic applicants, as contrasted to those filed by
foreign applicants, has gone up again last year. This is a 3-year
trend now. Not a large trend, but the proportion filed by U.S. appli-
cants is going up, rather than down.

Mr. HuGHES. Thank you. AIPLA also makes the following obser-
vations, and let me just tick them off. Maybe you can briefly re-
spond to them.

The bill proposes an amendment to 35 U.S.C. 103 that is not
needed. Its primary purpose is to protect the U.S. biotechnology in-
dustry from unfair competition, but its proponents cite no case of
commercial harm to a U.S. company that this bill would have pre-
vented, and we do not believe that a threat of such harm exists.
That is the first one.

Second, the bill would implicitly repudiate one possible interpre-
tation of a single appeals court decision in In re Durden, by codify-
ing an earlier decision in In re Mancy. If the Patent and Trade-
mark Office examiners are currently apply Durden overzealously,
such erroneous applications can be promptly corrected by appro-
priate appellate procedures and should be immediately corrected by
the PTO as a matter of administrative policy.

Third, the bill sets an unfortunate precedent and damages the
patent system’s credibility by implying that certain classes of pat-
ent claims escape full PTO examination and are subject to a dif-
ferent, weaker patentability standard.
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Fourth, the bill would jeopardize existing patent rights and in-
crease the number of persons potentially liable as patent infring-
ers.

And, fifth, the bill would add a provision to our patent statutes
that does not exist in the European Patent Convention, the Japa-
nese patent statutes, nor, to our knowledge, in the patent laws of
any other country. .

I wonder if you could respond to each of those comments,

Mr. MANBECK. Mr. Hughes, I would like to respond—thank you.

Mr. HUGHES. Just start with “the bill proposes an amendment
basically to protect the biotechnology industry from unfair competi-
tion when there is no indication that any has suffered harm or will
suffer harm.”

Mr. MANBECK. Well, I believe they say the proponents cite no
case of commercial harm to a U.S. company that this bill would
have prevented. It has been my understanding that there was quite
a grievous case of harm involving the Amgen Corp., who has a pat-
ent to a product, does not have a process claim, and as a result has
been unable to prevent the use of its product overseas to produce
products which are brought back into the United States. So I do
not believe that first statement is correct.

Now, as for the second statement, which talks about repudiating
one possible interpretation of a single appeals court decision, In re
Durden, and then says—indicates tﬁuat Patent and Trademark ex-
aminers are currently applying Durden overzealously and that this
could be corrected by appropriate appellate procedures and should
be immediately corrected by the P'I‘(g

Mr. HUGHES. They say if, it is being applied overzealously.

Mr. MANBECK. Well, in the first place, we do not believe that the
examiners are applying the Durden decision overzealously. In the
second place, we must follow the decisions of the court of appeals,
and once a decision is issued by the court, if we don’t follow it, all
that will happen is those affected by it will appeal to the court, the
Patent and Trademark Office Appeals Board will be overturned,
and we will have to issue the patent anyway. And I do not see how
the PTO can correct this problem simply through a matter of ad-
ministrative policy. The court has said tie law is this, and just as
we are bound to follow the statutes enacted by the Congress, we
are bound to follow the decisions of the court.

Mr. HUGHES. Can you reconcile the Durden decision and Mancy
decision?

Mr. MANBECK. May I have just a minute?

Mr. HUGHES. Sure.

[Pause.]

Mr. MANBECK. No, sir, we cannot reconcile them. The In re
Mancy decision, I am advised by Mr. McKelvey, is sort of like
Pleuddemann, and we regard these decisions to be in conflict and
irreconcilable.

Do you wish me to go ahead with the third question?

Mr. HUGHES. Just to follow up on that, and then we will go on
to thg) third one. Isn’t it possible to basicahy file a test case at this
point?

Mr, MANBECK. Well, we really regarded Pleuddemann as a test
case and hoped the court would straighten it out, and they didn’t.
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Mr. HUGHES. I understand.

Mr. MANBECK. And, if we take a case up on the issue of making,
any panel is bound to follow the decision of the prior panel unless
they would convene the whole court.

q Mr. HUGHES. OK. Thanks. The third point he makes is the prece-
ent.

Mr. MANBECK. Well, first of all, I don’t agree that the bill would
set an unfortunate precedent, and I do not believe it would damage
the patent system’s credibility. It does not imply that certain class-
es of patent claims would escape full examination or are subject to
different, weaker patentability standards. All the bill says is that
as to obviousness, section 103, that would not be taken into account
in e&(amining the process claim if there is a novel product made or
used.

Now, if the product is shown in an infringement suit to be
unpatentable, in other words, the patent is invalid as to the prod-
uct, the effect of the bill will disappear. In other words, the process
claim will be judged totally on its own merits. So I don’t see how
it weakens the credibility of the system. Either you have an inven-
tion or you don’t have an invention. The process claim is an alter-
nate way of stating it, in effect, so that the patent statute will
reach people abroad who otherwise will have an unfair advantage.

Mr. HUGHES. I understand. The fourth one was the possibility of
jeopardizing existing patent rights and increasing the potential li-
ability as patent infringers.

Mr. MANBECK. Well, how can it—I wish somebody could ex-
plain—I am sure they will explain how it will jeopardize existing
patent rights.

Mr. HUGHES. Well, we will get a chance to ask them.

Mr. MANBECK. But I don’t understand how it would. And, as far
as increasing the number of persons potentially liable as patent in-
fringers, yes, sir, it will. It will.

Mgr. HUGHES. 1 guess that is the idea. That is the idea of the
whole thing.

Mr. MANBECK. Yes, of course.

Mr. HUGHES. That occurred to me. How about the fifth one? That
there are no parallel statutes in Europe or in Japan? :

Mr. MANBECK. It is technically correct that the EPC and the Jap-
anese patent statutes do not contain this language. But it is our
understanding that the EPC and Japanese practice is similar to
that which is proposed by H.R. 1417. They don’t need a statute be-
cause they don’t have to follow Durden.

Mr. HUGHES. Or other things for that matter.

The gentleman from California.

Mr. MoORHEAD. Well, thank you, Mr. Chairman.

As you know, I have a letter from Mr. Sweet, of the University
of California, supporting H.R. 1417. However, they have requested
an amendment that reads as follows: “A product may not be pat-
ented when the only description of the product is by the process by
which it was made and the product is merely speculative.”

According to the University of California, some commercial firms
are trying to use biological materials, mechanisms associated with
biological materials, and kits associated with biological materials to
claim rights to a university’s invention, when the tool is merely one
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part of an experimental procedure worked out independently by the
university researcher.

According to the university, such an overreaching demand of pat-
ent rights can create obstacles to obtaining research funding and
can limit the ability of the university to transfer any inventions re-
sulting from the research.

Would the administration have any objection to this amendment?

Mr. MANBECK. Mr. Moorhead, I saw this only this week for the
ﬁ}:'st time, and therefore would fike an opportunity to study it fur-
ther.

Mr. MOORHEAD. We will be glad to give you a copy of the letter
and would appreciate a written response.

Mr. MANBECK. I have an immediate reaction, if you would be in-
terested in that. But, as I say, this is only an immediate reaction
and we do appreciate your willingness to let us study it.

Mr. HUGHES. The record will remain open for you to submit a re-
sponse,

Mr. MANBECK. Well, perhaps it is better not to state the imme-
diate reaction and be sure.

Mr. MOORHEAD. Well, I think probably that is a good idea, be-
cause it will be better if we have a chance to study the issue.

[The information follows:]
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UNIVERSITY OF CALIFORNIA

BERKELEY * DAVIS ¢ IRVINE ¢ LOS ANGELES * RIVERSIDE * SAN DIECO * SAN FRANCISCO

DAVID PIERPONT CARDNER , . Office of Federal Governmental Relations
Presulent Q EP i 6 m Paul E Sweet. Dircctor
D) .

1323 New Hampnbuee Avenne, N W
WILLIAN B, BAKER

Washington, 1)
Vive Preswdent-Budaet and Office 202

Facsumile 20210 7852669

Cniversits Relations

September 11, 1991

The Honorable William Hughes

United States House of Representatives
341 Cannon House Office Building
wWashington, D.C. 20515

Dear Representative Hughes:

As Senior Vice President Brady has written to you in his letter of
August 6, 1991, the University of California supports H.R. 1417,
the Biotechnology Patent Protection Act. We would, however, like
to request an amendment that addresses an issue of particular
interest to research universities.

The language we propose would add a new section to the end of 35
USC 101, as follows:

A product many not be patented when the only description of
the product is by the process by which it was made and the
product is merely speculative.

The University of California and other nonprofit institutions are
experiencing increasing attempts by some originators of biological
research "tools" to claim rights in the recipient’s inventions
merely because a particular research tocl was used in the
recipient’s research where the originator of the tool has not
further contact with the research. Specifically, some commercial
firms are trying to use biological materials, mechanisms associated
with biological materials, and kits associated with biological
materials to claim rights in a University’s inventions when the
tool is merely one part of the experimental procedure worked out
independently by the University researcher. The tool originator is
in no way a coinventor under the patent law or otherwise a
collaborator in the research.

Such an overreaching demand of patent rights can create obstacles
to obtaining research funding and can limit the ability of the
University to transfer any inventions resulting from the research.

Another difficulty is that much of University research is conducted
under federal funding. The Federal policy contained in 35 USC 200,

HeinOnline -- 1 An Act to Amend Title 35, United States Code, with Respect to Patents on Biotechnological Processes, Pub. L.
No0.104-41, 109 Stat. 351 31 1995



32

et seqg. is that a University interested in commercializing an
invention arising in the course of its federally funded research is
the best party to seek out responsible licenses to carry out the
commercialization. The contractual burden of allowing an
originator of a research tool to have some form of first right to
such an invention without evidencing any commitment or capability
in the area of the invention substantially subverts the Federal
policy of facilitating technology transfer.

The law change we propose would make it clear that originators of
research tools without further contribution to another’s research
are not entitled to patent protection for the intellectual
achievements of those others.

Please let me know if you would like further information on this
proposal, and thank you for considering our views.

Paul Ey“/Sweet
Director, Federal
Governmental Relations

cc: President Gardner
Senior Vice President Frazer
Senior Vice President Brady
Vice President Baker
Director Wootten
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o
f’ e \ UNITED STATES DEPARTMENT OF COMMERCE
Offica

b§al - | Patent and Trademark
NI/ | assstant secreman ano covmissonen
e

1 7DEC 1391

Honorable William J. Hughes
Chairman
Subcommittee on Intellectual
Property and Judicial Administration
Committee on the Judiciary
House of Representatives
Washington, D.C. 20515

Dear Mr., Chairman:

During the recent hearing before your Subcommittee on H.R. 1417,
the Biotechnology Patent Protection Act of 1991, Mr. Moorhead
informed the Subcommittee of a proposed amendment received from
the University of California.

Specifically, the uUniversity of California proposes to add the
following sentence to section 101 of title 35, United States
Code:

*"A product may not be patented when the only description of
the product is by the process by which it was made and the
product is merely speculative."”

It is our understanding that this request springs from the con-
cern by the University of California and other nonprofit insti-
tutions that the owners of patented biological research "tools"
are somehow attempting to claim rights on inventions derived with
the use of such tools, although the inventors of the research
tools have had no connection or contact with the persons who made
the inventions with the help of such tools.

We do not believe that the proposed amendment 1s necessary.
Under present law, the inventor of a research tool who obtains
patent protection for the tool itself may exclude others from
making, using and selling that tool. However, if the patentee
places the tool in the marketplace and it is bought by somebody
for research purposes, there is an implied license that the tool
may be used without fear of patent infringement for the purpose
for which it was intended and marketed. Therefore, the owner of
a patent on a tool cannot claim any rights in the inventive
results derived from the very use for which that tool was sold.
For example, the owner of a patent on a mechanical pencil does
not have any rights in the drawings created with the use of that
pencil.
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2

Products may be patented even though they are only described by
the process by which they are made. However, the patent speci-
fication must contain a description of that process in such full,
clear, concise and exact terms as to enable any person skilled in
the art to which that invention pertains to practice that process
without undue experimentation. Accordingly, it is not possible
to obtain patent protection on a product that cannot be described
or which is alleged to be made by a process that also cannot be
described.

I hope that my comments are helpful in explaining why the amend-
ment proposed by the University of California is not necessary.

cerely,

€in
‘ ZL"'/’/ 1»( //

Harry F Manbeck, Jr.
Assistant Secretary and Commissioner
of Patents and Trademarks
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Mr. HUGHES. Mr, Moorhead would not know what your imme-
diate reaction would be, so.

Mr. MANBECK. Thank you.

Mr. MOORHEAD. Amgen is recommending an amendment to H.R.
1417 that would deal directly with what they see as an emerging
problem for the biotech industry, and that is the need to prevent
the importation of products of patented host cells. Would you com-
ment on their amendment?

Mr. MANBECK. Well, of course, that is what H.R. 1417 is all
about, is to prevent the importation of the products of the patented
host cells, and we believe that it provides a very effective mecha-
nism for doing it as the bill is now worded.

We have a problem with their amendment, which, in effect, cre-
ates a product-by-product claim. The Congress some years ago took
up this problem in a general sensé of protecting products which are
made overseas by processes that would be infringing if those proc-
esses were practiced in the United States. And the bill as it
emerged and is now in our law provides certain protections. Specifi-
cally, it is section 271(g) of title 35, and it provides two limitations
which, if the Amgen amendment were enacted as such, would not
apply to product-by-product claims as it now applies in the case of
a process patent.

I think we are looking at the same thing here. The idea is to pro-
tect the U.S. patentee if somebody abroad uses his product. Your
bill would accomplish this with process claims.

And specifically, 271(g) provides the following two limitations. In
an action for infringement no remedy may be granted for infringe-
ment on account of the noncommercial use or retail sale of a prod-
uct unless there is no adequate remedy under this title for infringe-
ment on account of the importation or other use or sale of the prod-
uct. In other words, this is trying to protect the retailer and make
sure that if the process is practiced overseas the patent owner will
first proceed against the importer or the major distributor.

The second point is that a product which is made by a patented
process will for purposes of this title not be considered to be so
made after (1) it is materially changed by subsequent processes or
(2) it becomes a trivial and nonessential component of another
product.

Now, perhaps the Congress wishes to change this, I don’t know.
But, if the Amgen amendment were enacted as such it, in effect,
would just wipe those out.

Another point is that there is confusion created by the Amgen
amendment itself due to the wording of the statute, and we can go
into that, but it deals with the use of an essential material and
then a further definition that some things are outside the definition
of an essential material, and we think it would create quite a bit
of confusion.

Mr. MOORHEAD. I have some other questions, but I think my
time has expired.

Mr. HUGHES. The gentleman from Virginia.

Mr. BoucHER. Thank you very much, Mr. Chairman. Mr.
Manbeck, I would like to thank the Patent and Trademark Office
for its comments this morning in support of our legislation.
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A couple of questions will be raised in testimony from some of
the other witnesses. I would like to get you to respond to them.

The suggestion has been made that the legal uncertainty created
by the Durden decision has been clarified in the Pleuddemann case.
I would like your comment on whether in your view Pleuddemann
was helpful in this process or simply served further to muddy the
water. As I read it, it basically says that any time that the claim
relates to manufacture, as opposed merely to use, the process pat-
ent claims still cannot §o forward.

Is that your reading? And, if it is, how could that possibly help
the biotech industry?

Mr. MANBECK. Well, it is our belief, sir, that Pleuddemann
doesn’t help the biotech industry. That, as you pointed out,
Pleuddemann says it can be patentable if it is used. Durden says
not patentable if made. We think they are irreconcilable and we do
feel that legislation is necessary to resolve the conflict.

Mr. BOUCHER. Of course, in the biotech example what they are
doing is manufacturing. They are making something. And so under
the direct statement of Pleuddemann, their process patent claim
could not go forward. That is pretty clear, and I take it you agree
with that.

Mr. MANBECK. Excuse me, sir. I have had advice from both sides.
Could you repeat it again, please?

Mr. BOUCHER. Yes. In the case of the biotech industry, the proc-
ess is used on a novel starting material to manufacture a product.
And, as we read Pleuddemann, or certainly as I read Pleuddemann,
as long as the process for which the patent is claimed is one that
is involved in manufacturing, making something as opposed merely
to using something, then the process patent claim would fall. Is
that your interpretation as well?

Mr. MANBECK. Yes, sir. We get to a use of semantics. And maybe
a clever attorney somehow can craft a claim for using something
instead of making, but we shouldn’t let valuable patent rights be
avoided by overseas manufacturers based on semantics.

Mr. BOUCHER. So, at the very least you would certainly agree
that the Pleuddemann case does nothing to clarify the situation. At
worst, it could make the situation more difficult from the stand-
point of biotech companies that are involved in manufacture and
need this patent protection?

Mr. MANBECK. Yes, sir. That is our opinion.

Mr. BOUCHER. Now, given that muddled state of the law, and the
confusion that currently exists, and the fact that claims from
biotech companies are in fact being denied today as a result of that
muddled state of the law, what do you have to say of the sugges-
tions of some witnesses who will come before us today and suggest
that Congress do nothing, that we simply sit back and wait until
the courts clarify this, that we simply sit back and hope that the
Patent and Trademark Office through its-able lawyers can figure
out some way to disregard the current state of the law and award
these process patent claims anyway? Does that not in your view,
perhaps, misconceive the role of the Congress? Is there any state
of facts under which we should sit back and simply wait until the
courts or the PTO through a period of, perhaps, years more of liti-
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gation have resolved this uncertaint.;y? Or would it be better for us
to move forward at the present time?

Mr. MANBECK. I think the best thing I can say, Mr. Boucher, is
that not just the PTO but the administration recommends legisla-
tion in this circumstance. It believes it is necessary.

Mr. BOUCHER. And, if we relied on the courts to do this that
could take years.

Mr. MANBECK. Yes.

Mr. BOUCHER. And we are not guaranteed that a proper result
would be forthcoming in any event.

Mr. MANBECK. Yes, sir. It will take a while and you can’t be sure
how it is going to come out.

Mr. BOUCHER. And, in the meantime, a lot of claims that could
be awarded if this bill passed would be denied?

Mr. MANBECK. That 1s correct.

Mr. BoucHER. All right. Thank you very much, Mr. Manbeck.

Mr. Chairman, that is all I have.

Mr. HUGHES. The gentleman from North Carolina.

Mr. CoBLE. Thank you, Mr. Chairman. Commissioner, good to
have you all here.

Commissioner, there is more about the law of patents and trade-

- marks that is unknown to me than is known. So having said that,
let me plunge into this question.

As T understand the current law, an offshore company is per-
mitted to use host cells with U.S. patents to make unpatented end
products and sell them in the United States; whereas, domestic
companies are prohibited from such practice. Now, this seems to
me to be inconsistent at best and flawed at worst. Furthermore, 1
think it would open the door to permit companies to compete with
those who actually invented the product.

First of all, is my interpretation correct? And, if so, is this an
area where the Congress should correct it? '

Mr. MANBECK. Sir, I think your impression is generally correct,
and I do think it is a situation in which the Congress should act
to correct it. :

Mr. CoBLE. One more question, Commissioner. Do you have any
suggestions along those corrective courses that we should follow?

Mr. MANBECK. Yes, sir. We have reviewed the bills, this bill and
the companion bill in the Senate, very carefully. We have alread
made some suggestions which have been incorporated in the bill,
and there is what I hope will be a final suggestion in my prepared
full statement.

Mr. CoBLE. OK. Thank you.

Mr. MANBECK. We think the bill is really in very good shape now,
but bv;'e do think there is one more clarification which would be de-
sirable.

Mr. CoBLE. Gentlemen, as you know, the National Association of
Manufacturers, which is the largest trade association representing

eneric drug manufacturers, has expressed opposition to this bill
gecause it is not limited in application to biotech patents. Should
the bill be so limited?

Mr. MANBECK. The administration’s position is that it should not
be so limited. We feel the problem can exist in other areas and that
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as a solution is being crafted this is a good time to take care of pos-
sible future problems in other industries too.

Mr. CoBLE. Thank you, gentlemen. Thank you, Mr. Chairman.

Mr. HuGHES. Commissioner, one of the suggestions that has been
made is that instead of pursuing the approach taken in H.R. 1417
Congress should amend 35 U.S.C. 271(g) to prevent the importa-
tion of a direct product made using a patented composition of mat-
ter. What are your views on that score?

Mr. MANBECK. Well, sir, I would have to study it. But, just off
the top of my head, composition of matter, that would have to be
a new composition of matter. Is that which comes out of the host
cell a new composition of matter or not, I don’t know. I think
{:(hat—or is the host cell a composition of matter? So, I just don’t

now.

It seems to me that the drafters of this bill have provided a good
solution to the problem created by the Durden case, and that is
simply to remove the nonobviousness rejection, and I think we
mi Et be better to go forward on that than continue to search for
still other ways to do it.

Mr. HUGHES. Well, the record will remain open. If you would like
to give that some additional thought and talk, basically, to those
in your shop that would have that expertise, we would be very
hapgy to receive your comments.

The gentleman from Virginia, I yield to you.

Mr. BOUCHER. Let me just ask one additional question, Mr.
Chairman,

If we accepted that recommendation and simply said that an
item made in another country using a starting material that was
patented in the United States couls not be imported back to the
United States, we would forego the opportunity that we have in
this bill to award process patent protection here in the United
States itself.

Mr. MANBECK. Yes.

Mr. BOUCHER. Now, is it not true that in Japan and in Europe
there is a regimen of process patent protection in the circumstances
contemplateﬁ-lby this bill already in force which we would then not
havci1 ;n the United States if this bill and its approach were not en-
acteq?

Mr. MANBECK. I believe so. Yes, sir. I remember in my own expe-
rience when I was in industry being able to go after a company in
France because of what they did in Italy because of the opportuni-
ties available under the French process patent.

Mr. BoucHER. Under the process patent?

Mr. MANBECK. Yes.

Mr. BOUCHER. So, even if the other solution might solve one set
of problems, it still would forgo the opportunity to modernize our
biotechnology patent protection law—well, our general patent pro-
tection law, by giving inventors in the United States who appro-
priately use these processes the same kinds of protection that al-
ready exist in Japan and Europe and other places?

Mr. MANBECK. I think so, sir.

Mr. BoucHER. OK. Thank you so much.

Mr. HUGHES. Well, you can, obviously, consider those particular
problems as well as any others that you might have with that par-

HeinOnline -- 1 An Act to Amend Title 35, United States Code, with Respect to Patents on Biotechnological Processes, Pub. L.
No0.104-41, 109 Stat. 351 38 1995



39

ticular approach, and we would be very happy to receive your for-
mal response to the question. )

Mr. MANBECK. Thank you.

[The information was not supplied.] i

Mr. HucGHES. Given recent grants on patents on processes usin,
computer software technology, what is the impact of the proposes
legislation on software process patents?

Mr. MANBECK. Well, first of all, a process claim will not be re-
jected for obviousness if there is a novel product. So you have to
start out in the first place with the patentable product. In the Unit-
ed States today, if you have a patent on the product, be it in the
computer world or anyplace else, you can prevent an infringer from
proceeding and using your patented product. I think this bill would
appli'l in the computer world just as it applies everyplace else, if
you have the product patentegi. And somehow, I don’t know quite
what that product would be, but if you have that product, someone
takes it overseas and uses it overseas in a process to make some-
thing else, this bill would enable you to reach that ultimate product
as it comes back into the United States. And, again, it seems to me
there is some desirability to protect the people in the United States
who spend tons of money in that endeavor. In that area, I should
say.

Mr. HUGHES. Has there been any indication we have had a simi-
lar problem in the software process patent area?

Mr. MANBECK. If we have, it has not been brought to my atten-
tion. :

Mr. HUGHES. I see. Could PTO resolve the current problem by
treating all applications for a process for making a recombinant
product through use of a host cell as a method of using as defined
in Pleuddemann, as well as relying on In re Durden? And, in the
alternative, would applicants identify in their claims the method of
using claims and overcome Durden in that way?

Mr. MANBECK. The attorney can come in and say he is using it,
and, perhaps, our examiners would be able to go along with it. But
the problem is that you are ultimately going to get in that cir-
cumstance to a court test, not only in the granting of the patent,
but in an infringement action, where somebody is going to say:

“This isn’t a method of using, this is a method of making.” Under
Durden, the court of appeals has set the law. They must follow the
law. Therefore, your patent is invalid.”

I think we are asking for a situation where ultimately there will
be litigation to settle the law, which is unnecessary if the bill
passes.

Mr. HUGHES. What is the Patent and Trademark Office policy on
patenting biotechnology processes, specifically the process of using
a host cell to produce a recombinant final product?

Mr. MANBECK. If the process itself is novel, that is, irrespective
of the host cell, a patent will be granted on the process. If the proc-
ess, however, is not novel in its own right, then the Patent Office
will not grant a patent.

But I would like to point out to Kou, Mr. Hughes, and to the
other members of the subcommittee that this bill will not take any-
thing away from the applicant whose process is patentable in its
own right. He can get a separate patent for that and that patent
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need not be coextensive with the product patent, and if the product
patent should, unfortunately, fall, it would not fall with it.

Mr. HUGHES. I just have one further question. With respect to
chemical and electrical technologies that have been developed in re-
cent decades, specifically the processes, haven’t our patent laws
been sufficiently flexible enough to basically accommodate those de-
velopments? In your view, is biotechnology somewhat unique?

Mr. MANBECK. I am not sure. It has been presented here for the
first time as a major problem in the biotech area, but foreign com-
petition is ever increasing. Qur industry is dealing more and more
in a worldwide economy and problems which may have been minor
in other areas in the past may become major. So I don’t want to
give an absolute answer, Mr. Hughes, to that.

Mr. HUGHES. Well, maybe you can give some thought to that, be-
cause that is a question that occurs to me, you know, what is it
about biotechnology basically that has given rise to the problem,
when we have hagyother industries that have evolved remarkably,
other technologies that are evolving that we never contemplated.
But we have had the particular problem in biotechnology. I am not
aware of any other areas, but maybe there are.

Are there any other areas, to your knowledge, that have had
similar problems?

Mr. MANBECK. Not that have been brought to my attention. Al-
though as Mr. Hoinkes points out to me, In re Durden does not
deal with the biotech area. Every era has a precursor, and I am
not sure that that is not what we have here.

Mr. HUGHES. Does the gentleman from North Carolina have any
further questions?

Mr. COBLE. Just one final question, Mr. Chairman.

Mr. HUGHES. The gentleman from North Carolina.

Mr. CoBLE. I was going to ask this earlier, Commissioner, and
forgot to. And I am not interrogating, I am asking. I want to know,
if you can tell me, what is the average charge that a patent attor-
ney would impose for the research and filing of a patent applica-
tion, number one? You may not be able to tell me that right now.

And, number two, is there anything that we can do that would
result in a decrease of costs of patent prosecutions and litigation
to the benefit of the clients involved?

Mr. MANBECK. Sir, I am very hesitant to state the average cost
for a patent application because they vary so in complexity, par-
ticu}}arly as the subject matter itself becomes more difficult to deal
with.

Mr. COBLE. Yes. I realized that would be difficult.

Mr. MANBECK. But, you know, you have to feel—you have to be-
lieve that in most cases a patent lawyer will charge some thou-
sands of dollars to prepare and prosecute a patent application. It
is a complex job and it needs to be done very carefully, because the
patent document, after all, has to last and survive possible attack
for 17 years after it is issued. '

Now, as you know, the Secretary of Commerce has created a
commission to study the laws and possibly make recommendations
to the Congress. Two of the items that are being studied are, first
of all, the cost and complexity of litigation. I don’t know that any-
thing will come of that. A lot of people have looked at that. Every-
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body feels it would be desirable to cut it down and make it cheaper,
but nobod¥l has been able to come up with really concrete sugges-
tions which would allow each side to present its case properly and
believe it had had a fair chance.

The other item as part of our deliberations is that, say we are
looking at the possibility of enabling people to enter the system,
just as an initial document, with a less formal document than they

ave today. Under the statute today, the patent applicant must
submit a full and complete disclosure of his application, including
the best mode, and he must include claims in his application as to
what his invention is. This is very desirable, so that the world
kft}ows not only what the invention is, but the metes and bounds
of it.

But some countries have what is known as an internal priority
document which allows people to file a first, less complete docu-
ment, sort of a provisional specification. This can be prepared for
less money, and the Patent Office need not charge as much since
it really is never processed. But at least it allows you to establish
a date. Prove up your invention, as it were, as of a certain date.
And it may be that—and I don’t say that it will, it may be that
the commission will wish to present something aiong that line to
the Congress. . '

Mr. CoBLE. Thank you. Thank you, Mr. Chairman.

Mr. HUGHES. Thanl)c, you. The gentleman from Virginia.

Mr. BoUCHER. Nothing further, Mr. Chairman. .

Mr. HUGHES. Commissioner, thank you. Once again, you have
been very helpful to us. I do appreciate your contribution today.

Mr. HUGHES. Our next witnesses are Mr. Dennis D. Allegretti,
Ms. Lita L. Nelsen, and Mr. George W. Ebright,

Mr. Allegretti is an attorney with the law firm of Allegretti &
Witcoff, and he has a special expertise in patent law and bio-
technology. Ms. Nelsen is the associate director of the Technology
Licensing Office at M.I.T. And Mr. Ebright is chairman and chief
executive officer of the Cytogen Corp. in Princeton, NJ, and is here
today testifying on behalf of the Industrial Biotechnology Associa-
tion.

I commend each of you for the special and important contribu-
tions that you have made to promoting biotechnology research and
innovation and welcome you here today. We have each of your
statements, which we have read, which, without objection, will be
made a part of the record. We hope you can summarize for us, so
we can fet right to questions, but you may proceed as you see fit.

Why don’t we begin with you, Mr. Allegretti? Welcome.

STATEMENT OF DENNIS D. ALLEGRETTI], PARTNER IN THE LAW
FIRM OF ALLEGRETTI & WITCOFF, CHICAGO, IL, AND BOSTON, MA

Mr. ALLEGRETTI. Thank you, Mr. Chairman, members of the sub-
committee. I would like to make it clear at the outset that I am
here as a private citizen. I am not here testifying on behalf of any
of the many clients I represent in the biotechnology field. I am
here, in proof of that, at my own expense. '

I have a personal viewpoint. It is a viewpoint that I hold strong-
ly. I feel a duty to express it, and I hope that it will be considered
by the subcommittee. :
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I have direct personal litigation experience with respect to the
very problem that is being addressed by this bill. I represented
Amgen in its litigation against two defendants: One a U.S. com-
pany, the other a Japanese company. The action was based on the
same patent, a patent covering a host cell which produces recom-
binant erythropoietin, called EPO, a natural human substance
which cannot be successfully separated from human sources in any
significant quantity, but which can now, as a result of Amgen’s pat-
ented efforts, be produced in unlimited quantities for human thera-
peutic use.

In that litigation the host cell patent was held to be valid, en-
forceable, and infringed by the U.S. company, who used the host
cell to make erythropoietin in the United States. The same patent
and claim was held to be not infringed by a Japanese company in
the use of the same patented host cell and technology in Japan to
make the same recombinant erythropoietin product and to then im-
port it into the United States. This is precisely inequitable dif-

" ference that the subcommittee is addressing and which the bill is
intended to solve.

The harm to Amgen, in being able to deal with a U.S. competitor
under its valid patent rights but being unable to deal with a Japa-
nese competitor under those same patent rights, was a clear and
definite harm, and it was caused by the lack of a process claim. Re-
lief was sought under the Tariff Act and was denied because
Amgen’s patent to the host cell did not include a so-called classic
process claim. Its relief against the Japanese defendant similarly
is unavailable for the importation of the recombinant EPO product.

One of the members asked, What is the difference between the
recombinant product and the natural product so far as the PTO is
concerned, and might it be solved by permitting patentability of the
recombinant product as such, even though it may be identical to
the human product? The position of the PTO has been to deny,
thus far, the patenting of any recombinant product which is iden-
tical to the human product or substantially the same, and I know
of no court decision that has addressed that and indicated that it
should be patentable. There is no solution in that direction is what
I am suggesting.

The loophole that exists now in the patent law and under the
Tariff Act, I think very strongly, needs to be plugged to cure the
unfairness in competition between the U.S. inventor and an Amer-
ican competitor acting in the United States, on the one hand, and
a foreign competitor acting in a foreign country and then importing
into the United States, on the other hand.

I am concerned that there is one problem that the bill does not
presently address. I have no specific proposal for it, although as a
lawyer I can conceive of drafting language that would address the
problem, and that is, those patents which already exist to impor-
tant biotechnology inventions and which contain claims only to
such substances and materials that are used to make an end prod-
uct, as the DNA sequence and the host cells, patents which have
resulted by reason of rejections under In re Durden of process
claims and which have resulted in the acquiescence by the appli-
cant for one reason or another, usually lack of cost capability, and
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patents have therefore issued without process claims because of the
existing practice in the Patent Office in obedience to In re Durden.

Those patents which lack the process claims can address very im-
portant invention subject matter, and later inventors will be able
to solve their problems under this bill, whereas those prior inven-
tors and prior patentees were unable to solve the problem. The
kind of inventors that would be affected, I believe, are universities,
small research institutions, and smaller startup biotechnology com-
panies whose efforts require the earliest possible issuance of pat-
ents at the lowest possible cost. And it wasn’t possible to take the
avenues that have been suggested by opposers of the bill, to take
appeals and keep carrying tEe matter upward, higher and higher,
in an effort to finally get that to which they were entitled. They
simply succumb to it.

One suggestion I have made in my paper is that a corresponding
amendment to the patent law, to section 271, to provide that the
use of these materials in a foreign country to make the end product
would in itself be an act of infringement when the product is im-
ported into the United States. So that there would be no require-
ment for a process claim. Even though the bill permits such process
claims to be obtained, and it shoulﬁ, and I strongly support that,
there is a way to also give relief to those present patentees who
lack process claims in their patents but who have made important
inventions and have patented the materials used to make the final
recombinant product. .

Thank you for the opportunity to address the subcommittee.

Mr. HUGHES. Thank you very much, Mr. Allegretti.

[The prepared statement of Mr. Allegretti follows:]
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PREPARED STATEMENT OF D. DENNIS ALLEGRETTI, PARTNER IN THE LaAw
FIRM oF ALLEGRETTI & Wrrcorr, L1p., CHicaco, IL, AND BostoN, MA

Mr. Chai and Members of the C i 1 am Dennis Allegreti. I am a partner in the law firm of

Allegretti and Witcoff. [ am a patent trial attommey. For the past 38 years, I have rep pani ging

in size from fledgling biotechnology start-up companies, which have some of this country’s brightest scientists and
the patent rights produced by them as essentially their only assets, to muliibillion dollar "Formne 100" companies.

1 have served as lead trial counsel in the successful enforcement of such biotechnology patents as those relative to

Amgen’s binant erythropoietin and G h’s tissue plasminogen activator. In my trial practice and advisory
work related to litigation matters, I have seen first hand just how industry in the United States has been
disadvantaged by the denial by the United States Patent and Trademark Office ("PTO") of effective process paient
claims because of its interpretation of the United States Court of Appeals for the Federal Circuit ("CAFC") decision
of In re Durden’. Nowhere is that disadvantage more evident than in biotechnology, the present crown jewel of

American technology.

BACKGROUND

International Trade Commission

Section 337(a)(l)(A)(ii) of the Tariff Act of 1930 defines an "unfair act” as:

(t]he importation for use ... of a product made ... by means of a process covered

by the claims of any unexpired valid United States letters patent

The Omnibus Trade and Competitiveness Act of 1988, Pub.L.100-418 reenacted but did not modify that imporant

section.

763 F.2d 1406.
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The ITC (U.S. 1 jonal Trade C ission) and the Federal Circuit have made it abundantly clear that
the language of 3337 requires so-called classic process claims’. In the Amgen case involving recombinant
erythropoietin or "EPO”, Amgen had obtained patent claims to genetically engineered host cells and DNA sequences
essential to the bioengineerinﬁ of EPO. The PTO, under the authority of In re Durden, refused to grant claims to
the use of the host cells to make recombinant EPO. Thus, Amgen was unable to utilize §337 to prevent the
importation of recombinant EPO made by using Amgen’s patented host cells, the only way to produce that product.

While the Amgen case has perhaps served to particularly focus thc issue for biotechnology, it also serves

to illustrate the far more g | p confi d by U.S. busi For example, the use of a patented catalyst

or a patented computerized machine outside United States to make products for importation into the United States

is also unprotected in the absence of the classic process claim required by the ITC and the CAFC.

The Durden Problem
The problem finds its bad seed in the application of /n re Durden by the PTO. During the six years since

that case was decided by the CAFC, it has become increasingly difficult to obtain from the PTO usefully effeciive

process patent protection in the United States. This has been ially true for g

¥ &

The PTO frequently if not regularly cites /n re Durden in denying patents t such processes. This denial
of process claim protection is routine even where the starting materials used b_y the process are found by the patent
examiner to be separately patentable in their own right.

Qualified commentators’ and legal practitioners have strongly urged that In re Durden is applied by the
PTO in a fashion that wrongly denies process patent coverage essential to the full protection of U.S. business from

competitive imports which would otherwise infringe if made in this country.

%In re Certain Recombi Erythropoietin, 10 USPQ2d 1906 (US ITC 1989), 37 PTCJ 647; Amgen Inc.
v. ITC, 14 USPQ2d 1734 (CAFC 1990), 40 PTCJ 3. —

*Murashige, "Section 102/103 Issues in Biotechnology Patent Px jon," 16 AIPLA QuartJour, 294
(1988-89); Wegner, "Much Ado About Durden,” 71 Jour.Pat & Trademark Off.Soc'y., 785 (1989); Comment, "The
Elimination of Process: Will the Biotechnology Patent Protection Act Revive Process Patents?,”; Beier and Benson,
"Biotechnology Patent Pry jon Act,” 68 University of Denver Law Review, 173 (1991).
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In re Durden says, in effect, that despite the use of separately patentable starting materials in the making

of a product one cannot also obtain a classic process claim unless it can be demonstrated that "unexpected resulis”

occur during the use of the full p When "unexpected results™ cannot be shown, such process patent protection

cannot be obtained. Indeed, even when "unexpected resulls” can in fact be demonstrated during use of the process,
some applications are nevertheless still rejected as “obvious™ by the PTO.*

The application by the PTO of In re Durden 10 biotechnology cases, which involve the use of living
microorganisms, is in direct conflict with /n re Mancy’ and other cases®. Mancy involved a process of using
traditional culture techniques on a new bacterial strain to prepare an antibiotic. Even though other strains were

already known to produce the antibiotic using basically the same culture techniques, the process patent was upheld.

The facts in Mancy are analogous to the preparation of a desired protein by culturing a previously unknown,
genetically engineered cell and to the preparation of antibodies by culturing a previously unknown hybridoma or
other immortalized cell.

Indeed, the reasoning in Mancy is the law for inventions in Europe and Japan, both of which have a long

tradition of allowing the patenting of process inventions that use p ble starting materials.

3SUS.C. 271
The Patent Code was amended in 1988 to make process activities performed outside the U.S. acts of patent

infringement for which relief can be obtained in a Federal District Court. §271(g) provides:

‘A recent case, Ex parte Orser, 14 USPQ2d 1987 (Bd. of Pat. App. and Inter. 1990), illustrates how PTO
cites Durden 10 reject biotechnology process claims even when the applicant shows unexpected and superior results
due to how the biological materials affected the claimed process.

%499 F.2d 1289 (C.C.P.A. 1974)

SE.g.. In re Kuehl, 475 F.2d 658 (C.C.P.A. 1973).

%
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“Whoever without authority imports into the United States or sells or uses within
the United States a product which is made by a process patented in the United
States shall be an infringer...."

§271(g) also requires a process claim subject to rejection by the PTO under /a re Durden.

Under present law, an inventor is helpless o prevent the imporation of a product that was made abroad,
despite the use in its making of a critically essential material which is itself patented in the United States, unless the
U.S. inventor is also able 10 obtain patent protection for the process of using such a patented material. The field of

biotechnology is particularly susceptible to this problem.

The net result of the present law is to create an uneven playing field for U.S. business against foreign
competition. The U.S. patent law provides the patent owner with the right to exclude U.S. companies from making,

using, or selling p d articles, such as (for ple) genetically i d host cells, catalysts, or machines, in

the United States. The U.S. patent law provides no uniform protection, however, for the use of such vital and

paienicd materials outside the United States for making an i duct and importing that product into the U.S.

P ¥

I urge that it is fundamentally unfair that a foreign pany can use p d U.S. technology o to make

products for importation into the U.S., while a

peting U.S. pany cannot lawfully use that technology in the
U.S. to make the same product. Foreign companies can compete against the U.S. patentee with impurity, but U.S.

competitors cannot.

H.R. 1417
H.R. 1417 legislatively overrules /n re Durden. The enactment of H.R. 1417 will allow the PTO to issue
classic process claims which invoive the use of novel and unobvious starting materials in the making of final

prod These p claims provide the enabli hicle both for seeking retief from unfair trade practices by

barring importation under §337 of the Tariff Act, and for actions to enjoin infring under 35 US.C. 271(g) of

the Patent Code. There is little question in my mind that H.R. 1417 will substantially level the playing field between

d ic and foreign high technology enterprises. H.R. 1417 provides patent litigation counsel, such as myself, with
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the wols needed. Perhaps even more importantly, HR. 1417 also delivers a clear message to foreign enterprises that
they must compete fairly with the domestic U.S. biotechnology industry.

In reviewing HR. 1417 I have noticed that the last sentence of Section 2 reads as follows: “If the
patentability of such process depends upon such machine manufacture or composition of matter a single patent shall

issue on the application.” 1 believe that this provision unfortunately suggests that if respective product and process

claims should issue sep ly, then the p claims are not entitled to the benefits of this legislation. [ strongly

d that this be deleted in order to avoid any such misinterpretation and the risk of future complex

and burdensome litigation (o clarify what certainly cannot have been intended.

While I believe that H.R. 1417 will correct most of the problems associated with the unfortunate PTO

application of the /n re Durden decision, I also belicve that the vitally imp U.S. biotechnology industry needs
and deserves still further and specific protection. What presently remains unclear is the scope of the process claims
that will be granted by the PTO under H.R. 1417. If the PTO administratively chooses (o allow only very namrow
and specific claims, which recite such innumerable details as temperature, time, proportions, reagents and the like
that are norn_\ally disclosed by the applicant to describe the modes of n:pmschmively carrying out the invengon, it

will be difficult if not impossible to establish infringement and to secure a ble scope of protecti Indeed,

unduly narrow claims may well be easily eroded and thereby not literally and directly infringed by foreign
competitors. The patentee would then be faced with the dilemma of accepting such narrow claims as may be
grudgingly available from the PTO or, altematively, incurring the cost and delay of administrative appeal and
litigation to secure a full and fair scope of patent coverage for the real inventive contribution made.

In order to more fully protect the inventive efforts of the still emerging U.S. biotechnology indusury, |
recommend that HR. 1417 also provide for an express amendment to Section 271 of the Patent Code. Such an

added amendment to 271 would provide that it is an act of patent infringement to use patented biological materials

such as genetically engineered host cells and DNA seq to make prod ide the U.S. for importation into
the U.S. The right provided would be independent of process patent claims. The present exclusive reliance on
process claims for the enforcement of domestic biotechnology patent rights against unfair foreign competition would

be climinated.
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1 believe that it is unfair 10 allow foreign companics to utilize patented host cells and DNA sequences
outside of the U.S. 1o make recombinant products for importation into the U.S. when U.S. companies cannot tawfully
use the same material within the U.S. The patented host cells are, in essence, novel living means to make complex
biological products that can be made in no other way. These unique, genetically-engineered host cells deserve some
particularized protection for the continued advancement of the biotechnology industry in this country and to overcome
unfair foreign competition.

H.R. 1417 together with the further amendment that I have suggested will provide litigation counsel with
the tools to insure the faimess of a level playing field for U.S. business, and especially for the emerging and yet

inerable domestic biotechnology industry.

Thank you for the opportunity to express my views on this mater.
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Mr. HUGHES. Ms. Nelsen, welcome.

STATEMENT OF LITA L. NELSEN, ASSOCIATE DIRECTOR, TECH-
NOLOGY LICENSING OFFICE, MASSACHUSETTS INSTITUTE OF
TECHNOLOGY, CAMBRIDGE, MA

Ms. NELSEN. I appreciate the opportunity to be here, and, before
I start, I would like to thank the chairman, Mr. Hughes, for his
support in preserving the small entity, not-for-profit lower patent
fees. It made a big difference to us and to the members of the Asso-
ciation of University Technology Managers and our ability to keep
doing the work we are doing.

Mr. HUuGHES. Well, thank you, Ms. Nelsen. I might say that my
ranking Republican, Carlos Moorhead of California, was very, very
instrumental also in ensuring a small entity fee. Thank you.

Ms. NELSEN. Universities mostly are doing their patents at risk;
that is, they are filing very, very early, when the technology is em-
bryonic, and they don’t have licensees. It is coming right out of our
pockets, and every saving in patent cost is important to us.

Based on the same issue, that we generally are doing our tech-
nology transfer at the stage when the technology is very new, when
the patents are pending, and most of us are not making money on
the process. We are doing it in order to induce development in this
early stage science. Particularly, in biotechnology this is important
because the amount of development that is required both in time
and money is of the order of many years and tens of millions of dol-
lars. When they start the process, with pending, not issued patents,
it is all at very high risk; there is no guarantee that any product
will come out of the technology.

Because we are using patents as a mechanism for inducing the
investment, and because we are trying to do it at the point where
the science first comes out of the university, so patents may be
pending for up to 3 to 6 years; and we do not see the average 1ssu-
ance at 27 months that was mentioned here. It is more hke 3%2
years for the basic biotechnology patents, sometimes up to 5 or 6.
It is therefore very important that the patenting process be predict-
able. It is the consistency of the process that is necessary to us.
The consistency of what claims will be issued and which ones can
b}(la enfogced. Otherwise, the potential licensees are not going to take
the risk.

One of the primary objectives of the Biotechnology Patent Protec-
tion Act, as we understand it, is to clear up the confusion arising
from the Durden decision. We believe that the types of claims cov-
ered by the act should be patentable, and that a clear ruling either
by the courts or through the act will reduce the uncertainty arising
from Durden in a beneficial way. We believe that the Process Pat-
ent Amendment Act of 1988 gave important and legitimate protec-
tion to the American biotechnology industry and that this protec-
tion should be extended to conventional processes using unique
patentable starting material; again, either through change in what
1s patentable or through further amendment of the trade law.

Thank you.

Mr. HucHES. Thank you very much, Ms. Nelsen.

[The prepared statement of Ms. Nelsen follows:]
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PREPARED STATEMENT OF LiTA L. NELSEN, ASSOCIATE DIRECTOR,

TECHNOLOGY LICENSING OFFICE, MASSACHUSETTS INSTITUTE OF
TECHNOLOGY, CAMBRIDGE, MA

My name is Lita Nelsen. I am the Associate Director in the Technology Licensing Office of the
Massachusets Institute of Technology. [ am also the President-Elect of the Association of University
Technology Managers. 1 appreciate the opportunity to be here and to comment on this imponant
legislation. I would also, parenthetically, like to take the time to extend the thanks of our office and of
the university community as a whole to the Chairman, Mr. Hughes, for his support in preserving the
small entity exemption on patent fees. The savings were very important in enabling us to continue our
work in technology transfer.

Now back to the subject at hand: M.LT. has one of the most active patenting and licensing
offices among American universities. In 1990, we had 112 U.S. patents issue to us--almost twice as
many as any other university. And we signed more than 75 license agreements, six of them with new
companies started up around our technology. The great preponderance of these licenses were with
American companies. While our technology transfer work ranges in fields from aeronautical engineering
to biology, over a third is in the biotechnology and mcdical fields.

Our primary objective in patenting and licensing the technology arising from our research is to
induce development of this technology for the public benefit. Most of the technology coming out of our
research is in a very carly stage of development. It requires substantial investment, both in time and
money, to bring it from an embryonic "university stage" invention through product development and
testing to a product ready for the marketplace. In the case of biotechnology products, this time may be
eight to ten years (or more) and the money will be tens of millions of doltars--all at high risk, since,
when the invention first leaves the university, there is no guarantee that a product will ever be
successfully developed from it.

We use patents as a mechanism for inducing this investment: in return for the risk of
development, licensees are granted a period of exclusivity in the marketplace through exclusive licenses
to our patents. Most frequently, the patents are licensed while they are still pending, giving us a
substantial headstart in the development cycle.

This system to induce development is highly dependent on the consistency of the patenting
process. The licensee must have reasonable confidence in the types of claims likely to issue to a pending
patent and, after issuance, in the ability to enforce the patent claims against infringers both within and
outside the United States. Uncentainty in the types of claims that may issue or which can be enforced
will substantially decrease the incentive for early licensing and investment in development.

One primary objective of the Biotechnology Patent Protection Act appears to be to clear up the
confusion arising from the Durden decision about whether certain types of process claims are allowable.
We believe that the type of claims covered by the Act should be patentable and that a clear ruling cither
by the courts or through the Act will reduce the uncertainty arising from Durden in a beneficial way. We
further believe that the Process Patent Amendments Act of 1988 gave important and legitimate protection
to the American biotechnology industry, and that this protection should be extended to conventional
processes using unique, patentable starting materials--either through change in the patentability of certain
claims or through a further amendment of the trade law. Thank you.
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Mr. HUGHES. Mr. Ebright, welcome.

STATEMENT OF GEORGE W. EBRIGHT, CHAIRMAN AND CHIEF
EXECUTIVE OFFICER, CYTOGEN CORP., PRINCETON, NJ, ON BE-
HALF OF THE INDUSTRIAL BIOTECHNOLOGY ASSOCIATION

Mr. EBRIGHT. Chairman Hughes, thank you for the opportunit
to address the subcommittee. I am chairman and chief executive of-
ficer of Cytogen Corp., a biotechnology company located in Prince-
ton, NJ. I also serve as a board member of the Industrial Bio-
technology Association, a trade association that represents over 100
biotechnology companies in the U.S.A. Collectively, IBA represents
more than 80 percent of all of the biotechnology research and de-
velopment investment in the United States. I am here today on be-
half of the IBA, and I am accompanied by Lisa Raines, our staff
intellectual property expert.

Biotechnology, as has been said, is an important source of eco-
nomic vitality for America. The United States is the world leader
in research, development and manufacture of biotechnology prod-
ucts. In 1991, as has also been said, the U.S. biotechnology reached
$4 billion in sales, a 38-percent increase over 1990, with exports in
excess of $600 million.

Biotechnology is, indeed, one of the high technology industries
where the United States remains the world leader. But our contin-
ued preeminence is jeopardized by deficiencies in our Nation’s pat-
ent law. If uncorrected, these deficiencies, I believe, could lead to
other countries pirating U.S.-developed technologies to make prod-
ucts for export back into the United States, unfairly competing
with the American inventor. _

The great cost of developing a new biotechnology product stands
in starﬁrcontrast to the ease with which the product can be copied.
Under these circumstances, the only incentive to invest in research
and development is the availability of clear and meaningful patent
protection. Without such protection there is simply no incentive for
investment.

Unfortunately,  biopharmaceutical products are often
unpatentable. This compares unfavorably with traditional pharma-
ceutical chemicals, which are almost always patentable new mol-
ecules. Traditional pharmaceutical chemistry involves generating
thousands of new molecules and screening them for biological activ-
ity. Since those generated molecules are entirely synthetic, the
generally meet the principal criteria of patentabiﬂty: novelty, util-
ity, nonobviousness.

But biotechnology does not involve randomly generated new mol-
ecules; instead, it involves genetically engineering technology that
is used to identify and synthesize natura%lly occurring human pro-
teins and enzymes.

Now, when the criteria for patentability are applied to a geneti-
cally engineered protein, a patent can be granted if the protein was
never known before. However, if the scientific literature reveals
that that protein has previously been purified, even if only to a
very minor extent, even if it has not been definitely characterized,
it could be deemed unpatentable for lack of novelty. In the absence,
then, of a product patent, process patent protection constitutes the
only meaningful incentive.
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However, the biotechnology industry’s ability to obtain a process
patent protection has been circumscribed since the recent Federal
court ruling in Durden. Without process patents, the industry sim-
ply does not have the means whereby to prevent piracy of genetic
engineering inventions by foreign companies that want to sell in
the U.S. market. The problem, of course, as has been stated, is the
erroneous and inconsistent application of In re Durden, a
nonbiotechnology patent case, to important biotechnology processes.

I will not explain the process by which Durden is applied to proc-
ess claims because we have heard that several times. But it does,
indeed, seem a matter of logic that Mancy, not Durden, should be
applie(i to biotechnology cases. And, indeed, the reasonin%1 in
Mancy is the law for inventions in Europe and Japan, both of
which have a long tradition of patenting process inventions that
use patentable starting materials.

As has also been stated, so I won’t elaborate, the difference be-
tween Durden and Mancy is that Durden refers to a method of
making and Mancy a method of using. That has now been well doc-
umented.

H.R. 1417, the Biotechnology Patent Protection Act, would cor-
rect this problem. After lengthy consideration, IBA has concluded
that this legislation will lead to greater certainty and predict-
ability. It will decrease unnecessary litigation, and most impor-
tantly, it will enable inventors to obtain the patent protection that
we have fairly earned.

In conclusion, let me restate that the U.S. biotechnology industry
believes that the patent system should reward the achievement of
pioneers. But instead, it allows intellectual pirates to copy innova-
tive biotechnology products without penalty. The system as it is is
failing and statutory changes are vital to our Nation’s ability to re-
tain 31e competitive edge that we currentli/ have in biotechnology.
We urge the Congress to remedy this problem by expeditiously en-
acting H.R. 1417.

Thank you.

Mr. HUGHES. Thank you, Mr. Ebright.

[The prepared statement of Mr. Ebright follows:]
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PREPARED STATEMENT OF GEORGE W. EBRIGHT, CHAIRMAN AND CHIEF
Executive OFFICER, CYTOGEN CORP., PRINCETON, NJ, ON BEHALF
OF THE INDUSTRIAL BIOTECHNOLOGY ASSOCIATION

Good morning, my name is George Ebright and I am the
Chairman and Chief Executive Officer of Cytogen Corporation, a
biotechnology company located in Princeton, New Jersey. Cytogen
is a diversified health care products company whose 170 employees
focus on the discovery, development, manufacture, and marketing
of biopharmaceutical and medical diagnostic products for cancer.

I also serve as a Board member of the Industrial
Biotechnology Association (IBA), a trade association that
represents over 100 companies. IBA member companies are engaged
in biotechnology research and development in the fields of health
care, agriculture, food and industrial enzymes, and toxic waste
degradation. Collectively, IBA represents more than 80% of all
biotechnology R&D investment in the United States. I am here
today on behalf of IBA and am accompanied by Lisa Raines, IBA's
staff intellectual property expert.

The U.S. biotechnology industry believes that the patent
system should reward the achievements of biotechnology pioneers,
but that instead it allows intellectual pirates to copy
innovative biotechnology products without penalty. The system is
failing, and statutory changes are vital to our Nation's ability
to retain the competitive edge it currently has in biotechnology.

A urges the Congress to remedy this oblem by expeditious
enacting H.R. 1417.

The remainder of my testimony elaborates on these themes. I
begin by profiling the U.S. biotechnology industry, describing
what it does and how it is improving both our economy and quality
of life. I continue with a discussion of the fact that, as our
Nation's most research-intensive industry, biotechnology
innovation must receive the same kind of intellectual property
protection as innovation by other industries. (An appendix
provides national statistics on these points.)

I then explain in some detail why many biotechnology
inventions are not receiving the necessary patent protection, and
point out that the U.S.' failure to issue biotechnology process
patents conflicts with patent law in both Europe and Japan. It
is indeed ironic that many foreign countries provide superior

biotechnology process patent protection to our own country, which
pioneered this technology.

Finally, I describe how the biotechnology industry arrived
at H.R. 1417 (with some minor amendments) as the most reasonable
and appropriate solution to'the problem.

Profile of the Biotechnology Industry

Biotechnology is the application of engineering and
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technological principles to living organisms or their components
to produce new inventions or processes. An important branch of
biotechnology is genetic engineering, or recombinant DNA
technology, which concerns the analysis and alteration of genes
and proteins. These sciences are of vital importance to U.S. and
world progress in innumerable fields. In fact, the National
Academy of Engineering characterizes genetic engineering as one

of the ten outstanding engineering achievements in the past
quarter century.'

On the medical side, genetically engineered drugs and
vaccines are now available to treat a number of diseases,
including diabetes, dwarfism, hepatitis, heart attacks, anemia,
leukemia, and organ transplant rejection. Medical products in
development have the potential to eradicate hundreds of diseases,
including such intractable diseases as cancer, arthritis, AIDS,
and Alzheimers. Biotechnology has also vastly improved our
ability to diagnose medical conditions.

On the agricultural side, biotechnology promises to improve
the nutritional and aesthetic quality of our food supply while
lowering farm input costs and offering environmental benefits
over existing agricultural technologies. In addition to
benefitting American consumers, farmers, and the environment,
advances in agricultural biotechnology (such as development of
drought—- and disease-resistant crops) offer perhaps the only hope
for agricultural self-sufficiency and economic stability in
developing countries.

Other applications of biotechnology include fine chemical
manufacture and bioremediation, which consists of using
microorganisms to convert toxic pollutants into harmless
substances. Bioremediation is increasingly being used to treat

coastal oil spills and toxic waste dumps, and to treat industrial
waste prior to disposal.

In addition to these remarkable new products, biotechnology
is an important new source of economic vitality for America.
American scientists invented genetic engineering and American
investors have funded the research and development that is

enabling our industry to translate cutting-edge science into
economic growth.

As a result, the U.S. is the world leader in the research,
development, and manufacture of biotechnology products. 1In 1991,
the U.S. biotech industry produced sales of $4 billion, a 38%
increase over 1990, and net exports in excess of $600 million.

'National Academy of Engineering, Engineering and the
Advancement of Human Welfare: 10 Qutstanding Achievements 1964-
1989 (1389).
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The White House Council on Competitiveness projects that
biotechnology will be a $50 billion industry by the year 2000.

Clearly, biotechnology is an industry that can contribute
mightily to U.S. economic growth and improved quality of life.
Indeed, two major reports released this year labelled
biotechnology one of several "critical t:schnologies” that will
drive U.S. productivity, economic growth, and competitiveness
over the next ten years and perhaps over the next century.?

Protecting Investment in Biotechnology R&D

One of the distinguishing characteristics of the
biotechnology industry is the extraordinarily high level of
investment made in research and development (R&D). Since the
biotechnology industry's inception in the late 1970s,
biotechnology companies have ploughed at least $10 billion into
long-term R&D programs. In 1991, U.S. biotech industry R&D
totalled $3.2 billion, an 18% increase over 1990. A single

biopharmaceutical product typically costs $100 to 200 million to
develop.

Industrywide, R&D accounts for 30% of all costs incurred by
biotechnology companies. Although the research-intensive
pharmaceutical industry is often used as a benchmark for
investment in innovation, biotech industry research intensity
surpasses that for the traditional pharmaceutical industry.
wWhile no studies directly compare the R&D intensity of all
industries, recent studies by Ernst & Young® and BusinessWeek®
suggest that the biotechnology industry is probably this
country's most R&D intensive industry.

R&D as a percentage of revenue is a measure routinely used
in established industries to gauge the proportion of today's
product sales being reinvested in research towards tomorrow's
products. According to Ernst & Young, the top ten pharmaceutical
companies averaged 14% reinvestment in 1991, whereas biotech
companies reinvested an average of 17%. BusinessWeek reports
that the top five U.S. companies in R&D spending per dollar of

2Council on Competitiveness, Gaining New Ground: Techneleogy
Priorities for America‘'s Future (1991); White House Office of

Science and Technology Policy, Report of the National Critical
Technologies Panel (1991).

SErnst & Young, Biotech 92: Promise to Realitv, An Industzv
Annual Reporz (1991).

‘BusinessWeek, Special issue on Innovatjopn in America (July
1, 1991).
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revenue are all biotechnology companies.

Another way of measuring investment in innovation is to
examine R&D expense per employee. In 1991, biotech companies
averaged $81,000, as compared with $23,000 for the top ten
pharmaceutical companies. Five of this country's top ten R&D
spenders in dollars per employee are biotechnology companies.

In deciding whether to fund an R&D program, biotech
companies examine whether the expected product life, market
potential, and competitive situation warrant the investment.
Clearly, if a.pioneer company is to invest $100 to $200 million
to develop a new biopharmaceutical, it must be assured that a

competing company cannot pirate the pioneer's intellectual
achievements.

Intellectual Piracy in Biotechnology

Piracy is fairly easy to accomplish in biotechnology. For
one thing, most scientific breakthroughs are routinely published
in scientific journals, rather than maintained as trade secrets.
Liberal publication policies, which are consistent with the
academic scientific tradition from which the biotechnology
industry springs, have four major benefits. First, it enables
other scientists to review and verify the accuracy of our
scientists' research results. Second, it advances science and
technology by enabling other scientists to learn from and build
on the work of other scientists. Third, it conserves our Nation's
research resources by enabling scientists to avoid unnecessarily
duplicating the work of others. Finally, it increases the morale
and dedication of industry scientists by allowing them to obtain

the recognition of their academic colleagues for their
achievements.

Once an important scientific breakthrough is published, such
as the genetic sequence that codes for a potentially important
therapeutic protein, it is a fairly simple matter for a trained
scientist to copy the product from the "recipe” routinely
published in the scientific journal.

This is not the only way to pirate a pioneering
biotechnology invention. When a company isoclates or synthesizes
a purified protein that appears to have therapeutic significance,
it will begin preclinical and clinical trials of the substance to
determine its usefulness in treating diseases. Once these
studies begin and samples of the purified protein are used
outside of the four walls of the innovator, a competitor may
obtain a sample of the material from a university at which the
clinical trial is being conducted or from some other source.
is then relatively easy to sequence the protein so as to
determine its precise amino acid composition. This,

It

in turn,

4
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enables the competitor to determine the gene sequence needed to
synthesize the protein. The process just described is the
biotechnology equivalent of “reverse engineering."”

As has been demonstrated, the great cost of developing a new
biotechnology product stands in stark contrast to the ease with
which the product can be copied. Under these circumstances, the
only incentive to make such investments is the availability of
clear and meaningful patent protection. Without such protection,
there is simply no incentive to invest, and without investment,

there can be no new products, no new jobs, no new exports, and no
new economic growth.

Avajlability of Patents for Biotechnology Inventions

While modern biotechnology is generally considered to have
begun with the first recombinant DNA experiment in 1973, it was
not until 1980 -- when the U.S. Supreme Court held that a
genetically engineered microorganism was patentable -~ that
biotechnology companies began forming to commercialize
recombinant DNA technology. This decision suggested that
"everything under the sun made by man,"” including
biotechnological inventions, was patentable.®

But while genetically engineered microorganisms are clearly
patentable, the biopharmaceutical products they produce often are
not. This compares unfavorably with traditional pharmaceutical
chemicals, which are almost always patentable new molecules.

The reason for the difference relates to the difference in
scientific approach. Traditional pharmaceutical chemistry
involves randomly generating thousands of new molecules and
screening them for biological activity. Since these randomly
generated molecules are entirely synthetic, they easily meet the

principal criteria of patentability: novelty, utility, and
nonobviousness.

But biotechnology does not involve randomly generating new
molecules. Instead, genetic engine=ring technology is used to
identify and synthesize naturally occurring human proteins and
enzymes. Our bodies produce at least 50,000 different proteins
and enzymes, each with a different function, such as stimulating
our immune system, telling wounds to heal, and instructing our
bodies to make more blood cells.

To be patentable, an invention must be novel, nonobvious,
and useful. When these criteria are applied to a genetically
engineered protein, a patent will generally be granted if the

Spiamond . Chakrabartv, 447 U.S. 303 (1980).

5
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protein was never known before it was isolated and purified using
genetic engineering techniques. For example; tissue plasminogen
activator, a naturally occurring protein that dissolves the
coronary blood clots that cause heart attacks, was totally

unknown before it was isolated using biotechnology techniques and
has been patented.

However, if the scientific literature reveals that the
protein has previously been purified to some extent, even if it
has not been definitively characterized, it may be deemed
unpatentable for lack of novelty. This may occur even when the
amount of the natural product that has been isolated is

insufficient for any practical use and the method employed cannot
provide practical quantities of the material.

For example, insulin was first discovered in 1921, when
scientists first removed a dog's pancreas, making the animal
diabetic. By extracting canine insulin from the excised
pancreas, they were able to treat the dog's diabetes. Several

years later, other scientists isolated human insulin from human
cadaver pancreases.

All these scientists knew was that they had a test tube
containing a trace amount of human insulin. They didn't know
what the chemical structure was or how to manufacture it. As a
result, for more than fifty years after its discovery, human
insulin was not available to treat diabetes. 1Instead, diabetics
were forced to rely on animal insulin from the pancreases of
slaughtered pigs and cows. Unfortunately, since porcine and
bovine insulin are slightly different from human insulin, some

diabetics found that their bodies rejected the animal insulin as
a foreign entity.

Nevertheless, this 1920s research effectively barred anyone
who later identified human insulin's chemical structure or
invented a way to manufacture it from obtaining a product patent.
Frederick Sanger's success in identifying the chemical structure
and precise molecular weight of human insulin (1951) won him the
Nobel Prize but couldn't win him a patent. And David Goeddel's
success in synthesizing recombinant human insulin (1979) enabled
patients the world over to finally have access to the product,
but he couldn't get a product patent either. Yet it is only

because of the work of these men that diabetics finally have
access to this drug.

In the absence of product patent protection, what incentive
is there for scientists and investors to devote their lives and
their savings to identifying a protein's molecular structure and
devising genetic engineering methods for its manufacture? 1In
biotechnology, the answer is to obtain patent protection on the
process for making the product. Since genetic engineering is the
only commercially feasible method for manufacturing these human

6
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proteins, a patent on the recombinant manufacturing process can
be tantamount to a product patent.

Limited Availability of Process Patents

However, the biotechnology industry's ability to obtain
process patent protection has been circumscribed since a recent
Federal Circuit Court ruling. And without process patents, the
industry simply does not have the means whereby to prevent piracy

of genetic engineering inventions by foreign companies that want
to sell to U.S. markets.

The problem is the erroneous and inconsistent application of
In_re Durden,® a nonbiotech patent case, to important
biotechnology processes. During the six years since the U.S.
Court of Appeals for the Federal Circuit (CAFC) decided this
case, it has become increasingly difficult to obtain process

patent protection in the United States for genetic engineering
inventions.

Durden involved the process of making novel carbamate
products from novel oxime starting materials. The patent
applicants made the following admission:

"Generally speaking, it is known that heterocyclic
Oxime compounds (which appellants' oximes are conceded
to be) can be reacted with known carbamoyl halide
compounds, as evidenced by.Punja U.S. Patent No.
3,843,669."

The CAFC adopted the applicants’ statement of the issue in
this case, as follows:

"The issue to be decided is whether a chemical process,
otherwise obvious, is patentable because either or both
the specific starting material employed and the product
obtained are novel and nonobvious." (Emphasis added]

The court regarded the reaction process to be unpatentable,
irrespective of the patentability of the reactants and of the
reaction products, on the ground that no new reaction process is
invented merely because a different reaction material is used in
an otherwise old process. The results of using an old process
was predictable, this being admitted by the applicants.

Part of the uncertainty of Durden lies in determining its
scope of application. While the CAFC cautioned against .
universally applying Durden, there is no reason to deduce from

8763 F. 2d 1406 (Fed. Cir. 1985)
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the court's cautionary note that Durden is not similarly
applicable to nonchemical disciplines. As a result, it has
frequently been cited by the PTO in denying patents to genetic
engineering processes. This denial of process claim protection
is routine even if the starting materials are found by the patent
examiner to be patentable in their own right. A survey of the
impact of Durden commissioned by Genentech shows that at least
60% of biotechnology patents lacking process claims can be
directly linked to a Durden rejection.

Basically, Durden's application to genetic engineering, as
applied by PTO to hundreds of biotechnology cases, is as follows:
The basic process of genetic engineering is known. It consists
of inserting a DNA molecule into a living cell so that the
cellular machinery produces the specific protein encoded by that
particular DNA molecule. Therefore, once you have invented a new
DNA molecule, it is obvious that it can and should be used in a
recombinant DNA process. Since nonobviousness is one of the

three criteria for patentability, an obvious process is not
patentable.

burden says, in effect, that it is obvious how to use an
invention that never existed before. As a result, in many cases,
one can only obtain a biotech process patent if one can
demonstrate that "unexpected results” occurred during the use of
the otherwise "obvious" process. When "unexpected results*
cannot be shown, process patent protection cannot be obtained.

Demonstrating "unexpected results” will likely require
additional scientific experimentation and extensive negotiations
with the PTO, both of which substantially add to the expense of
obtaining a process patent. This means that inventors with
limited budgets, such as small companies and universities, are
placed at a distinct disadvantage. In the Genentech study, all
of the universities surveyed forfeited the process patent
protection to which they appear to be entitled.

A majority of biotechnology process patents -- almost two-
thirds, in faet -- are issued only after a Durden rejection is

made and later overcome with evidence of "unexpected results.”
However, even when "unexpected results"” can be demonstrated, some
processes are still rejected as "obvious.” A recent case, Ex

arte ser illustrates how the PTO cites Durden to reject
biotechnology process claims even when the applicant shows
unexpected and superior results due to how the biological
materials affected -the claimed process.’

Even those.who are lucky enough to overcome Durden
rejections may have issuance of their patents needlessly delayed

7 14 USPQ 2d 1987 (8d. of Pat. App. and Inter. 1990j.
8
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for six or eight months. This delay can jeopardize a company's
ability to raise the capital necessary, for example, to conduct
animal and human studies of a new drug's safety and
effectiveness.

Furthermore, experience shows that whether a Durden
rejection is made in the first place varies from patent examiner
to patent examiner, so that the luck of the draw -- that is,
which patent examiner is assigned their case -- is a significant

factor in determining whether an inventor will obtain process
patent protection.

These findings are consistent with the biotechnology
industry's belief that Durden has had a chilling effect on
process patent protection for the U.S. biotechnology industry.

Applving Durden Conflicts with Other Cases and Other Countries

The application of Durden to biotechnology cases, which
involve microorganisms, is in direct conflict with In_re Mancy®
and other cases’. Mancy involved a process of using traditional
culture techniques on a new bacterial strain to prepare an
antibiotic. Even though other strains were already known to
produce the antibiotic using basically the same culture
techniques, the process patent was upheld. The facts in Mancv
are analogous to the preparation of a desired protein by
culturing a previously unknown, genetically engineered cell and
to the preparation of antibodies by culturing a previously
unknown hybridoma or other immortalized cell.

It therefore seems a matter of logic that Mancy, not Durden,
should be applied to biotechnology cases. And, indeed, the
reasoning in Mancv is the law for inventions in Europe and Japan,
both of which have a long tradition of patenting process
inventions that use patentable starting materials. Policymakers
should not overlook the fact that our foreign competitors are

already providing their inventors with the kind of process patent
protection that we seek.

Wwhy, then, does the PTO apply Durden rather than Mancy to
genetic engineering cases? The reason appears to be that Durden
and Maricvy are characterized as two different kinds of process
inventions. Durden deals with a process of making an end
product, whereas Mancv refers to a process of using starting

5499 F.2d 1289 (C.C.P.A. 1974).

E.g., In re ¥neh}l, 475 F.2d 658 (C.C.P.A. 1973).

Q
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matetials. Indeed, a more recent case, In re Pleuddeman',
stated that "there is a real difference between a process of
making and a process of using and the cases dealing with one
involve different problems from cases dealing with the other."

Genetic engineering uses starting materials to make an end
product, so that it may fairly be characterized as either a
method of making or a method of using. By electing to consider
such cases as method of making cases, the PTO has ruled that they
should therefore be governed by Durden. Although there may be
times when using differs from making, it is not clear why the two

modes of reciting a process should yield diametrically opposite
results.

It appears that virtually all commentators and legal
practitioners believe that Durden is applied in a fashion that
wrongly denies process patent protection to biotechnology
inventions. In the last three years, five law review articles
have been written on this subject. All of them support
overrulxng Durden.’

tarti iaterials Patents: ternative?

If an end product is not patentable because it lacks novelty
(as in the insulin example) and the genetic engineering process
is not patentable because it is considered obvious under Durden,
the inventor may nevertheless patent the starting materials. It
is a relatively simple matter for an inventor to obtain a patent
on a new DNA molecule or on the cell into which that DNA is

inserted for the purpose of genetically engineering the cell to
produce a protein.

A U.S. patent grants the right to prevent unauthorized
parties from "making, using, or selling” the invention in the
United States. If the patent is on an end product, then not only
can the product not be "made" in this country without the
patentee's permission, it cannot be "sold" in this country, even

015 UsSPQ2d 1738 (1991).
' Murashige, "Section 102/103 Issues in Biotechnology
Patent Prosecution,” 16 AIPLA Quart. Jour. 294 (1988-89); Wegner,
"Much Ado About Durden,” 71 ur. Pat. & Tradema . Soc'
785 (1989); Comment, "The Elimination of Process: Will the
Biotechnology Patent Protection Act Revive Process Patents?,” 24
John Marshall Law Review 263 (1990); McAndrews, "Removing the
Burden of Durden Through Legislation: H.R. 3957 and H.R. 5664,
72 Jour. Pat. Trademark Qff. Soc'y. 1188 (1990), Beier and

Benson, "Biotechnology Patent Protection Act," 68 University of
Denver Law Review 173 (1991).
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if it is manufactured overseas and subsequently imported into the
U.S. Legislation enacted in 1988 extended this principle to
process patents: not only is unauthorized domestic "making" of
the process prohibited, but importation of foreign-manufactured
products is also prohibited if a U.S.-patented process was used.
In both cases, the principle is that if an activity constitutes
infringement of a U.S. patent if performed within the United

States, then it is also an act of infringement to do it overseas
and import the end product.

But current law does not give starting material patents
these same enforcement rights. The rulings in two cases
involving the biotechnology company Amgen’ show that, while
unauthorized domestic use of U.S.-patented starting materials
constitutes patent infringement, the patent does not give a
company the right to prevent the use of these starting materials
overseas followed by importation of the finished product.

Amgen is a California biotechnology company that was a
pioneer in the development of erythropoietin (EPO), a hormone
produced in the kidney that stimulates red blood cell production.
Amgen holds a patent covering the gene that codes for EPO and the

genetically engineered host cell into which the gene was
inserted.

Amgen's patent on the EPO gene and host cell effectively
prevents anyone else from making EPO in the U.S., since these
starting materials are essential for the production of EPO using
genetic engineering techniques, and genetic engineering is the
only known way to make EPO in commercial quantities.

However, a Japanese company, Chugai Pharmaceutical, obtained
the starting materials from a U.S. company, Genetics Institute.
While Genetics Institute's own use of these materials was held to
be an act of infringement and the company is now enjoined from
further manufacture, use of these starting materials by its
Japanese partner is not infringement, even though the product is
being manufactured for export to the U.S. Because the starting
materials are being used outside the U.S., there is technically
no infringement of the U.S. patent, notwithstanding subsequent
importation of the end product.

Since process patents are enforceable against foreign-based
infringement while starting material patents are not, the latter
is not an adequate substitute for the former.

2amgen v. U.S. Internatjonal Trade Commissjion, 902 F.2d
1532 (Fed.Cir. 1990) and Amgen v. Gepnetics Institute and Chugai
927

Pharmaceutical, F.2d 1200 (Fed.Cir. 1991), cert. denied,
u.s. (1291).

)
2
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The Solution

When the biotechnology industry began working on a solution
in 1987, our patent lawyers came up with a two-pronged approach
to amenriing the patent statute: (1) make biological starting
material patents enforceable at the border and (2).overrule the
Durden case. Either of the two prongs would solve the problem

for the large majority of biotechnology inventions; together they
would solve the entire problem.

The original version of the Biotechnology Patent Protection
Act, encompassing this essentially belt-and-suspenders approach,
was introduced in the 101st Congress by Representatives Rick
Boucher (D-VA) and Carlos Moorhead (R-CA) in the House, and by
Senator Dennis DeConcini (D-AZ) in the Senate. Hearings were
held by this Subcommittee in September 1990, shortly before the
101st Congress adjourned sine die.

When the industry drafted the belt-and-suspenders bill, we
anticipated that the first prong -- making biological starting
material patents enforceable at the border -- would be fairly
noncontroversial, since it merely extended existing process
patent law principles to biological starting materials.
Similarly, we anticipated that legislatively overruling a federal

circuit court case would provoke considerable controversy because

it would dramatically change patent law. We were wrong on both
counts.

To our surprise, substantial opposition arose to making
biological material patents enforceable at the border. While
many "patent purists" objected on principle to having a patent
law provision apply to only one industry, several chemical
companies insisted that universal application would wreak havoc
for the chemical industry. There was no satisfying both sides.

Furthermore, by granting the U.S. International Trade
Commission (ITC) authority to bar importation in cases like
Amgen's, the legislation would have created diplomatic problems
for our Government during the midst of the GATT negotiations,
because the U.S. Trade Representative had already conceded that
the ITC violates GATT's prohibition against discrimination.
(Domestic companies, but not foreign companies, can go to the ITC
and seek an exclusionary order to block products at the U.S.
border if "unfair trade practices" are involved.)

Objections were also raised to the provision's effective
date, which some viewed as retroactive, because it would have
enabled Amgen to enforce its patent against Chugai. Those
holding this view believe it would be unfair to undermine the
investment made by Chugai and its U.S. partners, whose currently
noninfringing importation would become infringing.

12
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Also to our surprise, substantial support for overruling
Durden was shown by other industries -- including the National
Association of Manufacturers and the Pharmaceutical Manufacturers
Association, and large portions of the chemical industry -- as
well as by dozens of universities. Even the Comnmissioner of
Patents and Trademarks conceded, in his October 1990 testimony
before this Subcommittee, that the PTO finds Durden to be
confusing and inconsistent with other cases, so that overruling
it would greatly clarify the law.

In the 102nd Congress, Representatives Boucher and Moorhead,
and Sen. DeConcini, introduced a revised version of the
Biotechnology Patent Protection Act (H.R. 1417/S.654). The new
bill overrules Durden but does not expand enforcement for
biological material patents. While not as comprehensive as the
earlier bill, it would, in IBA's opinion, provide the necessary
patent protection for an estimated 90-95% of worthy biotechnology
inventions.

Conclusion

Biotechnology is one of the few high technology industries
where the U.S. remains the world leader, but our continued
preeminence is jeopardized by deficiencies in our Nation's patent
law. If uncorrected, these deficiencies could lead to other
countries pirating U.S.-developed technologies to make products
for export to the U.S., unfairly competing with the American
innovator.

The Biotechnology Patent Protection Act (H.R. 1417 and S.
654) would correct this problem. It ensures that innovative
biotechnology processes that are eligible for patent protection
in major industrialized countries overseas are also eligible for
patent protection here at home.

This legislation is not protectionist. The bill will
benefit innovators over copycats, not domestic companies over

foreign companies. Indeed, foreign inventors -- who receive 45%
of all U.S.-issued patents -- will benefit along with American
inventors.

However, as U.S. biotechnology companies have a commanding
technological lead over Japanese and European companies, we
anticipate receiving a substantial share of the process patents
issued as a result of this legislation. To document the
comparative technology competitiveness of the U.S. biotechnology
industry, one needs only to consider that U.S. companies
developed every one of approximately twenty biopharmaceuticals
sold throughout the world today.
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Those who oppose enactment of this legislation in the
misguided belief that it will create new uncertainties or lead to
new litigation underestimate the sensitivity of the biotechnology
industry to these issues. For the past fifteen years, our
industry has been breaking new ground not ‘only in science, but in
the field of intellectual property law. Our industry has
absolutely no interest in adding to the uncertainty that
permeates much of biotechnology intellectual property law. We
all recognize that patent litigation is a tremendous drain on a
small company's limited resources and should only be resorted to
when no reasonable alternative exists.

After lengthy consideration we have concluded that this
legislation will lead to greater certainty and predictability,
that it will decrease unnecssary litigation, and -- most
importantly -- that it will enable innovators to obtain the
patent protection which they have fairly earned.

This bill has broad bipartisan support in the House and
Senate, and has been endorsed by the Bush Administration. Its
speedy enactmemt is a major priority for the biotechnology
industry.

The Senate Judiciary Committee's Patents, Trademarks, and
Copyrights Subcommittee held hearings on the bill in June; in
July, the seven Subcommittee members voted unanimously to support
the legislation. The biotechnology industry would be exceedingly
grateful for similarly favorable and expeditious consideration by
this Subcommittee.
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APPENDIX: 1991 U.S. BIOTECHNOLOGY INDUSTRY STATISTICS

Number of Companies and Employees

Total number of companies: 1100, same number as 1990
Total number of employees: 70,000, a 6% increase over 1990

Revenues, Sales, Income, Market Capitalization, and Assets

Total revenues (including collaborative research agreements):
$5.8 billion, a 23% increase over 1990

Total product sales: $4.0 billion, a 38% increase over 1990

o) Total product sales to foreign customers: $640 million, or
16% of total

Total market capitalization: $35 billion, a 75% increase over
1990

Total assets: $12.5 billion, a 25% increase over 1990

Research and Development
Total industry R&D: $3.2 billion, an 18% increase over 1990

o R&D expenditures as a percentage of revenue: 47%
(Compare with 14% for top ten pharmaceutical companies)

o R&D expenditures as a percentage of total expenditures: 30%
(Compare with 19% for top ten pharmaceutical companies)

o Average R&D expenditures per employee: $81,000
(Compare with $23,000 for top ten pharmaceutical companies)

Total federal biotech R&D: §$3.8 billion, an 8% increase over

1990

Profile by Market Segment Profile by Size

Therapeutic: 35§ Small (1-50 employees): 76%
Diagnostic: 28% Mid size (51-135 employees): 15%
Supplier: 18% Large (136-299 employees): 63%
Ag-bio: 8% Top tier (300+ employees): 3%
Other: 11%

Source: Bjotech '92: Promise to Reality: An Industry Annual
Report, published by Ernst & Young. Except where otherwise
indicated, data are estimated 1991 figures.
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Mr. HUGHES. Mr. Ebright, do you make Princeton your home?

Mr. EBRIGHT. Actually, my primary residence is in Rosemont,
PA. But having retired fg"om the pharmaceutical industry at Smith-
Kline and then, as a second career, working with the young folks
at Cytogen, I maintain a condominium there.

Mr. HUGHES. 1t is a beautiful part of the State.

I wonder if you can identify specific investment decisions that
biotechnology companies, including the Cytogen Corp., have made
either to pursue certain biotechnology research or not to develop a
particular product because of the protection or lack of protection af-
forded under our law. .

Mr. EBRIGHT. I would suggest to you that the industry and many
of those decisions are relatively new, and I think that few of the

. biotechnology companies considered the difficulties in the patent
; law when they first began to pursue the projects that they are pur-
suin%. Therefore, I would be hard put to suggest to you that there
is a lot of work that would have been done 1n the past that hasn’t
been done because of ‘this state of confusion in patentability. But
I can almost surely predict that it will have an impact on the deci-
sions of where research and development money are assigned in
the future. :

Mr. HUGHES. Ms. Nelsen, have MIT scientists had trouble ob-
taining process patents for biotechnology processes? -

Ms. NELSEN. I can’t speak to any situation where we were unable
to get the patent issued. I did speak with a number of patent attor-
neys with respect to Durden before I came here, and each of them
said, “Well, I haven’t had that much trouble because I can always
find some way that the process itself is novel.” So what we are say-
ing is the actual weight of the Durden problems has not yet been
that great, but it is always contingent on an uncertain ability to
find something novel about the process itself. And, in our view,
that is being legalistic rather than clear on what is and is not pat-
entable,

Mr. HUGHES. I appreciate your candor.

We know how H.R. 1417 would impact upon biotechnology proc-
esses. How will H.R. 1417 affect the patenting of chemical, com-
puter and other processes in areas outside of biotechnology?

Mr. Allegretti.

Mr. ALLEGRETTI. I heard you raise the question earlier with Mr.

- Manbeck and one example immediately sprung to mind for me, and
that would be a catalyst. A catalyst would be new, inventive, pat-
entable. Use of the catalyst in the United States to produce an end
product which itself is not patentable would infringe a patent on
the catalyst. Use of a catalyst in a foreign country to make the
same product and import it into the United States would present
the identical problem that we are dealing with here concerning bio-
technology. :

Mr. HUGHES. How about some of the so-called side effects that
have been argued? For instance, one of the things that impressed
me when I read the statements last night was some of the things
that American Intellectual Property Law Association presented and
some ‘examples. Let me just recite one example.

Have any of you read any of the testimony?

Mr. ALLEGRETTI. I have not, Mr. Chairman.
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Mr. HUGHES. I understand. OK. Well, let me just give you one
of several examples cited in the testimony.

The Smith Co., is in the business of harvesting trees, cutting the
trees and selling the lumber. As a part of that business, Smith
manufactures high-speed saws. Over many years, Smith has im-
proved the saws and has obtained patents on each of the improved
machines. However, there is no difference from the first to the last
patented saw in applying the cutting blade to the tree nor in the
resulting lumber. It may be that the patent on the first Smith saw
could contain a claim for a method of using the saw to cut wood.

But, over the years Smith’s own saw patents and the patents of
Smith’s competitors are added to the prior art. Soon the claim for
a method of using this type of saw to cut wood becomes obvious
over the prior art even though patents may issue on the improved
saws themselves. If H.R. 1417 were enacted, so it goes, and every
patentable saw, including Smith’s, will contain a method of using
it to cut the wood, no matter how obvious it may be to use a saw
to cut wood. If one of Smith’s competitors begin to manufacture and
use a patented saw, under current law Smith could bring an action
for patent infringement against the competitor.

But now that Smith’s patent on that saw includes a method of
use claim, which would not have been granted but for H.R. 1417,
those liable for patent infringement now will include every person
who buys, sells or uses lumber cut by the saws which infringes
Smith’s patented saw. Also, an infringing Smith saw could be used
outside of the United States by a foreign competitor of Smith to cut
trees and import the resulting lumber into this country. Again,
Smith could take action against the direct infringer of the patent
in this case by bringing an action in the International Trade Com-
mission to prevent the importation of lumber. But, if damages and
preventing domestic trade in that lumber is what Smith seeks,
Smith will now have a cause of action for patent infringement
against every person who buys, sells or uses the lumber.-

What is your response to that?

Mr. ALLEGRETTIL I have not heard the argument before. I think
it is generally absurd, a very specious argument. One can choose
analogies and carry them to their extreme limits for an argumen-
tative purpose. I think the key point that needs to be made here
is that the materials that we are speaking of are essential to the
making of the recombinant biotechnology product that is to be im-
ported. There is no other way to make the product. There are a lot
of ways to chop down a tree.

I think that these kinds of arguments have been raised by ad-
ministrative bodies. I know it has been raised to me, personally, by
the staff counsel at the International Trade Commission. It is the
“let’s not open the floodgates” argument. Let’s not treat bio-
technology as a special exception, and if we make it a general rule
for biotechnology and all other fields of technology, then there will
be so many patent processes for the use of a particular patented
instrumentality that we will be overwhelmed. I think that over-
looks the basic problem, which is let's have fairness in the way
American technology is treated for patentability and enforced
against conduct that affects American business in this country.
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Mr. HUGHES. Thank you. A number of organizations have sug-
gested, as you mai have heard from my questioning of Commis-
sioner Manbeck, that instead of pursuing a remedy under H.R.
1417 Congress should amend 35 U.S.C. 271(g) to prevent the im-
portation of a direct product made using a patented composition of
matter of any kind. What is your response to that? :

Mr. ALLEGRETTI. I favor some parallel provision in the Patent
Act for that purpose, and my concern was what I expressed in my
summary statement at the outset, which is that there are a lot of
patents out there that have been accepted and taken without proc-
ess claims. Those who invent later, after the passage of this bill,
will be able to secure the necessary process claims. Without those
process claims there is no relief available under the Tariff Act.
There is no relief available under 271(g). And subject to provisions
for exception and effective enactment gate, as were present in the
amendment to the patent statute, 271(g), further provision with re-
spect to infringI ment which is based on the use of a patented bio-
logical material, such as the genetically engineered host cells and
DNA sequences, would be important to those existing patents.

It is a hole in the remedy. The remedy goes 90 percent of the
way, perhaps, but it doesn’t cross the end zone. And I think that
last 10 percent, although it may not be a large number of patents
that exist out there, they can be of very critical importance to the
people who procured them and those enforcement rights should be
protected.

Mr. HuGHES. Mr. Ebright, would you like to comment on that?

Mr. EBRIGHT. Yes, sir. Fn fact, our association previously went on
record as supporting both that sort of an approach along with the
present bill. As a practical matter, we discovered that there was a
great deal of resistance to that part of that bill, and as has been
stated, we think the present bill covers 90 to 95 percent of what
we need to cover. And, as a very practical matter, therefore, we are
in full support of the present bill.

Mr. HUGHES. Ms. Nelsen, do you have any comment?

Ms. NELSEN. We had some problem with the bill in its previous
incarnation because it was perceived to have a retroactivity provi-

sion that would wipe out major investments based on people’s un-

derstanding of the law prior to this new act. To the extent that
amending 271 would have that same retroactivity provision, we
have at least a theoretical problem with it.

Mr. HUGHES. Mr. Allegretti, in your view, should a recombinant
product, as distinct from a purified natural protein, be patentable?

Mr. ALLEGRETTI. I think I have to address that in point of time.
There may have existed a point in time in the evolution of the bio-
technology industry when the techniques available for purification,
and hence isolation and identification, of a human protein were so
primitive that the achievement of that result was a very significant
and important advance. I think the state of the technology now is
such that subjects of that kind should not be patentable. And I
think this can be dealt with easily by the Patent Office in proper
application of the statutory requirement for nonobviousness.

Mr. HUGHES. What is the status of the law in that regard? What
is the PTO doing, do you know? A

Mr. ALLEGRETTI. No, I don’t know, sir.
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Mr. HUGHES. | see. Any member of the panel know?

Ms. NELSEN. No. But it does cause us a great deal of problems,
because we tend to be filing at the stage where the first clue that
such a protein may exist because the inventor is going to publish
his paper next Monday. And so the unpredictability does cause a
problem particularly because of the evolution of obviousness in this
area.

Mr. HUGHES. Thank you. The gentleman from Virginia.

Mr. BoucHER. Thank you very much, Mr. Chairman. First, I
would like to report that the Senate Judiciary Committee this
morning by unanimous vote reported the Senate companion to this
bill sponsored by Senator DeConcini. That was S. 654. That is now
on its way to the Senate floor. Hopefully, our bill will match its
progress in our House.

Second, with the consent of the chairman, without objection, the
record will include the series of letters that I have received from
a number of universities throughout the United States that endorse
H.R. 1417 and urge its adoption, so we will have that as a matter
of our permanent record.

[The letters appear in the appendixes.]

Mr. BOUCHER. Mr. Allegretti, you have sugfested that we adopt
an amendment that would say that if a product is manufactured
in some other country using a host cell or DNA sequence or other
starting material that is patented here in the United States that
that product, if it is shipped back into the United States, havin
been made overseas with the starting material that is patente
here, could not enter the United States. That, of course, is not the
law today. Those items are not excludable, and Amgen has had
that problem with EPO.

Are you making that recommendation in the alternative to the
provisions of H.R. 1417 or as an additional recommendation for the
remedy that H.R. 1417 provides?

Mr. ALLEGRETTL Clearly, as an additional recommendation. I
fully support the bill as it is now cast. I am just suggesting that
there is an area that is left unresolved by this. And, as to retro-
active effect, as to investments made in this country, I think that
can be dealt with in the same fashion as bills having a similar
looking backward effect have been dealt with in the past. It is a
matter of the draftsmanship of the amendment.

Mr. BOUCHER. Give us just some .practical sense, if you will, of
how that proposal generally is going to be received. Tell us the or-
ganizations that endorse your proposal. Give us some sense of
those that oppose it. And, if you don’t have that information, we
will get it from some other source. But, if you know, give us that
information, please.

Mr. ALLEGRETTI. I do not know. But I have one example off the
top of my head. An American company that is unable to manufac-
ture a recombinant product in the United States because of exist-
ing patents of a prior inventor would very often make a business
commitment with a foreign company, such as a Japanese company,
export the host cells and have the material made in the foreign
country. Now, that U.S. company may have made a very substan-
tial investment in that business relationship with the foreign com-
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pany and might be disposed to be very opposed to the suggestion
I am making. ) ‘

Mr. BOUCHER. All right. Would it have retroactive application?

Nflr. ALLEGRETTI. No. It would affect the future importation of the
product.

Mr. BOUCHER. From that same company?

Mr. ALLEGRETTI. Yes, sir.

Mr. BOUCHER. They might define that as retroactive application.

Mr. ALLEGRETTI. Yes, they might, and the bill might provide for
a relief where there has been a substantial investment made by an
American company.

Mr. BOUCHER. %Vould you support that provision if we made it
truly prospective only, saying that it would not apply to any cir-
cumstance where that kind of importation is taking place today?

Mr. ALLEGRETTIL. If I understand you, Congressman Boucher,
that would mean that if the product has been imported in the past
in whatever small quantity it could continue to be imported in the
future in unlimited quantities. I would not support that.

Mr. BoucHER. Well you, I think, are making a proposal that
taken in isolation, perhaps, would solve a range of problems. My
sense is that it is not broadiy supported. In fact, I am told that the
administration -opposes that addition. And I am wondering, that
being the case, given the fact that the IBA tells us that H.R. 1417,
if enacted, would solve roughly 90 to 95 percent of all the problems
that exist today, whether it would make sense to burden that bill
with something that is quite controversial, such as the rec-
ommendation that you are making?

Mr. ALLEGRETTI. I would not suggest killing the baby because it
{)s_ I?Ot as beautiful as I would like it to be. I would still support the

111,

Mr. BoucHER. That is helpful. Thank you very much.

Mr. Ebright, in the prepared testimony of the IBA, which you are
representing today, it is indicated that in Europe and in Japan, I
think in Germany specifically and in Japan, the regime of intellec-
tual property laws offers a process patent protection that is similar
to what is recommended for the United States in H.R. 1417. Now,
a witness will appear on the next panel who will dispute that.

So I would like for you, if you would in the next few minutes,
to give the subcommittee the basis on which you make the claim
that that in fact is the law of Japan and Germany, in particular.

Mr. EBRIGHT. Congressman Boucher, thank you for that oppor-
tunity. I, in fact, have put down a few notes in that regard expect-
ing this discussion.

IBA has consulted with a number of sources, and I would just
like to list a few of them. First, Hal Wegner, director of the patent
law program at George Washington University Law School and an
internationally renowned expert in German and Japanese patent
law, has expressed his opinion that what is proposed in your bill
is the law in both Germany and Japan.

Second, we have also consulted with Koici Ono, chief patent
counsel to Kyowa Hakka Co., in Tokyo and former president of the
Japan Patent Association. In his opinion, this is the law in Japan.

Third, an article by a British patent lawyer, Stei)hen Crespi, spe-
cifically states that these processes are patentable in Europe, al-
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though there is difficulty obtaining such patents in the United
States. Fourth, a law review article published by the University of
?enver Law School states that this is the law in Europe and
apan.

I have copies of those articles which I will be happy to submit
to the subcommittee.

Mr. BoucHER. That would be helpful, if you would.

Are you aware of any assertion to the contrary, other than, per-
haps, the statement of the witness who will appear later today?

Mr. EBRIGHT. No, sir.

Mr. BOUCHER. And a fairly thorough review of the literature, I
suppose, was made by the IBA; is that correct?

Mr. EBRIGHT. Indeed.

Mr. BoUuCHER. Well, that is very helpful.

Let me give you an opportunity—they say a good lawyer doesn’t
ask a question unless he knows the answer. I am not sure I know
what your answer is going to be to this, but I am going to give you
an opportunity to answer it anyway.

The chairman posed a hypothetical dealing with a novel saw,
chopping down trees, and suggesting that if this bill were to pass
that the trees could not be imported into the United States if that
saw were used abroad to chop them down. And I guess there might
be some patent infringement even if trees were chopped down in
the United States using a saw. I would like to have your answer
to that, if you would.

What can you say that would give us comfort that if this bill
passes we would not have to confront that kind of problem?

Mr. EBRIGHT. My first observation is that was a rather circuitous
piece of reasoning and I am not sure I totally understood what was
being proposed.

Mr. HUGHES. I am not sure I did either.

Mr. EBRIGHT. But the issue to me seems to be crystal clear
through all of that example. And that is, we have a confusion here
between making and using that is causing a lot of delay, if not, in
fact, denial, of process patents that elsewhere in the world are
available to inventors. And whether that is applied to a software
program, to a biotechnology starting product, or to a saw, it seems
to me that it is in everybody’s best interest to clear up that confu-
(siionhthat now exists. This bill, the passage of this bill will, indeed,

o that.

Mr. BOUCHER [presiding]l. OK. Thank you very much. I don’t
have anything further to ask of these witnesses. Shall we go on to
the next panel?

With the subcommittee’s thanks, this panel is excused. We ap-
preciate very much your attendance here this morning.

Mr. BOUCHER. Our next witnesses today inc]uge Donald S.
Chisum, a professor of law at the University of Washington who is
testifying today on behalf of the American Intellectual Property
Law Association. Professor Chisum has testified numerous times
be(fl'ore this subcommittee in the past, and we welcome him back
today.

Second, Mr. William F. Marsh is the assistant general gounsel
for patents at Air Products and Chemicals, Inc., in Allentown, PA.
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%*Ie will be testifying on behalf of the Intellectual Property Owners,
nc.

Finally, Mr. Robert Weilacher will testify on behalf of the Amer-
ican Bar Association. Mr. Weilacher is an attorney at Beveridge,
DeGrandi & Weilacher, and is an expert in the field of intellectual
property protection.

We welcome this panel of witnesses. Without objection, your pre-
pared statements will be made a part of the recor&. We would urge
that you keep your oral summaries to 5 minutes.

And we will be happy to begin with you, Mr. Weilacher.

STATEMENT OF ROBERT G. WEILACHER, ATTORNEY, BEVERIDGE,
DeGRANDI & WEILACHER, WASHINGTON, DC, ON BEHALF OF
THE SECTION OF PATENT, TRADEMARK AND COPYRIGHT LAW,
AMERICAN BAR ASSOCIATION

Mr. WEILACHER. Thank you very much. Members of the sub-
committee, thank you for the invitation to participate in today’s
hearing in connection with H.R. 1417. My comments in opposition
to H.R. 1417 represent the views of the Section of Patent, Trade-
mark and Copyright Law of the American Bar Association, and not
the ABA as a whole. ‘

The proposed legislation, H.R. 1417, which is entitled “Bio-
technology Patent Protection Act of 1991,” is in fact a misnomer be-
cause it 1s not limited to the field of biotechnology. It actually re-
lates to all areas of technology. Consequently, the legislation would
alter the statutory standard and patent law precedent as it applies
to all technologies. It is a major change, indeed.

Various individuals, groups and organizations have testified in

connection with earlier versions of this legislation and we have tes-
timony today in connection with this proposed legislation empha-
sizing the problems of the biotechnology industry. Our section of
ABA recognizes these problems and are sympathetic to those prob-
lems. However, we believe that H.R. 1417 is not the way to address
the problems.
. As we see it, there are two particular objections. First and fore-
most is that H.R. 1417 would create a per se rule of patentability;
in other words, it mandates that processes which make or use a
novel or a nonobvious machine, manufacture composition of matter
would become automatically patentable and would not be examined
for obviousness in the Patent Office.

Now, under U.S. laws, U.S. patents have a presumption of valid-
ity. Therefore, patents granted under the proposed legislation with
unexamined claims would enjoy a presumption of validity. And,
even if the underlying claims to the machine, manufacture or com-
position of matter would be invalid in some future litigation, the
process claims would continue, presumably, to enjoy that presump-
tion. We feel that it is not in the public interest to have
unexamined patents enjoy this status.

Second, we feel that H.R. 1417 would enable the patent applicant
to have process claims in these unexamined process patents which
would be, in fact, broader in scope than the underlying composi-
tion, machine or manufacture. There is nothing in t e%egislation
that we can see which mandates that the process claims must be
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commensurate in scope with the underlying composition, machine
or manufacture claims.

We have the following recommendation to make. Instead of
crafting new legislation, we would use the Patent and Trademark
Office to revise their regulations and interpretations of existing
statutes and instruct the examiners on how to examine process
claims in a more enlightened approach, paying more particular at-
tention to the decisions of the Court of Appeals for the Federal Cir-
cuit.

So, in summary, we do support the effort to prevent piracy of
American ingenwmity, know-how and technology, but we simply feel
that H.R. 1417 is not the vest vehicle to do that.

Thank you very much. That completes my testimony.

Mr. BOUCHER. Thank you very much.

[The prepared statement of Mr. Weilacher follows:]
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PREPARED STATEMENT OF ROBERT G. WEILACHER, ATTORNEY, BEVERIDGE,
DEGRANDI & WEILACHER, ON BEHALF OF THE SECTION OF
PATENT, TRADEMARK, AND COPYRIGHT LAW, AMERICAN BaR

ASSOCIATION
I am Robert G. Weilacher of the Washington, D.C. law firm of

Beveridge, DeGrandi, & Weilacher.

Thank you for the invitation to participate in today's hearing

and for the opportunity to testify in connection with H.R. 1417.

My comments in opposition to H.R. 1417 represent the views of the
Section of Patent, Trademark & Copyright Law of the American Bar
Association. These comments have not been submitted to, nor have
they been approved by, the House of Delegates, nor the Board of

Governors, of the American Bar Association -- and, accordingly,
should not be construed as representing any official position of

the ABA.

The proposed legislation H.R. 1417 which is entitled
"Biotechnology Patent Protection Act of 1991" is in fact a
misnomer because it is not limited to the field of biotechnology.
It actually relates to all areas of technology and applies to all
kinds of inventions including sucﬁ diverse areas as electronics,
computer technology, chemicals, mechanical engineering and

machinery. 1In other words, H.R. 1417 covers a large field of
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technology of which biotechnology is only a part, although a
significant part. Furthermore, this legislation would alter the
flexible 40-year Section 103 standard and patent law precedent as

it applies to all technologies -- a major change!

various individuals, groups, and organizations have testified in
connection with the earlier version of this legislation and will
or have already testified in connection with the proposed H.R.
1417 and have emphasized the problems of the biotechnology
industry. The United States is still the world leader in
research, development and the manufacture of a wide variety of
biotechnology products. Tremendous amounts of money are required
for invéstment in that industry and without the protection
offered by patents, there is no incentive for individuals or
companies to make investments because their inventions and

technology would be easily copied or appropriated by others.

A particular problem has been mentioned by supporters of H.R.
1417 and that is the lack of patent protection forbprocesses that
have been developed to produce important new and nonobvious
bioclogical materials. 1If the new process is similar to known
processes which have been patented or described in the past, the
Patent Office will not grant the patent on that process. Without
such process protection in the United States, products are
frequently made overseas utilizing United States developed

ingenuity, know~how and information -~ and even while using a
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patented machine, manufacture or composition of matter. These
products are then shipped to the United States without any
compensation whatsoever to the U.S. originators of this

intellectual property.

Our Section of the ABA recognizes these problems. We are
sympathetic especially to those people who have invested large
amounts of money or are ready to invest large amounts of money
in a project which has the potential of creating jobs in this
country but without assurance that such investment will be

protected.

H.R. 1417 is not the best way to achieve the intended results for

reasons which we will now discuss.

The problem with H.R. 1417 can be summarized as involving two
particular objections. First and foremost is that H.R. 1417
would create a per se rule of patentability. 1In other words H.R.
1417 mandates that processes which make or use a novel and
nonobvious machine, manufacture or composition of matter become
automatically patentable and would not be examined for
obviousness in the Patent Office. This would create patents
directed to subject matter which realistically have never been
subjected to the examination system of the United States Patent
and Trademark Office. Under present law, U.S. patents have a

presumption of validity. Therefore, these patents under H.R.

3
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1417 with unexamined claims would enjoy a presumption of
validity. This means that someone seeking to challenge validity
has a heavy burden of presenting clear and convincing evidence,
not merely a preponderance of evidence, to a court. It is not in
the public interest to have unexamined patents enjoy this status.

This is questionable public policy.

Secondly, H.R. 1417 would enable a patent applicant to refile his
patent application numerous times and delay issuance of a patent
in order to add additional process claims which may be much
broader in scope than the underlying novel subject matter of the
composition of matter, machine or manufacture. In other words,
there is nothing in the legislation which requires that the
process claims be commensurate in scope with the subject matter
of the composition, machine or manufacture. The result would be
that it would be possible to obtain a patent directed to a
particular machine, for example, and then obtain a broad process

claim of making or using this machine as well as other machines.

In the biological area, for example, if one biological substance
was the subject of a patent, the process claim could be written
in such a way as to include making or using that one biological
substance as well as similar ones and perhaps ones that are not
similar. The potential exists for the grant of process claims of

very broad scope. These unexamined process claims would then be
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entitled to a presumption of validity which would be very

difficult to overturn in a court of law.

We are concerned that in an effort to address the problems which
are acknowledged to exist, this new legislation would create
situations which would enable the imagination of man to go far

beyond what is originally intended by this legislation.

Our Section of the ABA has the following recommendation to make
in an effort to address this problem. Instead of crafting new
legislation, the Patent and Trademark Office should revise their
regulations and interpretation of existing statutes, and instruct
examiners on how to examine process claims with a more
enlightened approach to the patenting of process claims of a wide
variety, as has been proscribed in decisions by the Court of

Appeals for the Federal Circuit.

And so in summary we support the effort to correct problems that
have been amply discussed and explained to the Congress and
especially to prevent the piracy of U.S. ingenuity, know-how and
technology. Under current law there is protection for products
manufactured overseas by use of a patented process when these
products are exported into the United States for which the U.S.
innovators receive no compensation. We think that U.S. Patent and

Trademark Office practice should properly -track existing court
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decisions. H.R. 1417 is not the best vehicle to accomplish that

goal.
That completes my testimony.
Thank you again for being able to participate in this hearing. I

am prepared to address questions raised by you, Mr. Chairman, and

other members of a subcommittee.
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Mr. BoucHER. We will be glad to hear from you, Mr. Marsh.

STATEMENT OF WILLIAM F. MARSH, ASSISTANT GENERAL
COUNSEL, PATENTS, AIR PRODUCTS & CHEMICALS, INC,
ALLENTOWN, PA, ON BEHALF OF THE INTELLECTUAL
PROPERTY OWNERS, INC.

Mr. MaRrsH. Thank you. Mr. Chairman, and members of the sub-
committee, thank you for this opportunity to present the views of
Intellectual Property Owners, Inc., on HI{ 1417. My name is Wil-
liam Marsh and I am the assistant general counsel, Patents, Air
Products & Chemicals, Inc.. But today, I am representing the views
of IPO, with which my company agrees.

IPO is a nonprofit association representing owners of patents,
trademarks, copyrights and trade secrets. IPO’s members are re-
sponsible for a major portion of the private research and develop-
ment conducted in the United States. I am a member of IPO’s
Board of Directors.

IPO has some biotechnology firms within its membership, but we
do not presume to speak for the biotechnology industry. Our com-
ments address the effects H.R. 1417, which is labeled the “Bio-
technology Patent Protection Act of 1991,” would have on the U.S.
patent system as a whole. H.R. 1417 goes well beyond the narrow
scope indicated by its title.

IPO’s inability to support the enactment of H.R. 5664 in the pre-
vious Congress must be respectfully repeated today with respect to
H.R. 1417. IPO and its members are also concerned by the amend-
ments to S. 654, introduced in the Senate after the June hearings,
and the impact such amendments could have on U.S. industry, re-
search and competitiveness as a whole.

I would like to summarize my prepared testimony as follows:

All the arguments for H.R. 1417 seem to assume that the In re
Durden case prevents process claims in the areas of concern by the
biotech industry. Durden does not prevent such claims. And, in
fact, the Pleuddemann and Dillon cases specifically repudiated
such an incorrect interpretation and application of Durden.

H.R. 1417 adopts an unprecedented per se rule of patentability
for certain process claims, thereby disrupting the 40-year legal his-
tory of section 103 of title 35.

doption of H.R. 1417 also flies in the face of the Dillon and
Pleuddemann cases, cases that have great relevance to the exact is-
sues being addressed bﬁr this legislation. The court in Dillon and
Pleuddemann rejected the notion of either per se nonobviousness or
per se obviousness, following instead the doctrine of case-by-case
decisionmaking. Pleuddemann specifically addressed the types of
claims the biotech industry are trying to obtain through this bill,
and the case expressly held that such claims may be patentable,
and the case, in fact, reversed the Patent and Trademark Office
which had rejected such types of claims.

A per se rule of nonobviousness would lead to uncertainty in liti-
gation if the underlying product claims were found invalid %y prior
art or otherwise. The Sgenate amendments exacerbate this problem.
Likewise, the nonexamination of the process claims would cause
uncertainty as to the application of the doctrine of equivalents and
prosecution history estoppel to process claims,
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United States industry will face higher costs and barriers to re-
search and commercialization if H.R. 1417 is adopted in its present
form. A profusion of patent claims of unexamined scope and patent-
ability under traditional standards will inhibit healthy research
and development and commercial activities within the United
States. As patent owners, we can usually wait for a quality exam-
ination under current rules. As researchers and entrepreneurs, we
cannot afford the issuance of poorly examined or doubtful patent
claims because of the extreme cost and potential damages imposed
on research and development which are unique to our U.S. system.

H.R. 1417 places no limits on the permissible scope of such proc-
ess claims, and it does not present any limits to the imagination
of patent attorneys. A per se rule of nonobviousness could result in
allowed process claims encompassing larﬁe numbers of manipula-
tive steps covering more subject matter than the inventive concept
originated by the inventor. Thus, by requiring process claims to be
granted automatically by the U.S. PTO without effective examina-
t%or.l, ‘H.R. 1417 could well encourage overclaiming in process
claims. .

Amendments such as those made to S. 654 which preserve the
presumption of validity under 35 U.S.C. 282 for process claims
after the underl ’n% product or composition claims have been in-
validated would g:e ill-advised.

The subcommittee should seek information from the Patent and
Trademark Office on any pending cases that may clarify the appli-
cation of Durden to biotechnology and other technology cases, and
should ask the Patent and Trademark Office to issue an adminis-
trative directive to its examiners on the proper application of the
Durden case. . : .

We wish to compliment the sponsors of the bill and this sub-
committee on their interest in effective patent protection. That is
a strong interest of IPO. But we believe that that must be carefully
considered and weighed and balanced so that the relief granted is
appropriate and is not overly broad and will not cause more prob-
lems than it is designed to remedy.

Thank you very much.

Mr. BoUucHER. Thank you, Mr. Marsh.

[The prepared statement of Mr. Marsh follows:]
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PREPARED STATEMENT OF WILLIAM F. MARSH, ASSISTANT GENERAL -
CounseL, Patents, AR Propucts & CHEMICALS, . INC.,
ALLENTOWN, PA, ON BEHALF OF THE INTELLECTUAL PROPERTY
OWNERS, INC.

Mr. Chairman and Members of the Subcommittee:

Thank you for this opportunity to present the views of Intellectual Property Owners, Inc.
(IPO) on HR. 1417. '

IPO is a nonprofit association representing owners of patents, trademarks, copyrights and
trade secrets. IPO’s members are responsible for a major portion of the private research and
development conducted in the United States. I am a member of IPO’s Board of Directors.

We have members in most technology-based induswies, including biotechnology,
chemical, pharmaceutical, computer, clectronics and mechanical manufacturing, among others.
Patents provide vitally important incentives for creating and commercializing inventions in all
ficlds of technology.

IPO has some biotechnology firms within its membership, but we do not presume to speak
for the biotechnology industry. Our comments address the effects HR. 1417 would have on the
U.S. patent system as a whole.

IPO recognizes the leadership role which America has taken in the world of biotechnology
research. American companics and inventors havg made landmark inventions relating to
biotechnology that never would have been made without the prospect of exclusive patent rights.
To this end, [PO compliments Representative Boucher and the cosponsors of H.R. 1417 for
taking an interest in the patent rights available for the protection of inventions in this critically
important science.

It should be noted for the record that IPO testified on September 25, 1990 at this

subcommittee’s hearings on House Bill H.R. 5664, a predecessor of H.R. 1417, and I testified
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on June 12, 1991 before the Senate Subcommittee on Patents, Copyrights and Trademarks with
respect to Senate bill S. 654, a bill similar to H.R. 1417.

IPO’s inability to support the enactment of HR 5664 in the previous Congress must be
respectfully repeated today with respect to H.R. 1417. IPO and its members are also concerned
by the amendments to S. 654 introduced in the Senate after the June hearings and the impact

such amendments could have on U.S. industry, research and competitiveness as a whole.

A Need Has Not Been Demonstrated

Although H.R. 1417 applies to patentable invendons in- all technologies, the legislation
appears to be a response to a perception that current patent law is not providing adequate
protection for the important U.S. biotechnology industry. IPO submits that a compelling need
for remedial legislation to correct a i:en:cived infirmity in biotechnology protection has not been
shown. With;')ut such a showing, the Congress should not respond with such broad legislative
changes.

Proponents of H.R. 1417 have pointed to two instances of problems they perceive from
the present operation of our patent laws and system. First, they have drawn attention to the
litigation between Amgen (a U.S. company) and Chugai (a Japanese company) over Chugai’s
U.S. importation of a recombinant protein known as "EPO". While the commercial impact of
this single case history is worthy of note, the history of Amgen’s patent application will reveai-

extenuating circumstances, ie., an ongoing patent interference (priority contest) which has
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delayed issuance of the process claims which, if issued to Amgen, would render moot the
Amgen-Chugai example. The present legislation would not alter that situation.

Secondly, they point to the rote application of In re Durden, 763 F.2d 1406, 226USPQ359
(Fed. Cir. 1985) by the Patent and Trademark Office to biotech process claims covering the use
of patentable materials, including host cells, and complain of the prosecution expense and delay,
and even a loss of claims when applicants choose to abandon such claims in the face of
continued examiner use of Durden-type rejections. The decision of the Court of Appeals for the
Federal Circuit in the In re Durden casec does not require such rote application. The Court of
Appeals, sitting en banc on reconsideration in the case of In re Dillon, 919 F.2d 688, 16 USPQ2d
1897 (1990), expressly stated that the invention of a process for using a material must be
considered as a whole, and may not be rejected merely because the process steps may be old or
known. Judge Lourie, writing for the majority in /n re Dillon, 919 F.2d at 695, 16 USPQ2d at
1903, stated:

. . . Suffice it to say that we do not regard Durden as authority to reject as
obvious every method claim reading on an old type of process, such as mixing,
reacting, reducing, etc. The materials used in a claimed process as well as the
result obtained therefrom, must be considered along with the specific nature of the
process, and the fact that new or old, obvious or nonobvious, materials are used
or result from the process are only factors to be considered, rather than conclusive
indicators of the obviousness or nonobviousness of a claimed process. When any
applicant properly presents and argues suitable method claims, they should be
examined in light of all these relevant factors, free from any presumed controlling
effect of Durden. - Durden did not hold that all methods involving old process
steps are obvious; the court in that case concluded that the particularly claimed
process was obvious; it refused to adopt an unvarying rule that the fact that
nonobvious starting materials and nonobvious products are involved ipso facto
makes the process nonobvious. Such an invariant rule always leading to the
opposite conclusion is also not the law. Thus, we reject the Commissioner’s
argument that we affirm the rejection of the method claims under the precedent
of Durden.
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The action needed is not an overruling of the Durden case, but a requirement that the Patent and
Trademark Office follow existing law and fully examine process claims as a whole. This would
be a result consistent with the basic principles of the patent laws and the extensive case law
which provides guidance and a degree of predictability and certainty, both to patemées and to
others of the public. It would be directly opposed, however, to the present proposal of per se
patcntability of process claims and the proposals to insure the presumption of validity even after
the underpinning composition or product claims have been found invalid.

On the other hand, one can find many examples of process claims already allowed by the
Patent and Trademark Office for making patentable recombinant proteins of substantal
commercial unponanec Tissue plasminogen activator, im?rieukin—l alpha-interferon, and human
growth hormone are examples. We believe a convincing case of jeopardy to the U.S.
biotechnology industry has not been made.

H.R. 1417 reaches to all technologies -- all mechanical, electrical and chemical arts. This
is a response by proponents of the bill to some criticisms levied against earlier versions which
confined the statutory amendment to biotechnology alone. Critics urged that special législadon
should not be afforded to a single technical discipline - that special rules should not be created
for biotechnology or any other technology category absent a clear showing of truly unique and
special problems. IPO continues to support unifox;rn applicability of the patent laws so far as is
practical. But here, there has been insufficient consideration of the practical impact of H.R. 1417

outside of the biotechnology field.
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Lack of PTO Obviousness Examination Will Cause Uncertainty

H.R. 1417 would declare patentable all claimed processes of making or using a machine,
manufacture or composition of matter where such machine, manufacture or composition of matter
is found patentable. Under existing law, the Patent and Trademark Office examines every claim
in every patent application for compliance with 35 U.S.C. 103, for non-obviousness. Under
H.R. 1417, the Patent and Trademark Office examiners would be required to find the process
claims allowable once they have determined that such claims include a patentable machine,
manufacture or composition of matter as an element.

Since 1836, when our patent laws were converted from a system of patent registration
without examination to a system of examination of each claim for novelty, inventiveness (now
non-obviousness) and utility, a hallmark of our system has been the careful and thorough
examination of patent applications by the Patent Office to insure that inventors, while receiving
the full measure of their invention, do not obtain claims that either take existing technology from
the public or unduly cloud the rights of others to develop and practice technology in the field of
the invention but outside the boundaries of the inventive contribution.

A primary purpose of patent examination in the PTO is to create a presumption of validity
of patent claims and help avoid patent litigation. We are concerned that H.R. 1417, which would
require the PTO to issue process claims without examination for novelty or nonobviousness when
the related product claims are held patentable, would result in great uncertainty over the validity
and scope of the process claims after the patent is issued.

Under H.R. 1417, if a product claim issued by ;hc PTO were to be invalid because of

prior art that was not known to the PTO during examination, an unexamined but issued process
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claim might or might not be similarly held invalid. It would be invalid if it had been issued
solely because it "depended upon” the product claim. We assume the PTO would not make a
determination in each case whether the patentability of the process claims depended upon the
}.)atcmability of the product claims, since such determination would require a claim-by-claim
examination. In the case where the underlying product claim was invalid, a patent would exist
containing process claims that would be entitled to no presumption of validity, contrary t0
35 U.S.C. 282. How could such unexamined claims satisfy the requirement of Section 282 that
';[e]ach claim of a patent...shall be presumed valid independently of the validity of other ;:laims“?

IPO and its members are also concerned by the amendments made to S. 654 in the Senate

which would allow separaie product and process patents to be issued with an express preservation

- of the presumption of validity of the totally dependent process claims. If the process claims are
not to be independently examined for patentability apart from their dependence on the product
or composition claims, there is absolutely no basis for an independent presumption of validity
of the process claims. It will encourage expensive and time-consuming litigation to pretend that
there should be a continuing presumption of validity after the product or composition claims are
found to be invalid. This, will have an inhibiting effect-on U.S. research and industry.

In testimony last year with respect to H.R. 5664, the Patent and Trademark Office cited
reduction of cost of patent examination resulting from having to examine fewer claims as a
reason for supporting the bill. Reduction of the cost of patent examination is a terrible excuse
for eliminating effective examination of process claims. Improperly examined and issued claims
cast a chilling shadow on U.S. rescarch and industry. The huge expense and the judicial,

technical and management time required to litigate questionable claims under the U.S. judicial
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system would make such claims effective barriers to research and production by others in the
field. If the process claims were never examined by the PTO for novelty and non-obviousness,
expensive litigation would be necessary to determine the validity of the process claims.
Moreover, even if the process claims were determined to be valid, uncertainty might still exist
over the allowable scope and construction of the procéss claims coverage in the absence of
prosccution history developed during examination. The doctrines of equivalents and prosecution
history estoppel could not be applied to unexamined claims in the same way those doctrines are
applied to examined claims.

Process claims that would be obvious or of doubtful validity apart from the product claims
would proliferate with enactment of H.R. 1417. We believe attomeys advising clients should be
concerned about the difficulty that would be encountered in answering questions about validity
and infringement of a profusion of unexamined claims. Either as owners of patents or as
companies affected by patents owned by others, we do not need a return to the “register and sue”
climate that existed prior to the enactment of the highly regarded and emulated United States
system of examination in the 19th century.

We agree with the letter to the Subcommittee dated November 6, 1991, from three former
U.S. Commissioners of Patents and Trademarks. Their letter points out that the Patent Act of
1793, which permitted claims to issue without examination, was totally unacceptable to inventors
and the public alike.

Another concern about H.R. 1417 is that its per se rule of nonobviousness could result
in allowed process claims encompassing large numbers of manipulative steps covering more

subject matter than the concept originated by the inventor. By requiring process claims to be
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granted without novelty or nonobviousness examination by the PTO, which is likely to result in
reduced examination or no examination under 35 U.S.C. 112 as well, H.R. 1417 could well
encourage "overclaiming” in process claims. The result could be a proliferation of claims and
confusion as to the scope and boundaries of infringement. This could lead to uncertainty and
unnecessary litigation over the statutory requirement of 35 U.S.C. 112 to "partcularly point out
and distinctly claim” the invention. The existence of unexamined claims can only have a serious
negative effect on research and commercialization within the United States and can only harm .

United States competitiveness in the world-wide community.

Amending Section 103 To Eliminate Nonobviousness Examination - A Premature Move
Proponents of H.R. 1417 advocate a. statutory modification to Scctioﬁ 103 of Title 35 of
the U.S. patent laws, the requirement that inventions be examined and found nonobvious in order
to merit patent protection. Secﬁon 103 is the time-tested centerpiece of America’s patent law.
It defines a s;xbjective, and yet the most pivotal, condition for patentability -- "nonobviousness".
Despite the su‘bjective nature of Section 103, it has served America remarkably wcllifor
nearly 40 years. Because the legal standard for nonobviousness gives rise to interpretation and
debate when applied to f;u:t situations, the case law on this topic is rich and well developed.
Patent practitioners and judicial bodies depend upon the rich case law precedent for deciding
issues of nonobviousness -- issues which very often are dispositive of patent validity itself.
. Any action by Congresé to alter the time-tested language of Section 103 to eliminate substantive
examination of any claims would most certainly disturb the equilibrium which the courts have

so diligently imparted to Section 103 through decades of interpretation.
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Any legislative amendment to Section 103 must, therefore, be undertaken with profound
caution. Other alternatives should be fully exhausted. IPO contends that a legislative attempt
to clarify perceived problems caused by /n re Durden should be considered only as a last resort.
A much better solution is to allow the law in this area to mature through administrative and court
decisions based on thoroughly presented factual situations.

Recent guidance on the application of Durden been provided by the Court of Appeals for
the Federal Circuit in the case of In re Dillon, supra, and In re Pleuddemann, 910 F.2d 823, 15
USPQ2d 1732 (1990). While pending ex parte appeals within the U.S. Patent and Trademark
Office are not public, perhaps the Subcommittee would be able to obtain information from the
PTO as to whether pending cases exist that will clearly establish the patentability of process
claims without the need for legislative action. Also, tixe Subcommittee should ask the Patent and
Trademark Office to issue an administrative directive to its examiners on the application of

Durden, to insure against rote application of Durden.

No Consensus Exists in the Patent Bar for Amendment of Section 103
The legal issues addressed by H.R. 1417 are obscure and difficult to appreciate. The bill
focuses on nuances of chanwal patent practice — a highly specialized field of law embracing an
" enormous body of controlling case law. Durden, Pleuddemann, and Dillon were all chemical
cases. Chemical patent law is a field beset with specialized terminology and unique but well-
established rules of practice. What is needed at this juncture is study and debate by chemical

patent practitioners as well as by representatives from biotechnology and the other technologies.
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IPO has seen no evidence that the chemical patent bar has spoken in favor of amending
the nonobviousness requirement of 35 U.S.C. 103 in order to clarify a perceived problem with
In re Durden. Respected coalitions of U.S. patent lawyers such as those in the American
Intellectual Property Law Association (AIPLA) and the Patent, Trademark and Copyright Section
of the American Bar Association (ABA)Y have opposed the changes, citing particular problems
engendered by the bill and its amendments. Many lawyers who already have taken a public
position are opposed to precipitously amending Section 103.

Any changes to the law will have profound and costly impacts. The patent bar should
not be dismissed as "only the lawyers.” They are experts in the field who represent not only a
broad range of patentees but also a broad range of U.S. rcsc.arch and industry. They are aware
of the particular problems that can occur and the costs those problems may impose on patent
owners and the public. IPO, a long-standing proponent of strong patent and intellectual
property protection, respectfully urges ths Subcommittee to suspend further consideration of
H.R. 1417 unless a compelling and widespread need for remedial legislation is demonstrated by

the bill’s proponents. We believe this showing is lacking.
Summary of Reasons Why H.R. 1417 is Undesirable

+  H.R. 1417 adopts an unprecedented per se rule of patentability for certain process claims,

thereby disrupting the 40-year legal history of Section 103 of Title 35.

-10-
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¢  This per se rule is contrary to the emphasis by Judge Giles Rich in Durden on the
desirability of case-by-case decision-making on questions of obviousness under
Section 103.

s  Adoption of HR. 1417 also flies in the face of Dillon and Pleuddemann, cases that have
great relevance to the issues being addressed by this legislation. The court in Dillon and
Pleuddemann rejected the notion of either per se nonobviousness or per se obviousness,

following instead the doctrine of case-by-case decision-making.

e A per se rule of nonobviousness would lead to uncertainty in litigation if the underlying
product claims were found invalid, by prior art or otherwise. Likewise, the "non-
examination” of the process claims would cause uncenainty as to the application of the

doctrines of equivalents and prosecution history estoppel to process claims.

*  Adoption of H.R. 1417 should not be determined by issues of economy or speed within
the Patent and Trademark Office. Economy or speed within the Office, or considerations
of opportunities for collecting additional fees, should not be the tail that wags the dog. -
A profusion of claims of unexamined scope and patentability under traditional standards
will inhibit healthy rescarch and development and commercial activity in the United
States. As patent owners, we can usually wait for a quality examination under current

rules. As researchers and entrepreneurs, we cannot afford the issuance of poorly

-11-
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examined or doubtful patent claims, because of the extreme costs and potential damages

imposed on research and development which are unique to our system.

. A per se rule of nonobviousness could result in allowed process claims encompassing
large numbers of manipulative steps covering more subject matter than the inventive
concept originated by the inventor. Thus, by requiring process claims to be granted
automatically by the USPTO without examination, H.R. 1417 could well encourage

overclaiming in process claims.

. Amendments such as those made to S. 654, which preserve the presumption of validity
under 35 U.S.C. 282 for process claims after the underlying product or composition

claims have been invalidated, would be ill-advised.

.- The Subcommittee should seek information from the Patent and Trademark Office on any
pending cases that may clarify the application of Durden 10 biotechnology and other
technology cases, and should ask the Patent and Trademark Office to issue an

administrative directive to its examiners on the application of Durden.

5 & & & %

Again, we compliment Representative Boucher and the many cosponsors of this legislation for

their interest in strengthening intellectual property protection. We look forward to working with

-12 -
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the Subcommiittee to help ensure that U.S. patent law works as effectively as possible to protect
American research and development efforts. However, we are unable to support ena-ctmem of
H.R. 1417. We believe the objectives of HLR. 1417 are being realized through emerging court
decisions, and we are opposed to a legislative solution of such magnitude as H.R. 1417 at this
time. If the Patent and Trademark Office's examiners are continuing to have difficulty applying
the clear mandate of the Dillon and Pleuddemann holdings to allow process claims, after
examination, then an administrative directive within the PTO would appear to be the most

appropriate solution.

-13-
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Mr. BoucHER. Mr. Chisum.

STATEMENT OF DONALD S. CHISUM, MEMBER OF THE BOARD OF
DIRECTORS, AMERICAN INTELLECTUAL PROPERTY LAW
ASSOCIATION, AND PROFESSOR OF LAW, UNIVERSITY OF
WASHINGTON

Mr. CHisuM. Thank you. My name is Donald Chisum. I am a
member of the board of directors of the American Intellectual Prop-
erty Law Association, and I would like to thank the chairman and
the members of the subcommittee for the opportunity to appear
here today and present the views of the association.

The AIPLA believes in a strong, effective, efficient patent system,
and it applauds the U.S. biotechnology industry’s accomplishments
as a great contribution to worldwide human health and welfare
and a success story of the patent system. However, the bill under
consideration would impact all fields of technology and would bene-
fit many foreign research-based corporations at the expense of
American enterprises and consumers. In fact, as we have pointed
out in our statement, since foreign corporations are granted appro-
priately as many utility patents as American corporations, often-
times the benefits bestowed by this legislation would go, in fact, to
foreign corporations, not to U.S. enterprises.

We oppose the enactment of H.R. 1417 for five reasons. Fortu-
nately, the chairman, I believe, has already referred to or, indeed,
read all five reasons, so I will not repeat them. But I would like
to comment on each of them, particularly in light of some of the
testimony I have heard here today.

Our first point is that there is no demonstrated need for this leg-
islation, it is truly a solution in search of a problem, and that there
is no cited instance of commercial harm to a U.S. company. We
have heard the example of Amgen. But, of course, Amgen is, again,
one of the success stories of the American patent system. Their suc-
cess in enforcing their patents has made front-page news over the
last 2 years. It is pointed out that in one instance they did not ob-
tain certain method-of-use claims in a patent they obtained. But,
in fact, Amgen has filed further what are called continuation appli-
cations and has had method-of-use-type claims allowed. Those
claims have not yet issued because they have been involved in fur-
ther Patent and Trademark Office proceedings.

Our second point is that this bill really is directed to one single
court of appeals decision, In re Durden, and purports to codify a
previous decision in In re Mancy. And, if we have an instance here
of Patent and Trademark Office examiners overzealously applying
the Durden case, the remedy lies in the agency. They have the abil-
ity to direct their examiners to correctly apply the law.

Now, if, in fact, the Durden case is in some way inconsistent, for
example, with prior decisions such as In re Mancy, the Patent and
Trademark Office can well recognize that and indicate that it will
follow the Mancy decision. The Court of Appeals for the Federal
Circuit has indicated that should a conflict arise among their deci-
sions the earlier, not the later, one is controlling.

The Patent and Trademark Office within the last 2 years has an-
nounced that, in another area, a particular court of appeals deci-

- sion was inconsistent with prior decisions and created an adminis-
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trative problem for them, and it declared that they will not follow
it. So, we see no reason why they could not do that here also.

Our third reason for opposing this legislation is that the bill
would set an unfortunate precedent. On the face of the statute, it
indicates that a certain class of patent claims, certain method
claims are subject to a different standard and are not examined,
and we believe that that will in some at least intangible way un-
dermine the public confidence in the patent system and in the pre-
sumption of validity of issued patents.

Fourth, we believe that indeed the bill does increase the number
of persons in the United States who are potentially liable for pat-
ent infringements. It does not solely impact on enterprises. Now,
I think the example in our statement of the sawmill has been
somewhat maligned, but, in fact, we believe it would be quite a re-
alistic scenario.

For example, assume you had a sawmill in my home State, the
State of Washington, that sawed up a great deal of lumber and
shipped it off to a building supply dealer in Florida, using a pat-
ented sawmill. Assume further that the enterprise in the State of
Washington goes bankrupt. Any theoretical remedy the patent
owner has against the sawmill in Washington is just that, a theo-
retical remegy.

If this bill were to pass, and if the patent owner were to obtain
methods of using saws to, in a very conventional way, make lum-
ber, they would have a remedy against the sellers and users of that
lumber in other States, people who ordinarily would not become
embroiled in these kinds of patent controversies.

Finally, we believe that this would add to our patent statutes a
provision that does not exist as such in the European patent con-
vention, Japanese patent statutes or, to our knowledge, in the pat-
ent laws of any other country. Now, we have heard that the patent
offices in Japan and Europe do in fact issue patents relating to
biotechnological processes, to methods of using and methods of
making patentable subject matter, but so does the U.S. Patent and
Trademark Office. It does not do so on a per se basis, or it should
not do sc on a per se basis, but those types of claims, indeed, are
issued in this issue and we believe it will continue to be so even
if this legislation is not enacted.

We thank you very much, and we would welcome any questions.

Mr. HUGHES. Thank you, Professor Chisum.

[The prepared statement of Mr. Chisum follows:]
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PREPARED STATEMENT OF DONALD S. CHISUM, MEMBER OF THE BoaRrD
OF DIRECTORS, AMERICAN INTELLECTUAL PROPERTY Law
ASSOCIATION, AND PROFESSOR OF Law, UNIVERSITY OF
WASHINGTON

The American Intellectual Property Law Association (AIPLA) is a national bar
association of 7,000 lawyers engaged in the practice of patent. trademark. copyright,
licensing. and related fields of law affecting intellectual property rights. AIPLA membership
includes lawyers in private, corporate, and government practice: lawyers association with
universities, small business, and large business; and lawyers active in both the domestic and
international transfer of technology.

- . -

The inquiry of overriding importance presented by H.R. 1417 is determining its effect
on the public interest and the public support of the U.S. patent system. Without question,
the enactment of this bill would expand the ability to obtain patent rights beyond what the
current law allows. The propenents of the bill have the burden of justifving the need for
expanded rights. If the need is established, and we beljeve it is not. the Subcommittee must
then go beyond that issue and judge whether the enactment of H.R. 1417 represents sound
public policy.

The congressional spensors of H.R. 1417 have expressed a desire to provide
expanded patent rights to that segment of the American pharmaceutical industry engaged
in biotechnology research and development. ﬁc AIPLA believes in a strong. effective.

-efficient patent system. and applauds the United States biotechnology indusiry’s
accomplishments as a great contribution to worldwide human health and welfare and a
success story of the patent sysiem. However, this bill would impact all fields of technology
and would benefit many foreign research-based corporations at the expense of American

enterprises and consumers. In fact, since foreign corporations are
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granted more utility patents than American corporations, the benefit bestowed to foreign
corporations is likely to outweigh the benefit to U.S. interests.

However, the imperative that the interests of the American public must be protected
and maintained in the operation of our patent system transcends whether patents are owned
by Americans or foreigners. The Supreme Court has pointed out that "the U.S. patent
system embodies a carefully crafted bargain to encourage the creation and disclosure of new

and nonobvious technology in return for the seventeen year period of exclusionary rights.”

Bonito Boats, Inc. v. Thunder Craft Boats, Inc., 489 U.S. 141, 150-51, 9 U.S.P.Q. 2d 1847.

1852 (1989). The Supreme Court emphasized that “the novelty and nonobviousness
requirements of patentability reflect the understanding that free exploitation of ideas will be

the rule . to which the protection of a federal patent is the exception.” 489 US. at 151. 9

US.P.Q. 2d at 1852. As a matter of important public policy, the "exception” must remain

absolutely justified.

The Amcrican patent system can only enjoy public support so long as it is understood
that patents reward inventors for contributions which may enure t0 the public welfare. The
ultimate test of patentability is found in Section 103 of Title 35. which H.R. 1417 would
amend. That provision requires that to merit patent protection. an invention. in addition to
being new and useful. must be unobvioys to a person skilled in that art. Section 103 ensures
that a patented invention not only contributes to the public. but also that the substance of
the disclosure reaches a level of achievement that it enlightens other skilled persons and

thereby promotes progress in the useful arts as the patent clause of the U.S. Constitution

requires.

0
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For two centuries, Congress and the Federal Judiciary have attempted to preserve
the "carefully crafted bargain" or balance of competing interests referred to by the Supreme
Court. We urge extreme caution and circumspection before any action is taken to tip this
balance away from the public. The current state of patent system is not beyond
improvement. However, we believe that the basic principles of our patent law, including
the important principle in Section 103, are fair and well reasoned.

. . .

The AIPLA opposes the enactment of H.R. 1417 for the following reasons.

L The bill proposes an amendment to 35 U.S. Section 103 that is not needed.
Its primary purpose is to "protect” the United States biotechnology industry
from “unfair” competition, but its propenents cite no case of commercial harm
to a U.S. company that this bill would have prevented, and we do not believe

that a threart of such harm exists.

19

The bill would implicitly repudiate one possible interpretation of a single
appeals court decision. /n re Durden. by “codifying” an earlier decision. /n re
Mancy. I Patent and Trademark Office examiners are currently applving
Durden overzealously, such erroneous applications can be promptly corrected
by appropriate appellate procedures and should be immediately corrected by

the PTO as a matter of administrative policy.

W

The bill would set an unfortunate precedent and damage the patent system'’s
credibility by implving that certain classes of patent claims escape full PTO

examination and are subject to a different, weaker, patentability standard.
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The bill would possibly jeopardize existing patent rights and increase the
number of persons potentially liable as patent infringers.

The bill would add a provision to our patent statutes that does not exist in the
European Patent Convention, the Japanese patent statutes, nor to our
knowledge, in the patent laws of any other country. This precedent might
encourage other countries to adopt similar expansive aberrational patent law
doctrines. American inventors’ interest lies in harmonizing U.S. patent law
with foreign patent laws. Enacting unique and unprecedented provisions in
LS. law, specially designed to "protect” a particular U.S. industry from foreign

competition, works against that American interest.

A discussion of these points follows. However, it may be useful to first consider the
commercial implications of patenting process inventions to better focus on the effects and
context of H.R. 1417.

There are different legal and commercial consideraticas which attach to processes of
making scmething and processes for using something to mzke something else. Generally
speaking. patent claims to well understood or conventional processes of making a patentable

product have no commercial significance. That is because the patent on the product

includes the right to exclude others from making that product by any and every means.
Likewise. a patent claim on the process of using a patentable product to make another
;ﬁalemed product have no significance given the rights in the products themselves.

Therefore. the significance of H.R. 1417 lies in its effect on the patentability of process
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claims in cases either where a patented composition of matter is conventionally processed
to make an unpatentable product or where a machine is used to make an unpatentable
product.

Under current patent law conventional processes may or may not be patentable
depending on a consideration of the invention as a whole. Section 103. Indeed, the patent
statute expressly recognizes that new uses of old processes may be patentable. Sections 100,
101. However, what makes this a particularly sensitive area of patent protection is in the
potential effect on commerce and trade in clearly unpatentable goods and materials. an
arena where tree competition is very often unaffected by patent rights. In biotechnology.
a patentable "host cell” is used by conventional methods to make naturally occurring protein.
The high degree of inventicn in the current state of this art and the special and regulated
uses of the resuiting purified proteins makes this an exceptional case in considering
commerce in unpatentable products. But. H.R. 1417 must be evaluated in its potential
commercial effect on such things as lumber cut from a patented saw. purified water made
by a patented desalinization machine. or bottles made by a patented machine. During the
course of trade in common articles such as lumber. water. or products in bottles. buyers.
sellers and users rarely know how those products are manufactured.

Potential patent infringement liability in broad classes of persons engaged in buving.
seiling or using commonplace articles made by patented processes was first established in
the United States by the "Process Patent Act of 1988." P.L. 100-408. Congressional
proceedings which led to the enactment of this new law were highly controversial because

of these concerns. even though this law corresponds to the patent law in foreign countries.
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H.R. 1417 is a direct expansion of P.L. 100-418 which established potential liability for
process patent in'fringemem beyond the user of the patented process. H.R. 1417 would
insure that method of use claims will be included in everv_patent for a machine.
manufacture, or composition of matter if such is used to produce a product of any kind.

The restraining effect on domestic and international commerce will, thereby, be expanded.

The Development of Section 103

The basic principles of patent law are straightforward: an invention which falls into
one of the categories listed in Section 101. and which is new and useful as required by
Sections 101 and 102, is patentable unless. as stated in Section 103,

The differences between the subject matter scught to be

patented and the prior art are such that the subject matter as

a whole would have been obvious at the time the invention was

made to a person having ordinary skill in the art 10 which said

subject matter pertains.
The establishment in 1952 of this nonobviousness test for patentability came after more than
100 years of struggle in the courts to determine on a patent by patent basis. whether the
patentee had made an invention or not.

The patent statute of 1790 required that inventions must be new and useful t0 merit
patent protection. But because the original statute did not provide for the examination or
verification of these conditions, patents were issued on request. The determination of
whether the patented subject matter met these tests, and was therefore valid, was left to the

courts. Congress found this system unfair 10 the public (burdened with numerous invalid

patents) and to inventors (forced to sort out patent rights in court) and abandoned it in the
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Patent Act of 1836. The Patent Office was then created to examine applications for novelty

and usefulness before patents were issued.

In 1850 the Supreme Court in Hotchkiss v. Greenwood, 52 U.S. (11 How.) 248 (1850)
established that in addition to novelty and usefulness, that which was sought to be patented
must constitute an "invention.”

The Court said:

"unless more ingenuity and skill... were required..than were
possessed by an ordinary mechanic acquainted with the
business. there was an absence of that degree of skill and
ingenuity which constitute essential elements of every invention.
In other words. the improvement is the work of the skilled
mechanic, not that of the inventor.”

In 1941. the Supreme Court in The Cuno Engineering Corp. v. The Automatic Devices

Corp., 314 U.S. 84 (1941) in finding the patent in suit invalid said. "the new device. however
useful it may be, must reveal the flash of creative genius.” The enunciation of the unrealistic

“flash of creative genius"” standard led to the enactment of Section 103.

The Interpretation and Application of Section 103 by the Courts
“Thus. Section 103 exists to deny patent protection to claimed subject matter. which
although novel. has contours that are so traced by the existing technology that the
improvement is the work of a skillful mechanic and not that of the inventor.” (See Bonito

Boats 489 U.S. at 133-134). With respect to novel subject matter. "the goal of Section 103

is 10 effect the underlving policy of the patent svstem that . as Jefferson put it. “the things
which are worth to the public the embarrassment of an exclusive patent’ outweigh the

restrictive effect of the monopoly.” Graham v. John Deere Co. 383 U.S. 1, 10-11. 15 L ed

HeinOnline -- 1 An Act to Amend Title 35, United States Code, with Respect to Patents on Biotechnological Processes, Pub. L.
No0.104-41, 109 Stat. 351 106 1995



107

2d 545, 552 (1966).

The germinal interpretation of S. 103 is Graham v. John Deere Co., 383 US. 1, 17-18
(1966):

Under Section 103, the scope and content of the prior art are
to be determined; differences between the prior art and the
claims at issue are to be ascertained; and the level of ordinary
skill in the pertinent art resolved. Against this background, the
obviousness or nonobviousness of the subject matter is
determined. Such secondary considerations as commercial
success, long felt but unsolved needs. failure of others. etc..
might be utilized to give light to the circumstances surrounding
the origin of the subject matter sought to be patented.

As stated in In re O'Farrel], 853 F. 2d 894, 902, 7 U.S.P.Q. 1673, 1680 (Fed. Cir.
1988), a case involving a biotechnology invention, "considering all of the evidence. this court
must determine the correctness of the board's legal determination that the claimed invention
as a whole would have been obvious to a person having ordinary skill in the art at the time
the invention was made.”

Thus Graham and its progeny have affirmed the intent of Congress to establish an
objective standard for evaluating the issue of nonobviousness under Section 103. An
objective standard, under which all evidence is considered. weighed and evaluated. does not
afford absolute of certainty whether any particular invention will be nonobvious but dces

provide a high standard for patentable inventions so that only those who go beyond the

contribution of the skilled mechanic will be rewarded with the 17 year exclusionary patent

right,
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The Effects of H.R. 1417 on Section 103

The proponents of the bill argue that the Federal Circuit decision in In re Durden,
763 F.2d 1406, 226 U.S.P.Q. 359 (1985) created a "loophole” in the law, and further, that
“codifying" the decision of the Court of Customs and Patent Appeals in In_re_Mancy, 499
F.2d 1289, 182 U.S.P.Q. 303 (1974) by enacting H.R. 1417 will close the “loophole”.

H.R. 1417 would not "codify" the Mancy decision, nor did the Durden decision create
a "loophole” in the law. This bill would eliminate the application of Section 103 to process
claims in certain circumstances. and thereby, change the basic premise of Section 103. The
Muncy and Durden cases were decided by applving Section 103. as it now exists. to the tacts
presented. In Mancy. the process claim was found to be unobvious and patentable. In

Durden. the process claim was found to be obvious and unpatentable. H.R. 1417 would

amend Section 103 so that the result in Mancy would always occur, while the result in

Durden. could never occur so long as the product made or used by the process is patentable.

Applying the patent law to both applicatidns for patents and patents themselves
involves a degree of uncertainty. The nonobvious standard allows for differing opinions
depending on the nature and extent of the claimed invention and the teachings of the prior
aﬁ. Each vear. tens of thousands of patent applications are rejected by the PTO for varicus
reasons to the dismay of applicants and their attorneys who believe these inventions should
be patentable. Often these decisions are appealed to the Federal Circuit where sometimes
the applicant prevails and sometimes does not. Often, issued patents aré found by courts
10 be invalid. Therefore, there is superficial appeal in H.R. 1417 in that it would establish

a per se rule of unobvious to process claims and remove uncertainty.
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However, the desire of patent applicants and their attorneys for more certainty is not
the issue. The central issue is whether, in determining unobviousness, a flexible standard.
based on applying the law after an analysis of all of the relevant facts, should be replaced
by an inflexible standard where the reievant facts are by law ignored. The patent system
would be badly served by establishing this legal fiction, especially because the existing statute
in Section 103, and the cases interpreting it, provide a fair opportunity to obtain process
patent rights.

There is no question that patent examiners currently rely on Durden as a basis of
rejecting applied for process claims. We believe that reliance is often misplaced and is often
in error, particularly in the field of biotechnology related inventions. However, that problem
lies within the PTO. and. as we will ciscuss later. should be remedied by the PTO. Tte
problem is not in Section 103 or the Federal Circuit.

The case of In re Durden involves a commonly occurring fact pattern but a highly
unusual approach by the patentee in appealing the PTO rejection of the process claim. The
appeilant had obtained a patent on a carbamate compound and a second patent on a oxm.e
compound made by processing the patented carbamate compound. In the case at bar. :he
appellant was seeking a third patent claiming the process of making the patented carbamate
compound by using the patented oxime compound in a conventional manner.

Before the Federal Circuit. the appellant conceded that the claimed invention was

obvious:

To simplify the issues in this appeal, appellants concede
that the claimed process, apart from the fact of employing a
novel and unobvious starting material and apart from the fact
of producing a new and unobvious product, is obvious.

10
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Appeilants do not argue that differences in the chemical
structure of either the starting oxime compound or the product
produced would be expected to affect the reaction in any way
which might render the claimed process unobvious.

The appellants’ "Summary of Argument” states:

A chemical process which (a) employs a novel and
unobvious starting material or (b) is for the production of a
novel and unobvious product compound or (¢) which employs
a novel and unobvious starting material and also is for the
production of a novel and unobvious product compound, is
patentable. regardless of the extent of other similarities to prior
art processes. [Emphasis ours.)

In other words. the appellant was arguing to the court that Section 103 must be interpreted.
at least as to chemistry. that "regardless” of the teachings prior ar. processes in these
circumstances are per se unobvious as H.R. 1417 would have it.

The court first stated the issue:

“The issue to be decided is whether a chemical process.
otherwise obvious, is patentable because either or both the
specific starting material employved and the produc: obtained.
are novel and unobvious.” [Emphasis ours.]

The court then stated the answer must be "not necessarily”, and uitimately upheld the PTO

rejection of the claim as cbvious and unpatentable saving:

We are sure that there are those who would like t0 have
us state some clear general rule by which all cases of this nature
could be decided. Some judges might be tempted to try it. But
the guestion of obviousness under §103 arises in_such an
unpredictable variety of ways and in such different forms that
it would be an indiscreet thing to do. Todav's rule would likelv
be regretted in tomorrow’s case. [Emphasis ours.}

This is hardly a case to stand for any certain approach to interpreting Section 103 regarding

process inventions. In fact. the Federal Circuit has stated that Dirden only stands for the
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principle that each case must be decided on the basis of its own fact situation, Loctite
Corporation v. Ultrasea] L1d., 781 F2d 861, 228 U.S.P.Q. 90 (Fed. Cir. 1985), and that
Durden is not authority to reject as obvious every method claim reading on an old type of
process. In re Dillon, 919 F2d 688, at 695, 16 U.S.P.Q. 2d 1897 at 1903 (Fed. Cir. 1990)
(plurality opinion).

On the other hand, there is ample precedent in which courts have refused to apply
a "necessarily nonobvious rule”. as in Durden. but then found patent claims unobvious for
convention processes of using a patentable starting material. Inre Kuehl. 475 F2d 658. 177
U.S.P.Q. 250 (CCPA 1973). In re Plenddemann, 910 F2d 823. 15 U.S.P.Q. 2d 1738 (Fed. Cir.

1990).

The rejected claims in Kuchl dealt with a method of using a patentable zeolite. "ZK-
22", as a catalyst in hydrocarbon cracking. The PTO argued that the claimed method of use
was the obvious method for using a zeolite catalyst. The appellant argued that the
patentable nature of ZK-22 necessarjly rendered the method of use claim patentable. The
court rejected the ‘lappeuam's argument and applied the statutory standard of Section 103
to the facts of the case. The court then specifically found that ZK-2Z was not so similar to
the zeolites of the prior art as to render its use to crack hydrocarbons ob“:ous to one skilled
in that art.

The invention in Pleuddemann related to a method for bonding a polymerizable
material having aliphatic unsaturation and a mineral filler having hydroxyl functionality, and

a method for priming a surface having hydroxyl functionality to improve its bonding to

organic resins containing aliphatic unsaturation. Each method used the same specifically

12
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defined organosilane compound. The organosilane compounds were themselves the subject
of an issued patent. The products made using the organosilane had been conditionally
allowed, subject only to being rewritten in independent form. It was. however, known in the
art that organosilanes could be used as coupling agents.

The PTO rejected the method of use claims citing Durden. The court rejected the
Durden argument, pointing out that Durden involved different facts and that the controlling
law is found in Section 103. (It is illuminating to note that the auzhor of the decisions in /n
re Durden and In re Plueddemann was Judge Giles S. Rich. one of the most distinguished
patent law jurists in the world). The court. after dismissing Durden as non-controlling

precedent. found the process claims unobvious stating:

It is the properties of appellant’s compounds as bonZing/priming
agents for certain polymers and fillers or suppon surfaces that
give them their utility. As stated above, the compounds and
their use are but different aspects of, or ways of lcoking at, the
same invention and consequently that intention is capable of
being claimed both_as new compounds or as a new method or
process of bonding/priming. On the other hand. a process or
method of making the compounds is a quite different thing; they
may have been made by a process which was aew or old.
obvious or nonobvious. In this respect. therefore. there is a real
difference between a process of making and a precess of using
and the cases dealing with one involve different problems from
the cases dealing with the other. [Emphasis ours’.

One vear after the decision in Kueftl. the Court of Customs and Patent Appeals
decided In_re Mancy, 499 F2d 1289. 182 U.S.P.Q. 203 (CCPA 1974). Mancy isolated a
naturally occurring microorganism found in the eanth and applied for a patent on a
conventional meihod of "brewing” that matcerial to produce daunorubicin, a known antibiotic.

The PTO rejected the patent application on the grounds that the method of using or
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brewing a microorganism was conventional and obvious. The court reversed the PTO

rejection, found the process unobvious and patentable and stated:

[Alppellants allege that the proper test for determining the
obviousness of a process invention, where the difference
between the claimed invention and the prior art resides in the
material used in the process, was enunciated by the court in In
re Kuehl, 475 F.2d 658], 177 USPQ 255 (CCPA 1973),) wherein
we held that a hydrocarbon cracking process was not even
prima facie obvious where the particular zeolite catalyst used in
the process was not known to the prior art, the obvious parallel

being that the particular strain of microorganism used here was
not known to the prior art.

The Mancy decision did nothing more than cite Kuehl as affirming the principle stated in
Section 103 that in addressing claims to conventional processes, the invention as a whole
must be considered in determining non-obviousness. Thg Mancy case did apply the principle
to the field of biotechnology inventions.

In sum. the decisions in Kuehl, Mancy, Dillon, Plueddemann and other cases

demonstrate that the current law provides a fair and equitable framework within process

inventions are evaluated for nonobvious. There is no dispute that numerous patents.

including numerous patents in the field of biotechnology, include claims for processes cf

using and processes of making patentable machines. manufactures and compositions of

matter.

The Potential of H.R. 1417 to Prejudice Others
The negative effects of H.R. 1417, if enacted into law, are difficult to fully predict.
Following are two examples of the potential for unjustifiable prejudice or harm to others

when heretofore unpatentable claims for methods of use become patentable.

14
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Example A. ACME Fertilizer Co. is granted a patent on compound A. Compound
A is a truly superior fenilizer and successful sales begin immediately. Compound A also
becomes the subject of research throughout the chemical industry.

Subsequently, the Jones Fertilizer Co. discovers that compound B, an adjacent
homolog to compound A. is extremely useful in curing rubber. Compound B is structurally
very closely related to compound A, and has the same superior properties as a fertilizer as
does compound A. However, compound A is not useful to cure rubber. Discovering new
uses of existing or closely related chemical compounds is commonplace.

Under current law. Jones would be able to patent compound B for use in curing
rubber. A prima facie case of obviousness of compound B in view of compound A would
be rebutted by showing the actual difference in properties. However. Jones would be unable
to successfully claim compound B for use as a fertilizer because such a method of use would
be obvious in view of compound A.

If HR. 1417 were the iaw. the result would be quite different. Jones could
successfully patent compound B as a method of curing rubber and for use as a fertilizer.
The obviousness of comround B in view of compound A as a fertilizer could not be
considered. Thereafter. a patent with that scope issued to Jones.

A third company. Smith Fertilizer. discovers that a previously known compound C.
which is structurally similar to both A and B, unexpectedly is useful as a fertilizer but not
as a rubber cure. In this circumstance, ACME may have a colorable claim for infringement
of its fertilizer method-cf-use claim against Smith under what is called "the. doctrine of

equivalents.” The bill. by giving Jones an automatic right to a similar fertilizer method-of-use

13
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claim, even though fertilizer use of compound B was otherwise obvious, would enable Jones
to assert a similar infringement claim, thereby complicating and prejudicing ACME's right
to license or enforce its patent and extending the period of time during which the public may
not have free access to compounds similar to B for fertilizer purposes. Without the fertilizer
method-of-use claim, Jones is much less likely to convince a court of infringement by
equivalency because Jones’ claims to compound B per se was based solely on its unexpected
rubber cure property. which Smith’s compound C does not possess. Also. granting Jones a
fertilizer method-of-use claim may inappropriately make it more difficult for later inventors

1o obtain patent claims to other compounds discovered to be useful as fertilizers.

Example B. The Smith Company is in the business of harvesting trees. cutting the
trees into lumber. and selling the lumber. As part of that business, Smith manufactures high
speed saws. Over many vears, Smith has improved its saws and has obtained patents on
each of the improved machines. However. there is no difference from the first to the last
patented saw in applying the cutting blade to the tree nor in the resulting lumber.

It may be that the patent on the first Smith saw could contain a claim for a method
of using the saw to cut wood. But over the vears, Smith’s own saw patents and the patents
of Smith’s competitors are added to the prior art. Soon the claim for a method of using this
type of saw to cut wood becomes obvious over the prior art, even though patents may issue
on the improved saws themselves.

If HLR. 1417 were enacted, every patentable saw including Smiths will contain a

method of using it to cut wood no matter how obvious it may be to use a saw to cut wood.
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If one of Smith’s competitors begins to manufacture and use a patented Smith saw, under
current law, Smith could bring an action for patent infringemext against that competitor.
But now that Smith's patent on that saw includes a method of use claim, which would not
have been granted but for H.R. 1417, those liable for patent infringement now will include
every person who buys, sells, or uses lumber cut by the saws which infringe Smith’s patented’
saw.
Also. an infringing Smith saw could be used outside of the US. by a foreign
- competitor of Smith to cut trees and import the resulting lum?=er into the United States.
Again, Smith could take action againsx. the direct. infringer of ‘he patent. in this case, by
bringing an action in the International Trade Commission to prevent the importation of the
lumber. But if damages and preventing domestic trade in tha: ‘_mber is what Smith seeks.
Smith will now have a cause of action for patent infringemer: against every person who
buys. sells. or uses the lumber.
The General Counsel of the Department of Commerce i1 a letter of June 10. 1991
to Senator DeConcini regarding S.654. which is identical 1o H.R. 1417, said:
..S. 634 would not grant a patentee any greater ~zhts vis-a-vis
purely domestic infringers. because under section 134 of title 35
the holder of a patent to an invention. such as 2 =ost cell, may

already exclude others from making or using that cell in the
United States.

The General Counsel in a letter of July 5. 1990 to Chairman Kastenmeier on H.R. 3957. a
predecessor bill to H.R. 1417, said:
[H.R. 3957} would not grant a patentee any righ:s greater than

those already assertable against someone -who infringes the
patent in the United States. ’
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The clear import of these assertions is that the enactment of this bill will have no negative
effect on persons in the United States i.e. the patentee would be granted no "greater rights”
than are already provided by current law. The examples above demonstrate that is not
correct.

In example A, the prejudice to the inventor/patentee ACME and to the consuming
public from giving later inventor Jones an automatic right to method-of-use or method-of-
making claims cannot be justified. To underline the injustice. imagine that Jones is a foreign
corporation. Then the injury to ACME’s business and employees and to United States
consumers becomes an injury to a part of the US. economy and a windfall to foreign
interests. While example B discusses saws, H.R. 1417 would etfect every patentabie
machine. manufacture and composition of matter which is capable o producing a produz:
where a method of use claim would be obvious in view of the prior art. Example B
demonstrates that the enactment of the bill will allow patentees 1o enforce their rights

against a multitude of persons who would have no legal exposure under current law. Therz

is also no justification for this result.

The Need for H.R. 1417 Has Not Been DcmonstrmedA
The primary stated purpose for the enactment of H.R. 1417 is that it is needed :c
protect the U.S. biotechnology industry from "unfair” foreign competition. The proponen:s
further assert that H.R. 1417 is "consistent with the patent granting process now practiced
in the European and Japanese Patent Offices,” and therefore its enactment will provide for

U.S. patent owners what is already provided to owners of foreign patents. We will discuss
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these points in order.

The biotechnology industry in the U.S. has made extensive use of the U.S. patent
system. The U.S. Patent and Trademark Office has issued hundreds of biotechnology
patents, many affording broad protection for basic scientific discoveries. Virtually none of
the major first-generation products to emerge from this industry has lacked effective patent
protection, including human growth hormone, Factor VIII, erythropoietin, the interferons.
human insulin, colony stimulating factors, interleukins, plasminogen activators. and a host
of other entities. Many of these patents include process claims.

Although the industry is still in its infancy, its patent activities have spawned a
plethora of lawsuits. many in foreign countries. Virtually none of the first-generation
biotechnology preducts has escaped multi-million dollar litigation over enforcement of patent
rights. In many cases dominating patents have been granted among various competitors.
The interested parties have elected -- and sometimes been forced - to pursue cross-licensing
agreements in order 10 avoid the long, costly. and uncertain process of legal enforcement.

Against this backdrop of patent grants and patent litigation. the industry maintzins
it needs to expand its ability to obtain patent process rights 1o protect itself from unizir
foreign competiticn. Yet the industry has not cited a single case of commercial harm 1o anv
company which has resuited from_unfair foreign competition sanctioned so to speak. bv the
current state of the law.

The only case cited to demonstrate the need for H.R. 1417 does not do so. Amgen

Corporation (Amgen). Genetics Institute (GI) and others in the biotechnology field engaged

in extensive research relating to the protein erythropoietin (EPO). Amgen and GI were
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both granted patents covering the purified protein as well as the gene cloning and expression
of EPO. GI licensed its U.S. patent rights to Chugai Corporation (Chugai), a Japanese
pharmaceutical company.

A multiforum legal contest between Amgen and GI/Chugai over the patent rights to
EPO ensued. Amgen petitioned the International Trade Commission to prevent Chugai
from importing purified EPO in the U.S.. The petition was dismissed on the grounds that
the imported product did not infringe Amgen’s patent, nor was the product made by a
process protected by Amgen’s patent. Later, in a patent infringement action brought by
Amgen against GI/Chugai, the court found. inter alia, that Amgen had no legal right to
market the very product Chugai was importing. Still later, the Federal Circuit reversed. inter
alia. the district court holding that the GI patent was valid and enforceable. A patent
interference, declared by the PTO, between the Amgen and GI patents has not been finaily
resolved to our knowledge. but does cover the very process claims which H.R. 1417
addresses. Under PTO procedures the winner of the interferences will be granted these
process claims.

Several points are relevant to H.R. 1417. Amgen’s failure at the International Trade
Commission was not the }esult of any defect in Section 103. or in Section 337 of the Trade
Act. Amgen’s original patent application included claims for using the genetically engineered
host cell it invented to produce EPO. During prosecution, Amgen voluntarily elected ;o
drop its method of use claims from the application before the pa}ent issued. The patent
without those method of use claims was asserted at the ITC. Later, the PTO allowed

Amgen’s method of use claims, but instituted the interference proceedings referred to above.
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Had these claims been in the patent asserted at the ITC, a decision on the merits of the case
would have occurred.

Secondly, once the interferences are concluded Amgen is likely to be successful in
ultimately securing the method of use claim it originally sought. While it is regréttablc that
this patent claim was not granted in the originally issued patent, the fact is that it will be
granted under current law. This case may demonstrate an unfortunate choice by Amgen in
cancelling its method of use claims. It does not demonstrate the need for enactment of H.R.
1417,

Finally. given the circumstances. it is inappropriate to characterize Chugai’s
importation of EPO as an “unfair” trading practice. Even if we assume that Chugai used the
genetically engineered starting materials patented in the U.S. by Amgen to make EPO. that
use violates neither U.S. nor Japanese law. In the course of this debate. it has been said
that it is "unfair” for a foreign corporation to do something abroad. which. had it done the
same in the L.S. would constitute patent infringement. While it might be viewed as unfair
in some moral sense. the fact is that patent laws have no effect outside of a countries’
borders. [f Amgen wanted to prevent Chugai from using in Japan the product it invented.
Amg_zcn must secure a patent in Japan for the product. In a country to country trade law
context, it may amount to an unfair trade practice for a country to deny to a U.S. inventor
thedegal ability to protect an invention within its territory. But even in that collateral sense.

the notion of unfairness does not apply here because Japanese patent law is suificient to

afford protection 10 Amgen’s invention.
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The "level playing" ficld argument that H.R. 1417 would grant rights to patentees in
the U.S which are currently granted in Europe and Japan prompts two comments. First, the
playing field is inevitably already level in the sense that whatever patent rights exist in the
U.S, those rights are available to US. and foreign inventors alike. The same is true in
Europe and Japan for U.S. inventors. As mentioned earlier, foreign corporations are
granted more U.S, patents than are U.S. corporations. Therefore, Jowering the standard of
patentability in the U.S. benefits U.S. and foreign patent applicants alike.

Currently. U.S. trade policy embraces the goal of ensuring that foreign countries have
intellectual property laws which fairly and adequately allow for the protection and
enforcement of U.S. inventions and other forms of intellectual property. For example, if a
country did not allow patent protection for chemical inventicons. in a trade context, we would
consider that unfair. This trade related "level playing field" issue exists with lesser developed
countries, but not with Europe and Japan for patent protection.

Second. neither the European Patent Convention. the Japanese patent statute. or. to
our knowledge. the patent laws of any other country with an examination based patent
system contain a provision which corresponds to H.R. 1417. In the European Patent Office
(EPO) and the Japanese Patent Office (JPO) all claims for methods of using a patentable
product are examined for nonobviousness. Because there is no per se unobvious patent
provision. process claims may be rejected by patent examiners in both the EPO and JPO.
and process patents may be found obvious and therefore invalid by European and Japanese
courts. Therefore, the enactment of H.R. 1417 will not harmonize U.S. law with foreign law,

and in fact the opposite is true. As this Subcommiitee well knows, there is currently an
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effort 10 harmonize the patent laws of all countries. In our opinion. this is an inopportune
time for the U.S. to enact unique and unprecedented patent laws for the avowed purpose

of "protecting” U.S. industry from foreign competition which has not been shown to be

“unfair”,

Administration of the Law by the PTO

We have explained earlier why the current law, both Section 103 and the cases
interpreting it. provides a fair and workable legal framework within which process claims can
be examined for unobviousness. We have also indicated that because patent applications
present different facts, there will always be a measure of uncertainty as to the patentability
of claimed inventions. That is an inevitable feature of the patent granting process. Each
vear many applications, which inventors and their auorneys believe present patentable
inventjons, are rcject_ed by the PTO, and many more are amended before being allowed to
issue as patents.

The fundamental resporsibility of the PTO is to properly administer and interpret the
law. The proponents of H.R. 1417 claim that the PTO is improperly relying on the Durden
case to reject method of use claims in biotechnology applications. We have no evidence 1o
believe this practice is widespread and believe that the PTO has not adopted this approach
as a matter of policy. Without question, claims for broad recombinant processes for the
production of proteins have been allowed i.e. Amgen for G-CSF, Genentech for TPA and
Genetics Institute for Factor V11 and M-CSF. And as explained earlier, such a process claim

will almost certainly be issued to Amgen for EPO.

¢
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However, the assertion that patent examiners fail to understand and therefore
sometimes misapply the law to process claims was given credence in testimony before this
Subcommittee by the Solicitor of the PTO, Mr. McKelvy, on September 25, 1990 at a
hearing on a predecessor bill to H.R. 1417 (The entire testimony of Mr. McKelvy is

attached). In a response to a question by Mr. Boucher on the PTO opinion of the effect of

Plueddemann on Durden, the Solicitor said,

... The Durden decision and the Pleuddemann decision are most
difficult. in my judgment, to reconcile. And that being the case,
maybe most patent examiners have more judgment than I do,
but [ think they are going to have a very difficult time in looking
at any particular set of facts and determining whether

Pleuddemann or Durden controls. In short, it is going to be on
a case-by-case basis.

..I think it is because if you look at the two cases. which one
are you to be persuaded by if you are a disinterested observer
having two cases before you that are binding precedent?”

Later the following colloquy occurred:

Mr. BOUCHER. And would it clarify the law if H.R. 5664
were to be enacted. effectively overruling In re Durden and
returning to the prior law, which was the /n re Mancy rule?

Mr. McKELVEY. The bill which you mention is the latest
introduced bill?

Mr. BOUCHER. Yes.

Mr. McKELVEY. Yes. it would, in my opinion.

Mr. BOUCHER. All right, and that would help patent
examiners and facilitate the process of resolving process claims?

Mr. McKELVEY. It would, Mr. Chairman, I think in addition
to that, it would also provide patent applicants and their
attorneys with some measure of certainty in terms of giving
advice on what you would patent and not patent.
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Several comments are in order. Durden is not “binding" precedent for anything, save
the clear statement by Judge Rich that given the facts of the case. the process claim. was not

necessarily patentable. Judge Rich also said:

We reiterate another principle followed in obviousness
issue cases, which is 1o decide each case on the basis of its own
particular fact situation. What we or our predecessors may
have said in discussing different fact situations is not to be taken
as having universal application.

Footnote 2. 763 F.2d at 1410. 226 USPQ at 361.

Second. Durden does not and cannot overrule Mancy (or Kuehl). 1t is well settled
that decisions of the CCPA are the law of the Federal Circuit unti overruled by the Federal
Circuit in banc. South Corp. v. United States. 690 F.2d 1368. 215 USPQ 657 (Fed. Cir.
1982) (in banc). Therefore. the reasoning of the court in Mancy in applving Section 103 to
a method of use claim is already “binding" precedent without the enactment of H.R. 1417.
When the PTO cited Durden as justification for rejecting the method of use claims in
Plueddemann, Judge Rich stated that Durden is not precedent for the rejection and
ultimately found the claims pateniable. If patent examiners were educated on this point
which was also stated in Dillon. then the examiners would not be faced with attempting 0
“reconcile” Plueddemann and Durden. They co;xld then proceed to apply Manao as
iluminated by Plueddemann.

Finally, the Solicitor’s testimony leaves one with the impression that the patent
examiners operate as free agents to read and interpret the law for themselves. That is

certainly not. or should not be, the case since the great majornity of examiners are not

lawyers. Clearly examiners need and frequently receive guidance from their supervisors on

)
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the proper interpretation of the law, The Solicitor's testimony imptlies that in the law at
issue here, they are not receiving that guidance.

As a matter of policy, the PTO clearly supports the principle that in chemical or
biotechnology applications, when a patentable composition of matter is used to make
another product, patentable or not, a method of use claim should be unobvious in a great
majority of cases. We know this because the PTO supports H.R. 1417 which would go far
bevond this principle. The Kuehl, Mancy. Dillon, and Plueddemann cases. and others.
provide ample support for this principle.

Certainly it cannot be necessary for Congress to enact a bill for the purpose of forcing
the PTO to apply the reasoning of the court in Mancy or Plueddemann for biotechnology
inventions. We believe it would be more appropriate for the Commissicner to issue a
directive to the examiners clarifying the law, particularly the non-precedential nature of
Durden, 10 assist examiners properly apply Section 103. If there is an uncentainty in the
examining corps regarding the difference between processes of making and methods of using
patentable products. that should also be clearly explained.

This concludes our statement. Again. we appreciate the opportunity to participate

in this proceeding.
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/Excerptc from Sept. 25, 1960, hearing/

Mr. BoucHER. And then the ITC would have authority to bar the
importation of the product coming from somewhere else u
that same patented host cell and the patented process?

Mr. MANBECE. Yes, sir, that is my opinion.

Mr. BoucHeRr. So your view is that solves the problem entirely,
and therefore we don't need to amend the ITC 8 statutory author-
ity, is that correct? . ...

Mr. MANBECE. Yes, sir, that is correct -

Mr BoucHER. I think that is very clear. Letmeaskyouthxs Let
us suppose that we are not successful in our effort to overrule In re
Durder and the current law continues. How would the Patent and
Trademark Office interpret process claims in light of the Pleudde-
mann decision? What effect would the Pleuddemann decxslon have
on your current interpretation of In re Durden? ..

Mr. ManBEck. This is a very difficult question. Our sohcxtor, ‘Mr.
McKelvey, is here with us.. 1 eould aak h1m to comment if you
would like. .- .

Mr. BoucsEg. Sure. We. would be happy to hear from him.

Sir, please state your name and your position for the record.

Mr. McKEeLvEY. Mr. Chairman, I am Fred McKelvey, Solicitor of
the Patent and Trademark Office. ..

Following up on Commissioner Manbeck s statement the Durden
decision and the Pleuddemann declswn are most dxfﬁcult, in my
judgment, to reconcile. .. .-

Mr. BoucHERr. Could you pull the mlcrophone a little bit closer?

Mr. McKeLveY. And that being the case, maybe most patent ex-
aminers have more judgment than I do, but I think they are going
to have a very difficult time in looking at any particular set of
facts and determining whether Pleuddemann or Durden controls.
In short, it is going to be on a case-by-case basis.

We have numerous patent examiners, all with the best of inten-
tions, that are going to reach different results, as may our Board of
Patent Appeals and Interferences, depending on who the panel is.
If these two cases continue to exist side-by-side—and I might say it
is not only Durden and- Pleuddemann, but numerous other deci-
sions as well—we are going to have, in my judgment, inconsistent
application of the law, albeit with good intentions.

Mr. BoucHer. Well, I hear you saying that the Pleuddemann de-
cision doesn’t do a.nythmg to clear up the confusion that exlsts in
the law currently. - .

Mr. McKELVEY. ThatxscorrectMrChalrman 5

Mr. BoucHes. In fact, it may have even added to that confusion.
Is that a fair statement? . . -

Mr. McKeLvEY. In my Judgment, that isa falr statement because
both Durden and Pleuddemann start with a patentable material—
apply a. method to make a- patentable final material. How you can
say one is a method of using vis-a-vis the other a method of makmg
is in the eye of the beholder. It depends on where you start. .

Mr. BoucHEr. The latter bemg a method of manufacture?

Mr. McKELVEY. Yes. - -

Mr. BoucHer. The d:stnnctlon was between usmg on the one
hand and making on the other. You are saymg that is a a very diffi-
cult dxstmctlon for the PTO to apply?

v

HeinOnline -- 1 An Act to Amend Title 35, United States Code, with Respect to Patents on Biotechnological Processes, Pub. L.
N0.104-41, 109 Stat. 351 126 1995



121

Mr. McKzLvey. Well, I think it is because if you look at the two
eases,whxchoneamyoutobepeuuadedbyxfyouareadmnter~
precedomrt? having two_-cases before you that are bmdmg

en . .
’ Boucm.Andwouldttclanfythelawfo.R.SGMwemw
beenacbed,eﬂ‘ectxvelyoverruhngIranden returning to
the prior law, which was the In re Mancy rule?

MrMchLm Thebxllwh:chyoumenhonmthelatestmtm—
duced bill? -

MrBoucm.Yes. )

Mr. McKeLvey. Yes, it would, in my opini
. MrBoucm.Allnght.andthatwouldhelppatentexammem
and facilitate the process of resolving process claims? -

Mr. McKzLvey. It would, Mr. Chmman.lthmkmaddmonto
that, it would also provide patent applicants and their attorneys
mthsomemeasumofeerlmntymtermsofngmgadeeonwhat
you could patent and not patent.

&Bﬁvc%m.WelLthankmm Youamanexeellentmtness

ter
Ucnm.Thatconcludesmyquesuons.Thegentlamanfrom

Cahforma. -

Mr. MOORHEAD. Thank you. It is alwavs good when vou get a wit-
ness that testifies right.

The Intellectual PropertyOwnersAmocxatwnwﬂltest:fylater
today in opposition to theee bills. They believe that section 1 may
leghmmﬁth:hepamnhngdpmdagpsthmvgldbe{e%wwd
today under overclaiming doctrine. Would possible ,
- Mr. MaNgECK. Is that-question directed to me. Mr. Moorhead? ..

MrMoonm:An Yea.":

MANBncx.Itwouldbehelpﬁxltonnderstandahtﬂebltmm
ofwhatmmeantbythe‘ovemlmmmgdocume.”AtleastIandmy
associates here have thought perhaps what is meant here by that
m;lmch,mfthm context, is the- so-en:lﬂ:d tllnsted combination, ung;;
w or many years under Lincoln Engineering case,
Patent and Trademark Office rejected claims as directed to “ex-
hausted combinations.”"

Therehavebeenatleasttwocasestmahngthemsue,andthese
cases—one a CCPA case and the other a Court of Appeals for the

- Federal Circuit case—hold that if claims are to be rejected in the
Patent and Trademark Office or overturned in the courts on the
basis of exhausted eombmatwn,onemlly must look at section 112
of the statute, and that this is what controls. Has the patentee dis-
closed and claimed with particularity and -distinctness his inven-
txon?lfhehasdonethat,weundmtandhehasmetthemtentof
thepahentlawsandthepatentwouldhegmnted.
-~ Mr. MOORHEAD. In the testimony thatw:.llbeoﬁ'ered,xtsaysthe
Supreme Court of the United States in the Lincoln Engzneeng
case struck down &' patent based on what has been variously
the overclaiming, old:combination .or exhausted combmahon doc-
trine. That doctrine holds that an inventor is not permitted to hide
the invention by inserting ‘into patent claims large numbers of un-
necessary elements or steps 8o°that the claims fail to particularlv
point out the invention..
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Mr. HUGHES. The gentleman from Virginia.

Mr. BOUCHER. Thank you very much, Mr. Chairman. Well, what
I am hearing from this panel is very curious. I mean it sounds like,
notwithstanging the testimony we have previously received from
the Patent and Trademark Office, that there is a serious amount
of confusion and a major problem with the law, and from univer-
sities that have need for certainty in this field and ability to get
patent rights issued quickly and expeditiously, and from the bio-
technology industry itself that there are major problems and uncer-
tainties in the law, you seem to be saying that there is no problem.
Is that a fair interpretation of your testimony? Mr. Marsh.

Mr. MarsH. Mr. Boucher, it is. I am amazed that we do not read
the Pleuddemann, the Dillon, the Durden cases very carefully and
actually look at the language and reasoning agpliedr%y the eminent
jurists in those cases and then apply it as those cases have indi-
cated they should be applied. The Durden case is very, very unique
on its facts. It was requested to be taken up to the Court of Ap-
peals for the Federal 8ircuit by the PTO. Concessions were mage
in order to frame an issue there. That case rejected the arguments
of the patent applicant that, merely because they had a patentable
starting material or a patentable product, they were automatically
entitled to process claims. That is the holding of the court. It re-
jected that “merely because” argument.

Mr. BOUCHER. Mr. Marsh, without getting too much into the cap-
illaries of that decision, the effect of it is very clear. And that is,
that the Patent and Trademark Office is not issuing process patent
claims under the state of facts presented by the biotechnology in-
dustry, the universities and others this morning.

Now, we have had at least one very clear example that we are
all familiar with, it is notorious, where real harm was done, and
that is in the case of EPQO, the Amgen product, the importation into
the United States of which was aﬁowed, even though it was made
with a process that itself was known utilizing a patented host cell.
That was allowed.

Mr. MARSH. May I respond to that?

Mr. BOUCHER. Yes. I would like to ask you specifically why you
believe that we don’t have a problem in our law when that was spe-
cifically allowed.

Mr. MARsH. I believe in many circumstances the Patent Office is
issuing process patent claims in the biotechnology industry as well
as in other industries and other technologies. It is my information
and belief, and I could stand corrected—I believe Mr. Allegretti
could probably provide this information to this committee today, as
to whether Amgen currently has pending process claims in the Pat-
ent and Trademark Office. My belief, or my information—I may be
wrong on this, but I believe he could correct this very quickly—is
that those process claims may be tied up in interference proceed-
ings with the question of is someone else the proper inventor of
those claims. I am not sure of that. ,

But I do know that in other areas the Patent Office, when look-
ing at particular claims does, in fact, consider them nonobvious in
many cases. I think if they read the Pleuddemann decision and the
Dillon decision and apply that along with the Mancy decision we
have a very workable system in the present state of the law that
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says that if you have a new material and you use that material,
or even make that material by a process, that the Patent Office
should not be applying In re Durden in a rote manner, but should
be looking at the process in light of the starting or ending material
and deciding whether the process as a whole is inventive.

Mr. BOUCHER. Well, you heard this morning Commissioner
Manbeck indicate that he feels that he has no alternative but to
apply the law as announced in the Durden case. He also said that
the Pleuddemann case, and this is on advice of his counsel, does
nothing to clarify the situation; that, in fact, it perhaps makes it
worse; and that there is such uncertainty at the present time that
the biotechnology industry cannot have the confidence that its proc-
ess patent claims in these circumstances are going to go forward.
That much is very clear.

And I find it difficult in the face of all of that, practical obstacle
though it may be, that you can sit here this morning and tell us
that there is no problem to which we should respond. I would just
respectfully differ with you. I think that perhaps you misperceive
the role of the Congress. At a time when an administrative agency
says that there is an enormous amount of legal uncertainty and
Congress very readily can correct that uncertainty and create a
smooth flowing process for people who need this patent protection,
I, for one, think we have an obligation to do it.

You are certainly entitled to your opinion to the contrary. But I
think if we adopt your course of action it could be years of expen-
sive litigation with no guarantee that at the end of that we are
going to arrive at the proper result. We know we can arrive at the
proper result if we simply pass this bill.

Let me just mention one or two other items, and I will try not
to prolong this, Mr. Chairman. You had indicated that, perhaps—
I guess it was Mr. Chisum indicated that if there is some overzeal-
ous application of the Durden decision that the Patent and Trade-
mark Office can take care of that on its own. But I would suggest
to you that if the lawyers at the Patent and Trademark Office say
that they have to follow that decision their application of it is not
overzealous. That is simply what the law requires. And, obviously,
they again this morning have told us that they have no choice. This
is something they simply have to do. So, I wouldn’t characterize it
as overzealous. It is an application they feel is required by the law
as announced by the court of appeals in the Durden decision.

Second, you had indicated that there might be some problem in
creating a precedent if we passed this bill, and that in doing that
we might undermine the confidence in existing patents. I fail to see
how that could happen. Because there is nothing in this legislation
that would take away a right that a current patentholder enjoys.
We are adding rights through this measure. We are in no sense
taking them away. So I fail to see how we could be undermining
the confidence in existing patents by passing this measure.

By the way, if you want to respond to any of this you are wel-
come to do it.

Now, let me see if I can take a shot at responding to your exam-
ple with the saw. As I understand your hypothetical, the use of
that saw to cut down trees, if our bill were to pass, would then give
someone—I| guess the patentholder on the saw—the opportunity to
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exercise an infringement action against a seller of the trees or
maybe even somebody who bought the trees.

I would suggest to you, and I would like your response to this,
that if you fear that under the passage of this bill, that same thing
could probably happen today, and the reason is that under the
Pleuddemann case anytime the subject of the patent is a use, as
opposed to a manufacture, and in the case of the saw it clearl
would be a use, then a patent infringement action could lie. And,
so if you are afraid that that would happen under the terms of H.R.
1417, why are you not fearful that that would happen under the
current law as announced in the Pleuddemann decision? Clearly a
use of the product being contemplated in your example.

I will stop with those questions, and if you care to respond, I
would be happy to hear your response.

Mr. HUGHES. Mr. Chisum.

Mr. CHISUM. Certainly. I think your first point had to do with
the PTO, if they say their lawyers tell them that they are bound
by the Durden decision and there is only one interpretation of the
Durden decision. I have spent many years teaching law and I know
that how to interpret cases is not always crystaf clear and cases
do not always dictate their own interpretation.

Second, in terms of the PTO I really would cite a specific in-
stance. A few years ago a case came up called In re Bond. It dealt
with a technical matter like the interpretation of so-called means
plus function limitations. The Patent Office viewed that decision as
creating a serious administrative problem for them and took the
very convenient position, frankly, that that was inconsistent with
prior cases and they were not going to follow it, or they were not
ﬁoing to follow a certain interpretation. So the Patent Office knows

ow to interpret cases properly and to reconcile conflicts among
cases when they want to. And I cannot but speculate as to what
reasons they don’t want to in this instance.

The third has to do with your point about faith in the patent sys-
tem. Patents are very fragile things. Under our system of justice,
many times ultimately a patent is only worth something if a jury
in a case is willing to say that is a valid patent and it is in-
frin%ed—the right to trial by jury. And so the public very much di-
rectly participates in the patent system, and it indirectly partici-
pates by paying higher prices in some areas because patents are
issued on products. And they do so because they believe, I think,
that it is not only just, but that it furthers the development of the
useful arts and technology.

But I think if it is perceived that any special interest group or
industry is able to obtain exceptions or special provisions in the
patent law that will start a process of undermining public con-
fidence in our patent system.

I think your fourth hypothetical has some merit to it; that is, I
believe in some circumstances indeed that could happen today. But
the point is that under this new legislation there would, I think,
clearly be a proliferation of use claims. Eveéry patent attorney
worth his salt will always add on a whole series of method of use
and method of making claims even though the invention may be
quite clearly just a new machine or a product, and that prolifera-
tion of claims will make patents more difficult to interpret and
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easier to assert in a wider variety of circumstances. So I see that
that would be a problem today. I just feel that it would be worse
if we automatically and without examination validated into the
patents method-of-use and making claims.

Mr. BOUCHER. Well, I would only offer this insight or thought,
and that is, that I think we both agree that under the
Pleuddemann decision your hypothetical probably would be action-
able today. I think the reason it is not is that it is absurd. It is
such an outlandish hypothetical that no one would attempt to as-
sert a right in that sense because clearly that is not what the pat-
ent law is designed to address. :

I would take the position that it would not be made worse under
H.R. 1417 because clearly that remedy, if it could be enjoyed, could
be enjoyed even at the present time.

I think what it really comes down to is this. You tend to point,
the three of you, to absence of cases of demonstrable harm. I would
argue that EPO is a case of demonstrable harm, and there are
probably others. It is hard to find full evidence of all of the cases
where people simply have not sought a patent because they realize
it is Eoing to be denied in light of I re Durden. It is virtually im-
possible to collect that kind of evidence.

But I think the real harm isn't measured by that test. The real
harm is measured by the chilling effect that this uncertainty in the
law has on the willingness of biotech companies to make major re-
search and development investments. It is a research and develop-
ment intensive industry. Enormous sums of money have to be
spent at the outset in order to produce commercially acceptable
products. And, given this uncertainty in the law, the real harm is
the chilling effect that it has had on the willingness of companies
to make that level of investment.

That is why, Mr. Chairman, I think this subcommittee should act
to address the problem as it exists and view favorably the provi-
sions of H.R. 1417.

(II\'Iy thanks, Mr. Chairman, to these witnesses for their testimony
today.

Mr. HUGHES. Thank you. Let me take you back, if I might, to
your statement, Professor Chisum, that the Patent and Trademark
Office could resolve this easily internally, either administratively or
otherwise, by their interpretations, anc{ your suggestion that actu-
ally by way of precedent the PTO should be looking at the earlier
decision in the event of a conflict, not the later decision. That
would suggest that they should be looking to Mancy, not to Durden.
Is that basically what you are saying?

Mr. CHisUM. That is correct.

Mr. HuGHES. OK.

Mr. CHisuMm. If they perceive a conflict, the court of appeals has
been very clear, they should follow the——

Mr. HUGHES. I know you indicated that you could only speculate
as to why they haven’t done that. Why don’t you speculate for me?

Mr. CHisuM. I shouldn’t have said that. I should have said I can’t
even speculate.

Mr. HUGHES. I would be interested in knowing, you know, why

ou think if they have this ability, and I have to believe that they
iave the best of legal advice available to them, if they have an out
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by just a matter of interpretation and by using precedent, which
they have used in the past, as you have indicated, when they find
it convenient, why they haven’t done so.

Mr. CHIsUM. Well, grst of all, Mr. Chairman, I can’t speak offi-
cially on behalf of the AIPLA in that kind of speculation.

Mr. HUGHES. We agree with that.

Mr. CHISUM. But certainly if this were enacted, there is an eas-
ing of some administrative burdens upon the Patent and Trade-
mark Office. Certain types of claims would simply now not even
have to be thought about. They would simply be rubber stamped.
And so for a certain category of claims they would be relieved of
the administrative burden and the expense.

We are very sympathetic with the Patent and Trademark Office.
We believe in a strong patent system. We believe in an effective ex-
amination system and high quality patents, and we think there are
other solutions to the problem. But one possible speculation may be
that this is administratively easy to deal with, to administer.

Mr. HUGHES. Mr. Marsh, what do you have to say about that?

Mr. MARSH. Again, I am speculating. I am speculating on my
personal behalf at this point. But I agree with Professor Chisum
on this point. That it appears to the Patent and Trademark Office
to be a very efficient way of handling these process claims without
further examination. They can look at the starting material, decide
that is patentable, and then any claims that just assert that as an
element, whether they are in the same patent or in a divisional
case, can get passed on through, in essence, leaving it for the
courts.

I think there is a great deal of momentum behind this bill, and
its very broad ranging aspect is something that creates the momen-
tum and encourages the administration, I think.

Mr. HUGHES. H.R. 1417 waives the nonobvious requirement for
processes of making or using patentable products. The undesirable
result flowing from the bill, as cited in your testimony, seems to
arise from the “using” branch of the bill.

Suppose the bill were limited to making processes, would that
address the concern? Anybody?

Mr. MARsSH. I will respond to that. I don’t believe that I see a
major difference between the concepts of making or using. I think
the issue relates to the patentability of the process in light of either
the starting or the ending material, and I think they should be ad-
dressed somewhat similarly. My concern would be, if we perceive
Durden in its very, very narrow holding to be a problem, that we
need to somehow merely excise the reliance on Durden in that nar-
row holding and applying it in cases where it doesn’t apply. I think
that is what we need, rather than an extremely broad ranging bill
such as H.R. 1417.

And I do not advocate doing this merely for the biotech or any
other particular industry. But I believe what we need to do is use
a scalpel in dealing with this problem, rather than using a sledge-
hammer where we don’t know what the results will be.

Mr. HUuGHES. How would we fix it? I mean, you have got to con-
cede there is a problem. There is a problem. I mean, your remedy
is a little different than is proposed in the bill. Your remedy is they
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can fix it, you know, within the agency. All they have to do is ad-
ministratively decide to fix it. :

Work under the assumption that they are not prepared to do
that. How would we fix it? How can we do that, then, surgically,
as opposed to usin%]a sledgehammer, as you su%’gest?

Mr. MARsH. We have explored in IPO and other groups methods
of doing this. Unfortunately, as we come up with a process or a
way of doing it, we raise other problems, downstream problems
that we say we need to back away from at this particular point in
time.

One suggestion has been the 271(g) route to address the particu-
lar problem that is coming up here. I have some problems with
that myself, because what we are doing is extending protection be-
yond a gap of defined examined process claims if we follow that
suggestion. I would prefer, personally, to see if there are going to
be amendments, and if Congress feels the need to direct action by
the agency now, that they direct it not to rely on Durden. That
they remove that particular holding, rather than taking a very,
very broad, new approach to the problem.

Mr. HUGHES. I am going to have to interrupt you because I have
got about 4 minutes to catch that vote. I do have some other ques-
tions and I would rather, I think, come back.

We will stand in recess for about 10 minutes.

[Recess.]

Mr. HUGHES. The subcommittee will come to order.

Let me take you back, if I might, to your suggestion and testi-
mony that PTO could internally resolve any problems. I think we
left off by my asking what are the alternatives. Suppose PTO,
which is their right, decides they don’t want to do that for one rea-
son or another, regardless of what you miﬁht speculate is the rea-
son. We have a responsibility to ensure that we have a balanced
system and that the creators of property of all kinds, whether bio-
technology or whatever, are assured that their property rights are
protected for a limited term. What is Congress to do? When does
Congress step in?

Mr. MARSH. Mr. Hughes, right before the break you had asked
me how I would surgically address this problem, and then we took
the break. I feel that if the PTO is not going to properly address
the situation I think it is the role of Congress then to specifically
direct them to handle it in a balanced manner.

There were suggestions about amending 271(g) to take care of
the importation problems.

Mr. HUGHES. Which you don’t like.

Mr. MARsH. I don’t like that. This is not an IPO position that I
am going to suggest. This is a personal position, but I think it was
picked up in someone else’s statement, that it was suggested. And
that is that section 103, in fact, be amended to overrule the Durden
decision by incorporating essentially the language out of the Dillon
decision that said Durden was not applicable. I would suggest that
if this or similar—it-has to be fine tuned. We have to be very care-
ful about what we do: But I would prefer to amend 103 to say a
process or method claim wherein an essential element is a composi-
tion of matter otherwise patentable to the applicant shall not be
deemed to be unpatentable merely because tﬁe claim reads “on a
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known process or combination of steps but shall be examined as a
whole,” giving consideration to the specific nature of the process or
method and the fact that new or otherwise patentable materials
are used or result from the process or method.

I think that clearly would overturn the Durden decision, and I
think it codifies the basic premise of our patent laws which is that
we reward patent claims that are carefully examined and deter-
mined to be patentable and to be clear and unambiguous and defin-
able after we have determined that there is an invention that they
relate to. I think that this type of an amendment, and again, it is
imprecise, and I don’t think it has seen the type of careful consider-
ation by industry, by the bar, or by others, but I think it is one
approach that could be taken that directly attacks the
misapplication of Durden by the Patent and Trademark Office
without changing drastically the law. And I would prefer to do it
that way, myself.

Mr. HUGHES. Mr. Weilacher, I know that this is going to be un-
fair because you probably haven’t examined this. But what is your
initial reaction to this? )

Mr. WEILACHER. Well, Mr. Chairman, I can’t speak for ABA Pat-
ent Section because we only have limited blanket authority.

Mr. HuGHES. I understand. No, I want your personal reaction to
it.

Mr. WEILACHER. I think that from what I have heard it does
sound like an interesting approach to take because of the problems
that we see with granting unexamined process claims just auto-
matically. I think tﬂs focuses the examiner back on his role, which
is to examine in accordance with the court decisions. And I think
that this language or language which would give him some guide-
lines to examine his patent applications consistent with what the
courts have said, it would be helpful for the examiner.

Mr. HUGHES. Professor Chisum.

Mr. CHIsUM. Well, first, to start with, Mr. Chairman, I, with all
due respect, do not believe there is a serious problem here in need
of a solution. I am also a strong believer in not having legislation
if it is not shown to be needed, particularly in the patent field.

Mr. HUGHES. Professor, we do that all the time.

[Laughter.]
Mr. gHISUM. I can just state my view, Mr. Chairman.

But, in the patent system there may be peculiar problems. There
is a great deal at staie. The commercial interests are great. And
every time there is a new patent statute or new legislation or even
new administrative rules, there is a ripple effect through the pri-
vate sector. Legal opinions are given. I wish I had 10 cents on the
dollar for every legal expense that was occurred as a result of
something like the Process Patent Act. So there is always an ex-
pense from legislation, even if it is viewed as a necessary cure to
‘'some slight problem.

For example, to use an analogy, if you have a slight fever that
is bothering you a bit and will probably be over in 2 days, you don’t
take an antigiotic that will make your whole body ache for 3 weeks.
The solution is way out of joint. .

Mr. HUGHES. Let me rephrase the question. Let’s work on the as-
sumption that no fix is needed. Let me ask you if you will share
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with me and the committee the impact that the language advanced
by Mr. Marsh would have upon patent law?

Take your time. I realize it is kind of lenglthy.

Mr. CHISUM. Well, I am not sure it would have a great impact.
Because I am not sure it is that far off of what the current law is.
But it would certainly have an immediate impact for people who
would have to read it and figure out what it meant. I realize that
may sound like a slight point.

er-} HucHESs. It might be the lawyers’ full employment bill of
19917

Mr. CHisuM. That is correct. That is correct. So, if it is really not
needed and really does restate the law, and we don’t have a serious
problem, as I believe we do not, the Durden case has been blown
out of proportion by proponents of this legislation, then why do we
need a simple statement which on first reading seems close to re-
flecting what we believe to be the law.

Mr. HUGHES. All right. Any member of the panel, are you aware
of any other industry other than biotechnology where products are
imported from abroad that are made by a process which uses a ma-
terial patented in this country?

Mr. Marsh.

Mr. MARSH. Yes, I am. In the instance of cases where it may not
be a composition or a biotech composition. It may be equipment. It
may be a catalyst, and so forth. That is one of the—I mean, my
company 1is affected directly by that, and that is one of the prices
we pay for our patent system and our decisions over what to patent
in foreign countries,

Mr. HUGHES. Professor Chisum.

Mr. CHISUM. It is my understanding the proposal is to bar impor-
tation into the United States of unpatented products that are made
by—what?—machines or compositions of matter abroad? That
would be one more step, extending the philosophy of the process
patent legislation. I think when one gets into the area of the inter-
national impact of patent legislation at some point you have to
draw a line. I think in our statement we point out that at some
point we have to look to reciprocity and look to persuading other
countries to provide adequate patent protection within their bor-
ders. I think there is only so far you can %0 in tracing back in time
patent rights and extending them indirectly abroad.

So my personal view would be that we should very carefully con-
sider the international trade implications and other aspects of ex-
tending our patent systems that far.

Mr. HuGHES. Do you know offhand when the patent application
was filed for Amgen whether they applied for a process patent?

Mr. CHisuM. Do I, personally?

Mr. HUGHES. Yes.

Mr. CHISUM. I believe they did. I believe, and this is just by
memory. I had one occasion, and I don’t remember what the occa-
sion was, I was aware, and maybe it is described in the Amgen v.
Chugai litigation, that indeed Amgen did have claims, method-of-
use-type claims using the host cells to produce EPQ. They were 1
think initially rejected. I don’t believe they were finally rejected
and are subjected to even appeals. A patent was issued. But there
are well-recognized procedures to continue to seek those claims,
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and it is our understanding that indeed claims to methods of using
host cells have been allowed to Amgen. They have not issued be-
cause of a pending interference over who was the first inventor.
But the method of use claims were sought and they have been al-
lowed by the Patent Office.

Mr. HUGHES. What, in [\e/our judgment, Mr. Weilacher—or Mr.
Marsh—is the holding of Pleuddemann?

Mr. WEILACHER. I think it says that method of using a novel
composition are patentable. I was glad to hear the Commissioner
say that he wants to follow decisions of the court of appeals be-
cause I think that some of the examiners at least are not following
that decision, and I think if they would follow that decision at least
some of these problems could be overcome. And I think if they were
looking at the Durden decision and reading the Durden decision
carefully they would see that it was a very, very narrow holding.
I think a part of the problem is that the Patent Office is using
Durden broadly and ignoring Pleuddemann.

Mr. HUGHES. All right. Well, thank you very much.

I have some additional questions, but, unfortunately, I need to go
to the floor. I would like to, if I might, direct some additional writ-
ten questions to you, reserve that right, and the record will remain
open for purposes of securing responses. Would 2 weeks be suffi-
cient time?

[A chorus of yes.]

[The information appears in the appendixes.]

Mr. HUGHES. Thank you very much.

The panel has been very helpful. We thank you. And that con-
pludesdthe hearing for today and the subcommittee stands ad-
journed.

[Whereupon, at 1:50 p.m., the subcommittee adjourned, to
reconvene subject to the call of the Chair.]
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APPENDIXES

APPENDIX 1—SERIES OF LETTERS (1-24) FRoM NUMEROUS UNIVERSITIES
Enporsing H.R. 1417, SuMrTTeD BY THE HON. RICK BOUCHER

THE STATE UNIVERSITY

e RUTGERS

—————— e .

President New Brunswick » New Jersey 08903 908/932-7454

June 6, 1991

The Honorable Rick Boucher

The Honorable Carlos J. Moorhead
405 Cannon House Office Building
Washington, D.C. 20515

Dear Congressmen Boucher and Moorhead:

Rutgers, The State University of New Jersey
welcomes this opportunity to comment on HR 1417 and S 654, which would amend Title 35 of
the U.S. code with respect to patents on certain processes.

Rutgers is of the opinion that this legislation
would correct current law which enables foreign manufacturers to export to the U.S. without
license products of biotechnology that are fabricated using parts or processes patented in the
U.S. If those same products were produced in the U.S. rather than elsewhere, the American
manufacturer would have to be licensed or be charged with infringement. The proposed bill
will grant jurisdiction to the International Trade Commission to exclude foreign products made
using parts or processes patented in the U.S., closing the loophole through which foreign
competitors are able to market in the U.S. products that infringe American biotechnology
patents.

Moreover, by overruling In re Durden, which is
cited frequently for denial of process patents, and by permitting product-by-process claims for
items made using novel recombinant materials, HR 1417 and S 654 will encourage innovation
in biotechnology by diminishing concern of inventors and investors about patent protection.

HR 1417 and S 654 will stimulate conversion of discoveries to process patents by universities,
and it will provide the U.S. biotechnology industry opportunity to compete as an equal with its
Japanese and European competitors. Moreover, as presently constituted, the benefits of

HR 1417 and S 654 would not be limited to innovation in biotechnology but would accrue to
all process-related inventions.

(137)
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The proposed legislation addresses questions of
. Special interest to Rutgers, which has a record of support of legislation protective of intellectual
property in general, and of university/industry interactions in particular. HR 1417 and S 654
will help perpetuate U.S. preeminence in biotechnology and related fields that offer promise for
solution of many of the world’s problems, including pollution, disease, energy, and hunger.

Sincerely,

Francis L. Lawrence
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Letter 2

é‘@ E|
:a @

The President

June 14, 1991

Congressman Rick Boucher
405 Cannon House Office Building
Washington, DC 20515-4609

Dear Congressman Boucher:

Thank .you for providing an opportunity to comment on your
Bill, H.R. 1417, the "Biotechnology Patent Protection Act of
1991". We are pleased to support your efforts to bring the U.S.
Patent laws into alignment with the patent laws of other nations
and to provide an environment conducive to the most effective
development of new technology. Not only will this benefit
existing industry but it will also promote the development of
new, start-up businesses in the United States.

Brown University believes strongly in its responsibility to
bring the scientific discoveries of its faculty and researchers
into the broadest possible use for the benefit of the general
public. We recognize that an essential component of the
commercialization process is a strong patent position which will
allow companies licensed by Brown, and other universities, to
make the substantial investments needed to bring a new product to
market. In the emerging business of biotechnology and the
medical applications of biotechnology these concerns are
particularly important. We believe that your Bill will enhance
the transfer of technology into the market place, contribute to
the growth of U.S. industry, and, in general, improve the
econonmy .

Your leadership on this issue is to be congratulated.
Sincerely,

Vode G

Vartan Gregorian
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vice Presigent for Research Wayne State University
Dean of the Gtaauate Schoot Detrot. Micrugon 48202
Tetepnone (313) 577-5600

Lecter 3

June 18, 1991

The Honorable Rick Boucher

U.S. House of Representatives
405 Cannon House Office Building
Washington, D.C. 20515

Dear Congressman Boucher:

Thank you for atfording me the opportunity to share my views regarding H.R. 3857, the
Biotechnology Patent Protection Act. Wayne State University is a supporter of this
measure. From a national perspective, the bill is imponant as Biotechnology is one of
only a handful of key, emerging industries in which the U.S. holds a clear, competitive
advantage.

From a more parochial perspective, it is very important for institutions such as WSU to
have strong patent protection. A significant parcentage of the invention disclosures
from University research are based on the new biological technologies.  Stronger
patent protection would increase the potential value of University assets.

Based on the above-mentioned reasons, § would like to again reiterate my support for
your legislation. If ever | can be of assistance, please don't hesitate to call.

Sincerely,

Garrett T. Heberiein, Ph.D.
Vice President for Research
and Dean of the Graduate School
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The University of Texas
Health Science Center at Houston

Letter 4 =L

Thomas F. Burks, Ph.D. = P.0. Box 20006
Executive Vice President p— Houston, Texas 77225
Office of Research and Academic Affairs et (713) 7924875

May 21, 1991

The Honorable Rick Boucher
Chairman

Subcommittee on Science
Committee on Science, Space and

Technology
400 cannon House Office Building
u.s. of Repr atives

Washington, D.C. 20515

RE: H.R. 3957, the Biotechnology
Patent Protection Act of 1990

Dear Chairman Boucher:

The University of Texas Health Science Center at Houston is
engaged in research activities that encompass the field of
biotechnology as well as other diverse fields in the medical
sciences. One of the goals of the Health Science Center is to
transfer the inventions generated from our research to the public
as quickly and as economically as possible.

In furtherance of this goal the Health Science Center supports
strong intellectual property law protection for innovations in all
areas of science including biotechnology. H.R. 3957 would close a
loophole in the trade law that currently permits unfair importation
of biotechnology-derived products. t eaxtending the
International Trade Commission's jur;sdiction to protect a patent
owner's rights against importation of an identical drug that is
produced in a foreign country. It is a disincentive to American
companies to allow foreign competitors legally to export to the
U.S. biotechnology products utilizing components patented in the
U.S., when those prod , ir opr d in the U.S., would
constitute patent infringement.

University-based inventions are licensed to U.S. corporations,
who in turn expend large sums of capital bringing the invention to
the marketplace. If these corporations do not have adeguate patent
protection in the biotechnology field they will not be willing to
invest the capital and time required to bring the biotechnology
products to the marketplace. Thus the American public will not
benefit from these university-based inventions.

[} Texas Medical Center
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The Honorable Rick Boucher May 21, 1991

It is our belief that this legislation is in the best interest
of university-based science, the biotechnology industry, and the
public at large. The University of Texas Health Science Center at
Houston supports the passage of H.R. 3975, the Biotechnology Patent

Protection Act of 1990. %

Thomas F. Burks, Ph.D.
Executive Vice President
Research and Academic Affairs

Js/sft
x¢c: M. David Low, M.D., Ph.D.
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Letter 5 A LAND.GRANT UNIVERSITY

VIRGINIA POLYTECHNIC INSTITUTE AND STATE UNIVERSITY

Blackiburg, Virginie 240610131
OFFICE OF THE PRESIDENT (703) 2316281

May 22, 1991 .
sy \ﬁ

Cunsl Rick B h
Congressman Carlos J. Moorhead
Members of Congress

Congress of the United States
House of Representatives
Washington, D.C. 20515

Dear Congressmen Boucher & Moorhead:

Thank you for informing me of your continuing efforts to strengthen
our capabilities 1. develop and support new lechnologues Your bill to
modernize patent iaws to support such develop is wel d by
Virginia Tech. Currently we receive nearly 100 inteilectual properties
disclosures yearly and pursue patent protection on a large number of these
properties.

A number of small companies have developed near the university
and several of these involve biotechnology processes. We also license
some of our inventions to larger U.S. firms.

It is obviously to the university's advantage to have a legal
atmosphere that protects our industry partners from unfair or
inappropriate competition on the international market - both at home and
elsewhere. Your bill addresses several of the key elements in this area
and we support your continued strong leadership.

Thank you both for your efforts and recognition of our needs.

Sincerely,

JDM/gsw
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Ottice of the Chanceilor
. . 105 Jesse Hal

b n 652
UNIVERSITY OF MISSOURI-COLUMBIA s 4y 2,387
Letter ¢
May 15, 1991
The Honorabte Rick Boucher

The Honorable Carlos J. Moorhead
The United States

House-of Representatives

405 Cannon House Office Building
Washington, DC 20515

Dear Representatives Boucher and Moorhead:

| am happy to comment on H.R. 1417, the "Bictechnology Patent Protection Act
of 1991, which you and your colleagues have recently introduced. Although brief, this
proposed amendment focuses on an important issue of current patent policy and, if
enacted, would p further development of U.S. biotechnology. We are pleased to
give it our strong support.

In our view, the proposed legislation would protect more effectively the entire
inventive effort , from starting material to final product, and would create additional
incentiva for investigators and industry to exploit biotechnological breakthroughs for the
benefit of society.

in supporting this legislation, we join our colleagues in the American Associate of
Universities, the American Council on Education, and the National Association of State-
Universities and Land-grant Colleges.
Sincerely,
e ol
C-t-C;....N’W -~

Haskell Monroe
Chancellor

HM:ek
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A%
WINCCHARLOTTE

The University of North Carolina at Charlotte
Charlotte, N.C. 28223

Letter 7

Office of the Chancellor
704/547-2201

May 14, 1991 .

The Honorable Rick Boucher
House of Representatives
405 Cannon Office Building
Washington, D. C. 20515

Dear Congressman Boucher:

Thank you for your letter of April 29, inviting The University of North
Carolina at Charlotte to comment on H.R. 3957, the "Biotechnology Patent
Protection Act of 1990." 1 write in strong support of that bill.

The University endorses the specific points made by Sheldon E. Steinbach,
Vice President and General Counsel of the American Council on Education, in his
April 4, 1990, letter to Chairman Kastenmeier and enclosed in your letter of
April 29. Our experience at The University of North Carolina at Charlotte is a
clear demonstration of the soundness and accuracy of Mr. Steinbach’s arguments.

The University of North Carolinma at Charlotte is a public comprehensive
University with approximately 14,000 students. The University has strong
undergraduate and graduate programs in engineering and the sciences. For the
last decade our annual research budget has been doubling, generally, every three
to four years and our current research budget is well over $6 million. During
the present fiscal year, thanks to a very active faculty in engineering and the
sciences, the University secured its first three United States patents, and is
actively pursuing interest in the private sector in finding commercial
applications for those patents and a number of other inventions not yet patented.
Thus in a relatively short time compared to other universities, we have gained
a great deal of experience in marketing and licensing University inventions.
That experience tells us that without strong patent protection for university
inventions, it is extremely difficult, if not impossible, to interest private
entities having appropriate manufacturing, production and marketing capabilities
in commercializing our inventions.
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The Honorable Rick Boucher
May 14, 1991
Page 2

Obviously, current law eliminates the incentive of such commercial entities
to develop certain biotechnology products. We believe that strengthened patent
protection for inventions in the biotechnology field will greatly assist this
University and all other universities in obtaining commercial interest in
university inventions, and will thus help the public to benefit from the results
of University research. Based on our experience, we support H.R. 3957.

Sincerely, /
J. H. Woodward
Chancellor

JHW/be

cc:  Mr. Sheldon E. Steinbach
American Council on Education

HeinOnline -- 1 An Act to Amend Title 35, United States Code, with Respect to Patents on Biotechnological Processes, Pub. L.
No0.104-41, 109 Stat. 351 146 1995



147

JAUM!

AUBURN UNIVERSITY AT MONTGOMERY
Office of the Chancellor

Letter 8

May 13, 1991

The Honorable Rick Boucher

U. S. House of Representatives
405 Cannon House Office Building
Washington, DC 20515

The Honorable Carlos J. Moorhead
U. S. House of Representatives
2346 Rayburn House Office Building
Washington, DC 20515

Dear Congressmen Boucher and Moorhead:

Your letter of April 29, 1991, concerning H.R. 3957, the
Biotechnology Patent Protection Act of 1990, was appreciated.
After reviewing a synopsis of the bill, the letter from Sheldon E.
Steinbach of the American Council on Bducation, and realizing
that the bill is supported by three other important education
assocxatxons, I am in favor of passage of this bill. It is
apparently in the best long-range interest of higher education
for such legislation to be enacted.

If I can provide further information regarding this matter,
feel free to contact me.

- - Sincerely,

A (v C(J(I“""“‘

ames O. Williams
Chancellor

JOW:sc

cc: Dr. James T. Kenny

7300 University Drive _ Montgomery, Alabama 36117-35%
12051 244-3602 ATTNet 240-3602 FAX (205) 244-3762
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Letter 9

UNIVERSITY
OF KENTUCKY Office of the Presiden

) 104 Administration Buildir.
University of Kentuci

Lexington, Kentucky 40506-003

606-257-1701: FAX 606-257-17¢

May 23, 1991

The Honorable Rick Boucher. Chairman
Subcommittee on Science

Committee on Science. Space and Technology
House of Representatives

405 Cannon House Office Building
Washington, D.C. 20515

Re: Biotechnology Patent Protection Act of 1990
Dear Chairman Boucher:

1 am writing in support of the Biotechnology Patent Protection Act.
As president of a university with biotechnology related research
programs. I teel that the Biotechnology Patent Protection Act will
benefit both the University of Kentucky. the broader research
university community and society.

As was pointed out in the American Council on Education's statement
relating to H.R. 3957, the Biotechnology Patent Protection Act of
1990, universities are not organized to manufacture, preoduce or
market patentable inventions. However. adeguate patent protection
assists universities in attracting industrial sponsors willing to
invest substantial resources in bringing early stage biotechnology
from the university setting to the market. where those biotechnology
products can benefit the public. Conversely, without adeguate
) patent protection companies are less likely to invest capital in

. . bringing universitv inventions to market and society is denied the

benetits of those products.

‘I appreciate this opportunity to support the Biotechnologvy Patent
- Protection Act.

Very truly }outs.

ChEFles T. Wethington,/Jr.
President

CTW/bpi
00020825

An Equai Quportumity Uriserse:
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Letter 10 gm

Cklahoma State University STILWATER, OKLAHOMA 74078.0001
405-744-6384

3 FA
OFFICE OF THE PRESIDENT 4057446285 (FAX)

May 23, 1991

The Honorable Rick Boucher

U. S. House of Representatives
405 Cannon House Office Building
Washington, D. C. 20515

Re: H.R. 3957, the Biotechnology
Patent Protection Act of 1990

Dear Representative Boucher:

Please be assured that Oklahoma State University is committed to excellence in
the classroom and in the laboratory. The quality of life we enjoy and seek to leave as a
legacy is based on the creativity and ingenuity of this nation's scientists, and on the
ability of business and industry to successfully market and commercialize new
inventions. If our nation is to remain a business and economic leader, it is imperative
that we maximize the use of all available resources — both human and industrial.

I strongly support the H.R. 3957 legislation introduced by you, Representative
Moorhead, and Senators DeConcini and Hatch, which will change the patent law to
minimize unfair foreign competition and to broaden protection for patented production
processes. This legislation will serve as an incentive for scientists associated with the
academe, as well as greatly benefit the short- and long-term interest of business and
industry.

Thank you for sponsoring this important legislation.

Sincerely,

(3

John R. Campbell
President

cc:  Dr. Tom Collins
Dr. Norman Durham
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Letter 11

TEXAS A&M UNIVERSITY
COLLEGE STATION. TEXAS 77843.1248

1409) 8454016
Provost and Viee President
for Acucdemie Affairs .
E. Dean Gage 24 May 1991

The Honorable Rich Boucher
House of Representatives
Washington, D.C. 20515

Dear Mr. Boucher:

We appreciate your April 29, 1991 letter to William H. Mobley, President, Texas A&M
University, soliciting our views on H.R. 3957, “A Bill to Amend 'l"nle 35, U.S. Code, with
Respect to Patents on Certain Processes.”

We note the endorsement of the Legislation provided by the American Council on
Education and we concur with Sheldon Steinbach’s comments m his letter to Committee

Chairman Kastenmeier. In addition, however, our more di in the of
theBll]msumula!edbythefactthaxTexasA&Mhua ber of intell
d by both product and p P whlchlhzblllwmlldpmtectfmm

unfair foreign competition by Japam and Eumpan drug companies.

We strongly support H.R. 3957 and urge you to secure enactment of the bill.

Sincerely,

E. Dean
Provost and Vice President
for Academic Affairs
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TEXAS TECH UNIVERSITY
TEXAS TECH UNIVERSITY HEALTH SCIENCES CENTER
Ofice of the President
Lubbock, TX 79409-2013

(806) 742-2121
FAX (806) 742-2138

Letter 12
May 30, 1991

The Honorable Rick Boucher

Chairman

Subcommittee on Science

Committee on Science, Space and Technology
400 Cannon House Office Building

U. S. House of Representatives

Washington, D.C. 20515

RE: H.R. 3957, the Biotechnology
Patent Protection Act of 1990

Dear Chairman Boucher:

Texas Tech University is engaged in research that encompasses
biotechnology as well as other diverse fields in the sciences and engineering.
One of the goals of the University is to transfer the technology generated
from our research to the public sector as quickly and as economically as
possible. :

In furtherance of this goal, Texas Tech University supports strong
intellectual property law protection for inventions in all areas of science
including biotechnology. H.R. 3957 would close a loophole in the trade law
that currently permits unfair importation of certain biotechnology-derived
products. We support extending the International Trade Commission’s
jurisdiction so it can protect a patent owner’s rights against importation of an
identical product that is produced in a foreign country. It is a disincentive to
American companies to allow foreign competitors to legally export to this
country biotechnology products which utilize components patented in the
U.S., when those same products, if produced in the U.S., would constitute
patent infringement.

Affirmative Action institutions
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The Honorable Rick Boucher
May 30, 1991
Page 2

University-based inventions are licensed to U.S. corporations, who in
turn expend large sums of capital bringing the invention to the marketplace.
If these corporations do not have adequate patent protection in the
biotechnology field they will not be willing to invest the capital and time
required to bring the biotechnology products to the marketplace. Thus,
neither the University nor the American public will benefit from these
university-based inventions.

It is our beiief that this legisiation is in the best interest of university-
based science, the biotechnology industry, and the public at large. For this
reason, Texas Tech University supports the passage of H.R. 3975, the
Biotechnology Patent Protection Act of 1990.

Sincerely,

obert W. Lawless
President
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Letter 13

UNIVERSITY OF FLORIDA

Jouw V. LoMmannr May 31, 1991

The Honorable Carlos J. Moorhead
Member of Congress

The Honorable Rick Boucher

Member of Congress

United States House of Representatives
405 Cannon House Office Building
Washington, D.C. 20515

Dear Mr. Moorhead and Mr. Boucher:

As a major research university with a strong interest in technology
transfer, the Unfversity of Florida is supportive of all measures to
strengthen the Unfted States patent system. The Biotechnology Patent
Protection Act of 1991 will close a loophole in the trade law that
currently permits unfair importation of bfotechnology-derived products.
Currently, 1f a company cannot produce a drug in the United States because
someone else holds a patent on the technology, the company can move the
production offshore and then legally import it. The legislation's bene-
fits would primarily assist biotechnology patents, but the benefits would
accrue to 3ll process-related inventions. Therefore, the University of
Florida supports the proposed legislation.

We are also concerned about the rising cost to file and prosecute
documents within the United States Patent and Trademark Office. Recently,
all fees increased over 50%. Although such increases may be affordable to
large industry, increases dramatically affect single inventors, small
businesses, and universities. We understand there is continued discussion
to increase these fees again. As you know, encouraging universities to
patert and license the inventions resulting from federally-sponsored re-
search {5 a gsositive federal pelicy. Raising the patent fees of not-for-
profit institutions, such as universities, would work against this policy.

We appreciate the opportunity to comment on proposed legislation
affecting universities and technology transfer.

Sincerely yours,

cc: Or. Donald R. Price

226 Traesr Hall. Ga mLe, Fr A. 32611 1311
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Letter 14

THE UNIVERSITY OF WYOMING ~
LARAMIE. WYOMING 82071 :

OFFICE OF THE PRESIDENT
307 7664121

May 31, 1991

The Honorable Rick Boucher

U.S. House of Representatives
405 Cannon House Office Building
Washington, DC 20515

Dear Representative Boucher:

Thank you very much for your letter of April 29 with Representative
Moorhead concerning you recently introduced "Biotechnology Patent Protection
Act of 1991", H.R. 1417. Thank you also for providing me with a copy of the
Bill as introduced on March 13, 1991 by you and Representative Moorhead.

The University of Wyoming is strongly supportive of H.R. 1417. We
believe that your Bill will serve to protect the vital interests of the
biochemical, molecular biological, and biotechnology segments of American
universities as well as the legitimate interests of American corporations and
American consumers.

I will shortly draft a letter to Representative Craig Thomas (R-Wy)
urging his support for H.R. 1417.

Sincerely,

=z /4

President
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CASE WESTERN RESERVE UNIVERSITY - CLEVELAND, OHIO 4410«

Lecter 15

May 30, 1991

The Honorable Rick Boucher

The Honorable Carlos J. Moorhead
Members of Congress

House of Representatives
wWashington, D.C. 20515

Dear Messrs. Boucher and Moorhead:

I appreciated very much your keeping us informed
of your significant efforts in the patent field. It is
helpful to us to be aware of congressional deliberations
on this subject. Case Western Reserve University is a
research intensive institution, actively engaged in
seeking patents and commercializing research. In
particular, we are active in biomedical research, being
a member both of Ohio's Edison Biotechnology Center
(with several hospitals) in Cleveland, and the Animal
Biotechnology Center in Athens, Ohio.

Your general focus of strengthening patent law
is helpful to our efforts of bringing the benefits of
university technology to industry and the public. We
support that focus. Clearly, you are addressing the
priority issues in this field.

' Please call on us if we can ever provide detailed
testimony or background information.

Sincerely,

Presidg:ce 7

Office of the President
Adelbert Hall. Room 23
2040 Adelbert Road
{216] 368-4344
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THE UNIVERSITY OF TEXAS SYSTEM

601 COLORADO STREET AUSTIN, TEXAS 78701
Letter 16

Office of the Chancellor
June 7, 1991 (5{2)4{94200

The Honorable Rick Boucher

U.S. House of Representatives
405 Cannon House Office Building
Washington, D.C. 20515

Dear Congressman Boucher:

I am sorry for the delay in responding to your April 29, 1991,
letter soliciting views on legislation you have introduced to improve
the Nation's patent system. Your letter was not received in my office
until May 14, 1991. 1 immediately asked the General Counsel of The
University of Texas System to review your bill. His recommendation,
which I endorse, is to support HR 1417 (and S 654).

We agree that the bill will modernize the patent laws in a manner
that will facilitate the development of the biotechnology industry.
However, we also believe that the bill will provide a fundamental and
necessary change to insure that protection is available for both products
and processes in appropriate circumstances.

The University of Texas System is composed of eight general academic
institutions and six heaith related components. Research and protection
of the fruits thereof obviously are of major importance to all of our
component institutions, and HR 1417 is directly relevant to our
protection efforts. Not only do we encourage passage of this bill,
we also solicit your support in assuring that university research is
provided an exemption from patent infringement in the event that
legislation is enacted similar to the Patent Remedy Clarification
Act (seeking to eliminate states' sovereign immunity from patent
infringement) which was introduced in the last Congressional session
but was not passed. We believe that such an exemption is crucial
in precluding potentially harassing patent litigation that would
stymie research in the university community.

With best wishes,
Sincerely,

Havo ltark—

Hans Mark
Chancellor

HM:bb
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Un(i)\f'erSitY Letter 17
Delaware

OFFICE OF THE PRESIDENT 1302) ant-210)
NEWARK, DELAWARE 10716

May 30, 1991

The Honorable Rick Boucher

The Honorsble Carlos J. Moorhead
405 Camnon House Office Building
Washington, DC 20515

Dear Rep ives her and Moorhead:

Thank you for the information on HR 1417, the Biotechnology Patent
Protection Act of 1991. We have examined this bill in light of the University
of Delaware's patent activity and conclude that its enactment would
substantially improve the United Stataes patent system. Certain University
cases would certainly directly benefit from this amendment to Section 103,
Title 35. In view of the changing world market of the 1990s, we also see a
great advantage to bringing our patent lav into conformance with that of
Europe and Japan.

This legislation is clearly a positive step in improving our capability
to compete in technological innovation, and we are happy to offer our
endorsemant of this bill.

Rick, I hope that you are well. I am pleased that you remsin interested
in higher ed ion, as I in the most positive terms your assistance
and counsel during my tenure at Virginia Tech.

Sincerely,

David P. Rosalle
President

AN EQUAL OFPORTUNITY UNIVERSITY =
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HARVARD UNIVERSITY

OFFICE FOR TECHNOLOGY AND TRADEMARK LICENSING

b
4

Letter 18

June 11, 1991

The Honorable Rick Boucher

The Honorable Carlos J. Moorhead
Members of Congress

House of Representatives
Washington, D.C. 20515

Dear Congressmen Boucher and Moorhead:

I am writing in reply to your request for comments on the
Biotechnology Patent Protection Act of 1991 (HR 1417).

Harvard University has made a strong commitment to transferring
technology created as part of its research activities to industry so that
products can be developed which. hopefully, will have a positive impact
on the public welfare. In order to accomplish this objective, Havard
files a number of patent applications each year in the biotechnology
field.

As you can imagine. the patent applications we file are generally on
fairly basic innovations rather than fully developed products. In order
for companies to make the investment necessary to develop these
early-stage inventions into products, considerable risk of money and
effort is involved. For that risk to be worthwhile, the company must be
assured that the patents being licensed to them will provide adequate
protection against unlicensed competition.

The Biotechnology Patent Protection Act of 1991 will strengthen the
protection of inventions involving biotechnology processing from
infringement by foreign manufacturers -- something much to be
desired. The Bill would also bring U.S. patent law closer to the European
and Japanese law in this area. By reducing the uncertainty of the
enforceability of of biotechnology process patents in light of the Ip re
Durden, 763 F.2d 1406, decision. the Act should increase the willingness
of U.S. companies to invest in the development of products based on
biotechnology processes.

University Place * Fourth Floor South * 124 Mr. Auburn Streer ¢ Cambridge, MA 02138-5701
Telephone (617 495-3067 * Facsimile (617) 495-9568
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Congressmen Boucher and Moorhead
June 11, 1991
Page two

With the understanding that the Council on Governmental Relations is
working with the drafters to improve the clarity of the Act, Harvard is
pleased to add its voice to support the objectives of the Biotechnology

Protection Act of 1991.

yce Brinton
Director
cc: Robert Scout
John Shattuck
Daniel Steiner, Esq.
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Letter 19

Jus A Krevans MD Unmversity of Catiforrua. San Franeisco . A Health Scences Campus

Crancemor
SanFrancsco. CA 941430402 School of Dentstry
415/476.2401 Scrool of Megicane

The Researcn insttutes
June 10, 1991

The Honorable Rick Boucher

U.S. House of Representatives
405 Cannon House Office Building
Washington, D.C. 20515-0442

Dear Congressman Boucher:

[ write on behaif of the University of California, San Francisco, to express strong
support for H.R. 1417, the Biotechnology Patent Protection Act of 1991. The United
States, by virtue of the strengths of university- and government-based programs,
leads the world in basic research underlying the rapidly developing biotechnology
industry. Our nation’s young biotechnology industry is also the world's leader in the
development and manufacture of biotechnology products. However, while poised to
become a new. major force in both the national and global economies. our biotech-
nology industry struggles with serious disadvantages that threaten its growth and its
competitiveness. In parnicular, we believe that current U.S. patent and trade laws do
not provide strong enough protecuon to inventors who dcvclop novel applications of
biotechnology for health care, agricul and envir g

As vou know, piracy of intellectual property is an easy, virtually risk-free way for
foreign competitors to achieve competitive positions in the biotechnology market-
place. Unforwnately, weaknesses in U.S. patent law permit this to occur, erecting a
significant barrier to investment in the industry's intellectual, operational, and capital
needs. Closing existing loopholes in U.S. patent law will be an important step
toward strengthening our biotechnology industry. In particular, the law must protect
U.S. patent holders from importation of prod that ci their p In
addition. broadening coverage to include pr ion for p d production process-
es, as H.R. 1417 would do, would add much-needed. new protection. Without the
protection of H.R. 1417, U.S. industry will have to continue to struggle with serious
disincentives to investment.

HeinOnline -- 1 An Act to Amend Title 35, United States Code, with Respect to Patents on Biotechnological Processes, Pub. L.
No0.104-41, 109 Stat. 351 160 1995



161 -

Congressman Rick Boucher
June 10, 1991 ’
Page 2

Our nation’s universities will continue to provide the basic scientific discoveries that
enable the biotechnology industry to forge ahead with its development of new
processes, techniques and products for health care, agriculture, and environmental
~management. However, this young industry can only fuifill its promise if it receives
the support it needs from Congress to ensure that it can compete internationally on
a level playing field. HR. 1417, the Biotechnology Patent Protection Act of 1991, is
a major step in that direction, and we enthusiastically endorse it.

Sincerely,.

r
Julius R. Krévans, M.D. 1

cc:  Senior Vice Chancellor David J. Ramsay
Dean Joseph Martin
Dean Jere Goyan
Senator Dennis DeConcini
Senator Orrin Hatch
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Letter 20 UNIVERSITY OF VIRGINIA
CHARLOTTESVILLE
OFFICE OF THE PRESIDENT
May 29, 1991

The Honorable Frederick C. Boucher
United States House of Representatives
Cannon House Office Building
Washington, D.C. 20515

Dear Rick:

Thank you for soliciting our views on the proposed amendment to the patent
system. After having researchers, faculty, University patent office administrators, and
others consider H.R. 1417, the Biotechnology Patent Protection Act of 1991, I can assure
you of our support for this proposal. The contemplated change may cut the cost of patent
applications from the University, as well as prevent unfair competition from entities
outside the United States.

We need strong intellectual property protection for innovations in the
biotechnology area, and we support H.R. 1417 as important to establishing a positive,
uniform, government-wide patent procedure.

Sincerely,
Jo Casteen, II1

President

JTC:rg

MADISON HHALL PO BOX 9011 23080011 TITEPHONH (A04) 934187
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University of Illinois Office of the Chancellor

at Urbana-Champaign Swanlund Administration Building 217 333-6290
601 East John Street 217 244-4121 fax
Champaign, IL 61820

Letter 21

July 2, 1991

The Honcrable Rick Boucher

The Honorable Carlos J. Moorhead
congress of the United States
House of Representatives
Washington, D.C. 20515

Dear Representatives Boucher and Moorhead:

On behalf of the University of Illinois at Urbana~Champaign, I
am writing to endorse H.R. 1417, the Biotechnology Patent Protection
Act of 1991. 'misbillwillpravidefarcorsjsbmtatﬂfair
availability of patent protection for certain specific types of
process inventions which have heretofore been denied patent status
under the law. It will also kring U.S. law covering the
patentability of such processes mare in line with the laws of other
cauntries so that U.S. inventors of such processes and their
corparate developers are not placed at a competitive disadvantage.

The process inventions involved are cammonly found in
bictechnology. Comventional biotechnology methods are often applied
to newly discovered starting materials to produce existing drugs in
greater quantities or in purer form than had heretofare been possible
by classical isolation and purification techniques. Also,
conventional starting materials and conventional methods may produce
novel and patentable products. In our view, these specific types of
"conventicnal® processes should automatically be protected by U.S.
patent, so long as their novel counterpart products (either starting
materials or end products) are also determined to be patentable.

Such processes are already patentable urder Japanese and
Bxopean law. Failure to be able to patent them in the U.S.
undermines the value of these innovations to universities and to U.S.
industry, upon which universities are so dependent for
cammercialization. If universities carmot obtain adequate patent
pmtectimforthsepmcssa,howmnwelicasethentoindustry?
How can U.S. campanies make the substantial investments of resources
neededtocamerclahzecuramdmcmventwnswha\theu.s. patent
law places U.S. campanies at such a campetitive
Foreign campanies can legally avoid infringament of a U.S. patem:on
a novel starting material by taking it ocutside the U.S., making the
desired end product and exporting the erd product back into the U.s.

'mesitmatimseamn;lypossaverysermthreattoﬂxems.
biotechnology industry and wxllstiflerseardtarﬂdevelqmentof
new methods to make existing products more econamical. However, we
do not have first-hand experience as to how often the Patent Office
is actually refusing to issue patents on such processes, or how
difficult such a refusal is to overcame. To my knowledge, the
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The Honarable Rich Boucher

The Howrable Carlos J. Moorhead
July 2, 1991

Page Two

University of Illimois at Urbana-Champaign has not yet attempted to
patent these specific types of biotechnology processes and has
therefare, not yet been refused a patent. Nevertheless, we believe
that these specific types of processes should always be considered
patentable. That is not currently happening. Passage of this
legislation will once and far all remove the confusion and

It has been said that a legislative remedy is not necessary
because the patentability of such processes ultimately will be upheld
by the caxrts. However, in the meantime, waiting until the proper
-mssamhrux;htfamazﬂwillmlycmﬁm:ethepmblen We also do
mthehevemlve:sn:isqru.s.cmpamessrnndhavemfootme
expensive legal bills needed to demonstrate that such processes are
patentable. No one benefits fram an uncertain patent law.

We have also heard concern that the requirement that the process
amn'scc\mte:partmvelprocmctbemthesamepatentlstoo
restrictive. Upon review of the situation, we believe this
rst:lctlmlsthesmplstammamtopreventanappnmntﬁm
mfalrlyacterduagthelifeofhispatenﬂadpmductbyfihn;am
posecuting a separate application on the process of making it.
Nevertheless, there are other approaches to avoid such abuses, and we
would support alternative language to "having a single patent issue
on the application® should others deem that to be more appropriate.
WehaveheazdthattheAmencanIntellecbzalPrq:ertylawAssoclatlm
is considering making suggestions to this bill in this area.

In summary, on behalf of the University of Illinois at
Urbana-Champaign, Ierxiozseu\isleglslatimtoclarlfymrpatent
lav.y Incurv:.av,ltl.smthebst' of U.S. industry,

MAW:t1lf
c: S. O. Ikenberry
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Letter 22
e THE UNIVERSITY OF NEW MEXICO
g‘llﬂls 3 ALBLA ERQUE NEW MENCL #7 1 i1auun
A - “303 27T

N ~

FICE UF THE PRESIDENT

May 22, 1991

The Honorable Rick Boucher

The Honorable Carlos J. Moorhead
Members of Congress

House of Representatives
Washington, D. C. 20515

Dear Congressmen Boucher and Moorhead:

In response to your letter of April 29, 199, I am pleased on behalf of the University of New
Mexico to support passage of your bxll. H.R. 1417 (8.634), primarily to prevent transportation
of U.S. d bi cells offshore where they can be used to formulate end products
made by processes am'emly ineligible for protection by U. S. patent.

The opportunity to on this legislation is iated

Sincerely,

Gl 3L Gecte

Richard E. Peck
President

REP:dj
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Letter 23  UNIVERSITY of PENNSYLVANIA

Office of the President

100 College Hall

Philadelphia, PA 19104-8330 June 27, 1991
£215-508.7221

‘Thank you very much for your ietter concerning HR 1417, the
logy on Act

Bi

The ty of A has an ive ard rapidly growing
logy  that over 50 invention disclosures

mﬂnue].do!himadmlcgyam:hyur Our professional staff, working

closely with our faculty and several patent firms with specialists in

biotecinology patent law, have been concemed over the past several years

with the pace and of Office to our

applications.

'nnhmoum,mmu.s. law, almost universally invokes
the obvi of ion 103 Title 35, United States Code, in
themimumofaxpnm Motmmlumuuy,m

and ul ly us to
mmnmatmmmemntmm 'nagudgmns
provided in HR 1417 would stimalate b qy
those who develop new p and

e

|

America has heavily, ,nnnm,ﬂnnsr,muu:
precious risk capital in an P advantage in
bi ogy. P law, b ’ whm
the ability of young and ties to
building of a national bl ﬂ-tvd.uoﬂc
our ion the inable Ix mttMMyw-ﬂ

Pluummhwtmnntmmmhoahhtomtyw
further, and many for your 'y of this legislation.

Sincerely,
Lﬂn Hackney
President
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Letter 24
TECHNOLOGY LICENSING OFFICE TILEPWOME (517) 7530008
FACSMMLE (i7) 2384790
The Honorable Rick Boucher AR T e
Mmhuo'deonmA
Washington, DC 20515
Dear Congresstnan Boucher:

MIT. your bill (HR 1417 - the Biotechnology Patent Protection Act of 1991)
currently before Webehcvethmﬂusb:uwdlsumgmcmhepomuonofu.s
biotechnology and will reduce inty of gy patents.

M.LTﬁlusevcnldounpatcnugayearinmebimedmolcgyﬁddmsm out of research
in our Biology, Chemistry and Ch p (including the Center
tndtheanws:EngnemngCuna) Omobjecnvequumngnwhpmuumpmvﬂe
intellectual property protection for companies willing to commit to investing in the development of
ﬂnsmhmbgympwﬂcmfwmcpubhcgmd.

mse yﬁombancmchdwymtypmllyvuyaﬂy
in the ananl

wbmnnalmkofnmemdmmey Ixumuefmmnmldmwebeahlemoffapamm
protection through licensing to those willing to undertake such risky development, in
arder to induce mmkemerequmdmvesmems. Strong, clear patent laws are critical to our
endeavors in this area.

The Biotechnology Patent Protection Act of 1991 will strengthen our ability to protect
inventions in biotechnology processing from infringement by foreign manufacturers and will bring
vheU.S topamywh&nupanmdlapmpaxemhwmxhnvaymmmm By reducing

of the i patents in light of the U.S. Patent and
TnhmrkOfﬁeesmwprmunns ln_n-_mnnm,763F.2dl406.:heAuw1lltedmlhemof
obtaining patent p ion and will i to investin tech gy still in the patent
pending stage.

‘We understand that the Council on G 1 Relani with drafiers of the

bill to clarify some potential ambi mundmmppmthueﬂ'onuwesuppmtheovmucﬂms
ufﬂ:onwd:mlogmeecnonAgctm 1991,

Smcetely.
T Preston

L1N/meh

Boucherlr530

«<: Dr. Charles Vest
Prof. David Litster
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APPENDIX 2—LETTER FRoM CHARMAN WILLIAM J. HucHES, ENCLOSING
A LETTEr FroM JoAN J. KELLY, VICE PRESIDENT, SECRETARY
AND GENERAL COUNSEL, ELECTRONIC INDUSTRIES ASSOCIATION,
Decemper 3, 1991, 70 HARRY F. MANBECK, JR, ASSISTANT
SECRETARY AND COMMISSIONER, PATENT AND TRADEMARK OFFICE,
US. DeparTMENT OF COMMERCE, DECEMBER 23, 1991

E.:-_:..:___._ O MAGRED SSCOND CONGALYS STas.,
SS=c= Congress of the United States Ees
S Sususe of Regreseatatioes R
e — . 2138 Ravsvan HOuss Owncs Busan [ emakgparguantd
E‘-‘:—"'—_’:—:- Wassmseron, OC 20818-0218

Decsmber 23, 1991

The Honorable Harry F. Manbeck, Jr.
Commissioner

U.8. Patent & Trademark Office

U.8. Department of Coamerce

2121 Crystal Drive, Suite 906
Washington, DC 20231

Dear Commissioner Manbeck:

Thank for your testimony before the Subcommittes on
Intellectual Property and Judicial Administration on H.R. 1417, the
Biotechnology Patent Protection Act of 1991. The hearing served as
a useful introduction to the difficult issue of how best to protect
biotechnology inventions. There were a number of questions that I
did not have the opportunity to ask you at the November 21st
hearing, and I vould be very grateful if you could respond to these
questions in writing. Thess questions are as followvs:

1. Has the Federal Circuit court of Appeals decided any cases
involving the specific question of the patentability of the process
of using a host call to make a recombinant product?

2. Is there an urgent need to stop the importation of recombinant
products?

3. What impact wvould the proposed legislation have on inventions
other than biotechnology? 1In particular, what effect would this-
change in lav have on the patenting of computer software, and on
othervise unpatentable processes in the chemical, engineering, and
mechanical arte?

4. What is the policy of the Patent and Trademark Office with
regard to the patentability of recombinant proteins -- as distinct
from ‘t.bg discovery and purification of naturally occurring
proteins
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The Honorable Harry F. Manbeck, Jr.
Deceaber 23, 1991
Page Two

5. wWilliam P. Marsh, testifying at the November 21st Subcomnittee
hearing on behalf of Intellectual Property Owners, Inc., suggested
that if a legislative remedy is necessary, instead of the approach
taken in H.R. 1417, Congress should consider an alternative
approach. He suggested that Congress amend section 103, to state
that:

A process or method claim wherein an essential element is a
composition of matter otherwise patentable to the applicant
shall not be deemed to be unpatentable merely because the
claim reads "on a known process or combination of steps which
shall be examined as a whole," giving consideration to the
specific nature of the process or method and the fact that new
or otherwise patentable materials are used or result from the
process or method.

what are your views on this proposal?

6. Enclosed is a letter from the Electronic Industries Association
(EIA) presenting its views in opposition to H.R. 1417. In
particular, the letter discusses the effect H.R. 1417 could have on
the cost of doing business, the value of existing patents,
information in the public domain, and the bill's potential
conflicts with existing patent law, Supreme Court decisions and the
U.S. Constitution. What are your responses to the arguments EIA
raises in opposition to H.R. 141772

I would appreciate a reply at your earliest convenience. Again,
thank you for your testimony and for your continued assistance to
the Subcommittee.

Sincerely,

glgéu J;nugh,g7
airman

Subcommittee on Intellectual Property
and Judicial Administration

Enclosure
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RECEIVED

ELECTRONIC INDUSTRIES ASSOCIATION -
~ T! DEC 3 199

Sub on Courts

December 3, 1991

The Honorable William J. Hughes
Chairman

House Judiciary Committee
Subcommittee on Intellectual Property
and Judicial Administration

207 Cannon House Office Building
wWashington, D.C. 20515

Dear Chairman Hughes:

The Electronic Industries Association ("EIA"™) appreciates
the opportunity to present its views on the Boucher Bill, H.R.
1417, entitled "Biotechnology Patent Protection Act of 1991".

With more than 1,000 participating companies, EIA is the
full-service national trade organization representing the spectrun
of United States companies manufacturing electronic products. U.S.
electronic sales during 1990 were estimated to be $266 billion.

At the outset, we should note that the title of the bill
refers to biotechnology patent protection, but the bill is not
limited to biotechnology. Rather, the substance of the legislation
applies to all industries. We recommend that the text of the bill
be amended to limit its application to the field of biotechnology.
However, if the intent of the legislation is to change patent law
applicable to all industries, then EIA recommends that H.R. 1417 be
retitled to more accurately reflect its intended scope.

EIA opposes H.R. 1417 because it adds many uncertainties to
present law that may take additional litigation to resolve. This,
we believe, is not in the public interest and may significantly
increase the cost of doing business. FPor example, members of the
public will be required to consider an additional element in making
business decisions which is unnecessary under present law. That
additional element is determining the best course of action with
respect to unsearched, unchallengeable process claims permitted
under the bill.

We also believe the substance of the bill may conflict with
present law. For example, it may conflict with the statute it
proposes to amend, it may conflict with decisions of the Supreme
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The Honorable William J. Hughes
becember 3, 1991
Page 2 of 6

Court, and it may conflict with the underlying principles of the
patent system as reflected in the U.S. Constitution. The following
discussion explains in more detail the issues identified above.

COST OF DOING BUSINESS MAY INCREASE

The bill, if enacted into law, could severely impact
member companies of EIA because the cost of doing business may be
significantly increased. Specifically, the bill expands patent
rights to unexamined processes which conceivably could encompass
prior art. In this regard, the bill provides that if a patent
applicant has a patentable claim to a new machine (host cell), the
applicant will automatically be granted claims for all processes
using that machine for making an unpatentable product. What this
means is that such process claims would be automatically granted by
the Patent and Trademark Office without any search of the prior art
for nonobviousness -- which process claims may potentially be
unpatentable as written because of uncited prior art. Any time
spent by members of EIA in trying to address these unsearched
claims results in added expense.

Now when an EIA member develops a new product, it normally
performs what is called a clearance search of unexpired patents to
deternine if patented claims exist that might block the member’s
.freedom of action to manufacture and market the product. The
intent is to avoid litigation upon marketing the new product. If
an adverse patent is uncovered during the clearance search, the
menber company performs a validity search of the patent. The
search particularly focuses on prior art that was not cited by the
Patent and Trademark Office which may render the adverse patent
claims to be obvious. It is not uncommon to find prior art which
renders the claims invalid for obviousness. If the bill is enacted
into law, a member company would have to decide how to evaluate the
unsearched process claims. The member company would have to decide
whether to redesign the product around the unsearched process
claims so as to become noninfringing or to seek a license from the
patent owner under a patent which the member may believe to be
invalid as obvious, or decide not to take a license and risk
litigation of the unsearched process claims.

whatever course of action is taken, it will result in
greater cost to do business. If a license is sought to avoid
litigation, the payment of royalties results in an increase in the
cost to do business over that required under the present system.
If an attempt is made to redesign the member company’s process
around the unsearched process claims, the redesign will result in
added cost of doing business. Also, if the course of action is to
do nothing and risk litigation, there will be an increased cost of
doing business if litigation is the result. Even where the machine

HeinOnline -- 1 An Act to Amend Title 35, United States Code, with Respect to Patents on Biotechnological Processes, Pub. L.
N0.104-41, 109 Stat. 351 171 1995



172

The Honorable William J. Hughes
December 3, 1991
Page 3 of 6

patent claims are found obvious and ultimately deemed invalid, the
unsearched process claims will have to be addressed, creating an
added cost over the present system.

If this legislation is passed, every patent attorney "worth
his salt" will insert process claims as broad as the new law will
allow. Under the bill, attorneys would be entitled to claim "all
processes for using the machine of claim 1 for making the product
X". And such claims will be unexamined for obviousness. In the
present litigious environment, such broad claims are likely to
produce a significant increase in patent litigation.

In this connection, in 1793, Congress discontinued
examination of patent applications. However, due to excessive and
protracted litigation, in 1836 Congress reinstituted examination.
Thus there is basis to conclude that the cost of such added
litigation over the present system may slow down the progress of
the useful arts and create an impediment to anyone seeking to enter
the market. .

THE PUBLIC MAY NO LONGER HAVE THE RIGHT
—TO_USE ART IN THE PUBLIC DOMAIN

On a slightly different point, no one can deny that under
the present system the public has the right to make an obvious
implementation of art that is prior to the process claims in the
patent. If process claims are automatically granted without
search, there is bound to be prior art related to those claims
which the public would ordinarily have the right to use. If the
pill is enacted into law, the public may no longer have the right
to rely on prior art in making its business decisions. :

EXISTING PATENTS MAY BE ERODED

If H.R. 1417 is enacted into law, there are likely to be
unexpired patents belonging to others that are related to the
unsearched process claims. The automatic granting of unsearched
process claims may erode the value of those earlier prior patents.
Licensees may be required to pay double tribute to practice the The
invention of the prior art patent as well as the unsearched process
claims. The Supreme Court has addressed this problem.

In the case of McClurg v. Kingsland, 42 U.S. 202 (1843),
the Court recognized the authority of Congress to legislate in the
patent area so long as the rights they create by legislation do not
take away the rights of property in existing patents. H.R. 1417
may erode the rights of prior art patent owners by diminishing the
value of their existing patents.
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THE BILL MAY CONFLICT WITH THE
_STATUTE IT PROPOSES TO AMEND

If H.R. 1417 is enacted into law, it may conflict with the
statute it amends. For example, under the bill, if machine claims
are found valid, it is not clear that process claims are subject to
challenge by the public. Yet 35 U.S.C. § 103 requires that the
differences between the subject matter sought to be patented and
the prior art are such that the subject matter as a whole must not
be obvious. However, one may argue that the bill automatically
makes all obvious process claims patentable, and that such claims
therefore are not subject to challenge by members of the public.

Similarly, if machine (host cell) claims are not asserted
in court but only the unsearched process claims, the bill would
again suggest that the automatically allowed process claims may not
be subject to challenge. We urge that the bill be amended to
provide for the ability of the public to challenge the nonobviousn-
ess of those unsearched process claims.

Then, under 35 U.S.C. § 282, a patent is presumed valid,
and the U.S. Court of Appeals for the Federal Circuit has held that
the one asserting invalidity must overcome the presumption by clear
and convincing evidence. The presumption exists because of the
search and examination conducted by an examiner of the Patent and
Trademark Office. Under the bill, if the machine claims are found
valid, the process claiuns may not be subject to challenge even
though no search has been conducted. If the machine claims are
found invalid, the remaining process claims may, under the present
statute, be presumed valid. Therefore, a conflict may exist
because claims unexamined for obviousness, under all logic, should’
not be accorded a presumption of validity. The presumption should
apply only when an examination for obviousness has been completed
{(not when ngo examination had been made). It is therefore suggested
that § 282 be amended to provide that no presumption shall apply to
unsearched patent claims. For example, the statute may be changed
to read: "A patent is presumed valid only with respect to patent
claims examined for obviousness."

If H.R. 1417 is enacted into law, it may be in conflict
with Supreme Court decisions because it, in effect, may enable
control of the sale of unpatented products. In essence, what is
sought to be protected under the bill is control of the sale of the
unpatentable end product (e.g., a product which already exists in
nature) made by an unpatented process carrjed out by a patented
machine. The bill appears to legitimize use of a process which may
otherwise be unpatentable under present law for controlling an
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unpatented product. This may condone a practice which the Supreme
Court has condemned as improper. For example, in Morton Salt Co,
v, G,S. Suppiger Co., 314 US 488 (1942), the Supreme Court found it
to be an improper extension of the patent grant for the patent
owner to control (i.e., tying) the sale of unpatented salt tablets
when used in the patented machine, because the practice extended
beyond the scope of the claims. The bill may expand patent rights
beyond the invention contained in the patented machine claims so as
to cover control of the sale of staple "salt tablets"™ through use
of a process that may be otherwise unpatentable under present law.
Such a doctrine becomes more important when one considers there are
many businesses that sell unpatented staple articles of commerce.
Under the bill, the sale of those unpatented staple articles of
commerce may become an infringement of the process claims even if
the unsearched process claims are obvious. This is particularly
troublesome if the seller of the products does not know how they
were made.

THE BILL MAY CONFLICT WITH THE CONSTITUTION

If enacted into law, H.R. 1417 may conflict with the
underlying principles of the patent system as reflected in Article
I, Section 8, clause 8 of the U.S. Constitution. That clause
provides for granting exclusive rights for limited times ¢to
inventors provided the discovery promotes "the progress of ... the
useful arts". —

The Supreme Court in Graham v, John Deere Co,, 383 U.S. 1
(1966) and Bonito Boats v, Thunder Craft, Inc., 109 S.Ct. 971
(1989), has made several observations regarding limitations on
Congressional authority in legislating patents rights.

1. Article I, Section 8, clause 8 of the Consti-
tution is both a grant of power to legislate
and a limitation.

2. Congress in the exercise of that power may not
overreach the restraints imposed by the Con-
stitution.

3. Congress may not authorize the grant of pat-
ents when the effect is to remove existent
knowledge from the public domain or to re-
strict free access to material already avail-
able.

4. congress does not have unlimited discretion to
decide that patents should be easily or freely
given.
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The type of process claims granted under the bill may not
meet these tests.

Purther, in Deller’s Walker on Patents (Second Edition),
Volume 1, page 84, reference is made to a 1930 Report of the U.S.
Senate relating to Plant Patents. That report emphasized the
intent of the constitutional use of the term "inventor". The term
was intended to identify someone who is the creator of something
"new"”. Unsearched process claims may not be "new".

In view of the above, the bill may be in conflict with the
U.S. Constitution because of the granting of patent rights to
unexamined process claims which may be obvious (i.e,, not "new").

CONCLUSION

In conclusion, if H.R. 1417 is enacted into law, it may
cause such an expansion of the present patent right that it may
significantly add to the cost of doing business. Additionally, the
legislation would appear to conflict with the present law in
several major respects. On the other hand, if the process claims
are properly searched for unobviousness, the presumption of
validity might apply to the process claims, and patent owners may
be able to control use of their patented process claims against
others even though the products produced are in the public domain.
The present statute, 35 U.S.C. § 103 has provided a reasonable and
workable solution to protect process inventions that as a whole
advance the state of the art.

EIA sees no need for Congress to expand the patent right so
as to potentially include obvious advances in the art. We believe
all claims sought to be patented should be treated alike by
undergoing the same examination for nonobviousness by the Patent
and Trademark Office.

Respectfully ypurs,

gonn J{ kelly
Vice Pr¥sident, \Secretpry and
General Counsel

Maurice H. Klitzman
Of Counsel

HeinOnline -- 1 An Act to Amend Title 35, United States Code, with Respect to Patents on Biotechnological Processes, Pub. L.
N0.104-41, 109 Stat. 351 175 1995



176

APPENDIX 3.—LETTER FROM HARRY F. MANBECK, JR., T0 CHAIRMAN
WL J. HUGHES, FEBRUARY 13, 1992

/ .\ UNITED STATES D!Pmﬁﬂ.ﬂ’ OF COMMERCE
&, e

FEB ' 3 '922

Honorable William J. Hughes

Chairman

Subcommittee on Intellectual Property
and Judicial Administration

Committee on the Judiciary

House of Representatives

wWashington, D.C. 20515-6216

Dear Mr. Chairman:

Thank you for your letter containing supplemental questions
regarding H.R. 1417, the Biotechnology Patent Protection Act of
1991. I am pleased to enclose our answers to those questions and
hope that they may be of help in your assessment of this legis-
lative proposal.

Sincerely, .o
?‘ér/’/ e

Harry F,/Manbeck, Jr.

Assistant Secretary and Commissioner
of Patents and Trademarks

Enclosures
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Question. Has the Federal Circuit Court of Appeals decided any
cases 1nvolving the specific question of the patentability of the
process of using a host cell to make a recombinant product?

Answer. To date, the Federal Circuit Court of Appeals has not
decided a case involving the specific question of the patent-
ability of a process of using a host cell to make a recombinant
product. In a recent case, however, the Federal Circuit held
that claims in a patent directed to a host cell per se that was
used to produce recombinant erythropoietin do not cover a process
within the meaning of 19 U.S.C. 1337(a)(1)(B)(ii). Amgen Inc. v.
International Trade Commission, 902 F.2d 1532, 14 USPQ2d 1734
(Fed. Cir. 1990). That section of the Tariff Act of 1930, as
amended, like section 271(g) of the patent law, prohibits the
importation of articles that are produced by using a process
covered by a U.S. patent. Thus, the host cell patent could not
be used under either the patent law or the Tariff Act of 1930 to
prevent the importation of recombinant erythropoietin produced
using the patented host cell.

Question. Is there an urgent need to stop the importation of
recombinant products?

Answer. At this time, we are aware of only one situation in
which someone has imported recombinant products that were pro-
duced abroad by using a host cell patented by another. However,
as more and more biotechnologically engineered products are
approved by the FDA, it may reasonably be expected that the
number of unauthorized imports will increase if patent protection
cannot be obtained in the United States for processes that use
patentable host cells but that are otherwise conventional.
Accordingly, it would be desirable to enact legislation along the
lines of H.R. 1417 before there is a dramatic increase in the
importation of products made abroad with the unauthorized use of
technology. patented in this country.

Question. What impact would the proposed legislation have on
inventions other than biotechnology? 1In particular, what effect
would this change in law have on the patenting of computer
software, and on otherwise unpatentable processes in the
chemical, engineering, and mechanical arts?

Answer. The provisions of the proposed legislation do not relate
to any particular technology. Thus, the legislation would have
the same effect on the resolution of the issue of obviousness of
any invention in any field of technology that is claimed in the
form of a process claim. However, the determination that a pro-
cess is nonobvious would only be made if that process either uses
or makes a product that itself is both novel and nonobvious.
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Because the proposed legislation applies only to one criterion of
patentability, i.e., nonobviousness under 35 U.S.C. 103, it does
not necessarily ensure the patentability of a process claim even
if such process uses or makes a patentable product. That pro-
cess could well be unpatentable because it does not meet the
requirement of utility under 35 U.S.C. 101, or because it is not
sufficiently described to enable someone skilled in the art to
use the process, thus failing the requirements of 35 U.S.C. 112.
In sum, to be considered patentable, a process must meet all
other statutory requirements in addition to the criterion of
nonobviousness.

Accordingly, the proposed legislation is not likely to have any
impact on the patentability of inventions related to computer
software. One of the threshold and controversial issues of
patentability that arises with respect to such an invention is
whether it falls within the scope of statutory subject matter
that is eligible for patent protection under 35 U.S.C. 101. We
have published a legal analysis of this issue in the Official
Gazette on September S5, 1989, as guidance for examiners ani
ntormation to the public. A copy is enclosed for your conve-
nience. Since the proposed legislation addresses only section
103, it does not appear to affect resolution of issues that arise
under section 101 with respect to inventions related to computer
software.

Question. What is the policy of the Patent and Trademark Office
wi regard to the patentability of recombinant proteins -- as
distinct from the discovery and purification of naturally
occurring proteins?

Answer. A naturally occurring product may be patentable if it
has been changed or substantially altered as a result of purifi-
cation. For example, patents have been granted for purified
prostaglandin, for a biologically pure microorganism culture, or
for the purified, naturally occurring chemical compound that
lends strawberries their distinctive flavor. Accordingly,
purified, naturally occurring proteins are eligible for patent
protection.

The patentability of purified, naturally occurring products and
recombinant proteins is subject to the same criteria of novelty,
nonobviousness and utility as any other invention. Generally,

the fact that a known product is made by a new process does not -
render the product itself patentable, even though the process may

be patentable in its own right. Thus, if a recombinant product

is the same as a naturally occurring product that has previously

been purified, or if the recombinant product cannot be distin-
guished from the purified, naturally occurring product, it would

not be patentable. However, if it can be demonstrated that the
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recombinant protein possesses unexpected properties relative to
the purified, naturally occurring protein, it may well be
patentable.

Question. William F. Marsh, testifying at the November 21st
Subcommittee hearing on behalf of Intellectual Property Owners,
Inc., suggested that if a legislative remedy is necessary,
instead of the approach taken in H.R. 1417, Congress should
consider an alternative approach. He suggested that Congress
amend section 103, to state that:

A process or method claim wherein an essential element is a
composition of matter otherwise patentable to the applicant
shall not be deemed to be unpatentable merely because the
claim reads "on a known process or combination of steps
which shall be examined as a whole," giving consideration to
the specific nature of the process or method and the fact
that new or otherwise patentable materials are used or
result from the process or method.

what are your views on this proposal?

Answer. In our view, this proposal would not add the degree of
certainty that is needed to provide a mechanism for patent
applicants to avoid a conclusion, along the lines of In re
Durden, that a claim directed to a process of making or using a
paEenEable product was obvious under section 103. First, the
reference to a process claim "wherein an essential element is a
composition of matter® raises several questions. This reference
seems to address only processes in which a patentable product is
used. A process for making a patentable element does not appear
to be encompassed, leaving unclear the treatment such a process
is to be accorded. Further, the limitation "essential" mAy cause
uncertainty. A particular patentable material may not neces-
sarily be indispensable to the operation of the process, although
it represents a commercially significant improvement over the
prior art. Also, the term "composition of matter”" may open
disputes as to whether a particular element used in the process
is that or is an article of manufacture.

The phrase "known process or combination of steps which shall be
examined as a whole"” is also unclear because the terminology in
the context of the proposal is confusing. Further, we do not
understand how the phrase starting with the words "giving
consideration® is intended to modify the initial mandatory
requirement that a process "shall not be deemed to be
unpatentable.” This is especially so in light of the indication
that consideration be given "to the specific nature of the
process or method," which appears to raise additional questions
of interpretation. Also, the phrase referring to "new or
otherwise patentable materials"” raises the possibility that new
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materials would qualify for consideration even though they are
not patentable. Another uncertainty arises from the use of the
term "materials" that has no antecedent in the proposal.

Question. Enclosed is a letter from the Electronic Industries
Association (EIA) presenting its views in opposition to H.R.
1417. In particular, the letter discusses the effect H.R. 1417
could have on the cost of doing business, the value of existing
patents, information in the public domain, and the bill's
potential conflicts with existing patent law, Supreme Court
decisions and the U.S. Constitution. Wwhat are your responses to
the arguments EIA raises in opposition to H.R. 141772

Answer. Increasing cost of doing business. In his argument that
enactment of H.R. 1417 would increase the cost of doing business,
Mr. Kelly makes several statements that need to be clarified and
corrected. First, the bill would not expand patent rights to
*unexamined" processes. The criteria of utility under 35 U.S.C.
101 and enablement under 35 U.S.C. 112 would continue to be
evaluated. The bill would only address the requirement of
nonobviousness under 35 U.S.C. 103. As a consequence, an
applicant would not "automatically be granted claims for all
processes" using a patentable material. Those claims would only
be granted if they met the other criteria of patentability.
Further, these processes would not "encompass" prior art, because
the patentable product made or used is not part of the prior art.

Mr. Kelly further notes that, after developing a new product, EIA
member companies perform clearance searches of unexpired patents
and validity searches of those patents that might block the
manufacture and marketing of the product. Potential blocking
patents issued in accordance with the concept expressed in H.R.
1417 could take two forms. One form would simply be a single
patent containing claims to a process and claims to a product
made by or used in such process. Alternatively, claims to a
product might appear in one patent and claims for using or making
that product would appear in another patent endorsed with a
terminal disclaimer setting its expiration date to be the same as
product patent. Neither situation should present an unusually
different or financially excessive problem to the company. Given
such a patent or patents as a potential block to the company's
plans, the company would conduct the usual validity search to
attempt invalidation of the patented product upon which the
nonobviousness determination of the process claim in that patent
or another patent was based. Should this search be successful,
the company could then show, on the basis of a prior art search,
that the process without the benefit of the patented product was
conventional.
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There may, however, be more processes patented along the lines of
H.R. 1417 than would have been without enactment of the bill.
Accordingly, there may be some added cost in sorting out the
patentability of these process claims if the claim to the product
made or used by the process proves to be invalid. To minimize
this problem, we proposed that H.R. 1417 be amended to ensure
that claims issued in accordance with the bill's provisions not
be entitled to the benefit of a determination of nonobviousness
if the product was determined to lack novelty or nonobviousness.
However, if the product claims successfully withstand a validity
search, the company would not be authorized to make or use that
product by any process during the patent term, regardless of
whether the process was patented or was conventional and known.

The right to use art in the public domain. Mr. Kelly further
argues that the public may no longer have the right to use art in
the public domain. We do not understand that argument in light
of the fact that if the product made or used by a process is
patented in its own right, the public may be prevented from
making or using that product in the United States during the life
of the patent. The question whether processes similar to the -
patented ones are conventional and disclosed in prior art is not
material, because the public may not use or make the patented
product without authorization regardless of the patentability or
conventionality of the process in question. On the other hand,
the public may use any process in the public domain as long as no
patented material is used by or results from such process.

Erosion of existing patents. Another argument made by Mr. Kelly
is that existing patents may be eroded. 1In our view, the
granting of patent protection to a process making or using a
particular patentable product does not impinge on the rights
derived from unexpired patents relating to such processes
generally. If a process patented by another is used in
combination with a new and patentable product, the earlier
process patent may in fact be the dominating one. In such case,
the earlier process patentee may prevent the patent owner of the
new product and process from using the earlier process together
with the new product, or with any other product for that matter.
The product patent owner, in turn, can prevent the earlier
process patentee from using his specific product in connection
with the process patented earlier. As a matter of fact, the
product patent owner may exclude all others from using the
patented product in the United States regardless of whether his
patent also includes a process claim using such product. 1In
other words, existing process patent rights are not affected by
the later patenting of a process claim that uses a specific
patentable product. Under our present system, as well as under
the system proposed by H.R. 1417, a third party who wanted to
practice the general process patented by one party, together with
a product patented by another party, would have to obtain a
license from both patentees.
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The bill's conflict with 35 U.S.C. 103. The fourth argument
against H.R. 1417 is that it may conflict with the statute it
proposes to amend. In support of that allegation, Mr. Kelly
notes that if the bill were enacted and if thereafter machine
(product) claims of a particular patent were found to be valid,
it would not be clear whether process claims (presumably present
in that patent and directed to using or making that product)
would be subject to public challenge. This argument is not clear
to us because under our present system, as well as that proposed
by H.R. 1417, a product patentee can prevent others from making
or using the patented product (machine) in the United States
regardiess of whether there are additional process claims in the
patent. The only further protection afforded by such process
claims is the ability of the patentee to proceed against products
imported into the United States that were made abroad with the
unauthorized use of the patentee's machine. We do not believe it
is Mr. Kelly's intention to support the continuation of unautho-
rized imports of products made abroad with the use of technology
patented in this country. Such practice is not in the interest
of American patentees in general and EIA member companies in
particular.

It is further argued that under 35 U.S.C. 282, patent validity is
presumed and that even if product claims are later found invalid,
the process claims, whose nonobviousness depends upon the patent-
ability of the product, would continue to be presumed valid.
wWhile this is true under the wording of H.R. 1417 as introduced,
we made a specific proposal at the hearing on this bill before
your Subcommittee on November 21, 1991, to remove the benefit of
presumed nonobviousness of process claims in accordance with the
provisions of this bill, if the product made or used by the
process was found to lack patentability. Adoption of this
proposal would alleviate Mr. Kelly's concern on this point.

The bill's conflict with Supreme Court decisions. Mr. Kelly's
fifth argqument is that enactment of H.R. 1417 may be in conflict
with decisions of the Supreme Court because it could enable
control of the sale of unpatented products. 1In essence, he
states that enactment of the bill would permit "control of the
sale of the unpatentable end product... made by an unpatented
process..." First, it should be noted that the process in
question would in fact be patented. Second, Mr. Kelly's
difficulty with a process patentee's control over unpatented
products made by the process is not caused by enactment of H.R.
1417. It is already embodied in our present law, specifically in
35 U.S.C. 271(g), which provides that "{w]hoever without
authority imports into the United States or sells or uses within
the United States a product which is made by a process patented
in the United States shall be liable as an infringer." This
provision is aimed at protecting products that were made by a
patented process, regardless of their patentability.

HeinOnline -- 1 An Act to Amend Title 35, United States Code, with Respect to Patents on Biotechnological Processes, Pub. L.
No0.104-41, 109 Stat. 351 182 1995



183

The Supreme Court decision in Morton Salt, cited to support the
argument of an improper tying practice, Is inapplicable in this
case. In Morton Salt, the forced purchase of an unpatented
product to be used in a patented machine was found to be beyond
the scope of patent protection for the machine. By contrast,
enactment of H.R. 1417 would provide for a patented process that
uses patented material to make an unpatented product. Another
possibility would be a patented process that produces a patented
product. Neither instance appears to open an opportunity to tie
patented with unpatented subject matter. Considering further
that third parties could not use the patented material or make
the patented product in the United States without authorization,
regardless of the existence of additional process claims, we are
at a loss regarding the applicability of Mr. Kelly's argument and
the Morton Salt decision to the concept proposed by H.R. 1417.

The bill's conflict with the Constitution. Mr. Kelly's last
argument against enactment of H.R. 1417 is that the bill may
conflict with the Constitution. We do not perceive any
inconsistency between the bill's intent, the relevant clauses of
the Constitution or the observations made by the Supreme Court
regarding limitations on Congressional authority in legislating
patent rights. Purther, Mr. Kelly states that "[u]nsearched
process claims may not be 'new'" and, therefore, contravene the
intent of the constitutional use of the term "inventor." First,
as we have already noted, the process claims in question are not
unsearched. They are in fact examined to determine whether they
meet the requirements of patentability. Only nonobviousness is
presumed because of their direct reference to a patentable
material or product. Second, a process that uses a new and
nonobvious material is itself new by definition. In other words,
the criterion of novelty regarding such a process is never in
question and H.R. 1417 does not address this requirement of
patentability. The bill only addresses the criterion of
nonobviousness. Accordingly, Mr. Kelly's argument appears to be
misdirected.
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82.120. SELF EQUALIZING DEVICE. John P. C. Hogg. Owner
of Record: Honda Giken Kogyo. Tokvo. Japan, Atomey or
Agent: Fred C. Philipm, Ex. Gp.: 312

4680840, Re. S. N. 383.316. Filed July 20. 1989. C1. 29/
25.35. METHOD FOR PR LARIZING AND CENTERING
A PIEZOCERAMIC POWER SWI'I'CH]NG DEVICE. John
D. Hamnden. et al.. Owner of Record: /aventorts). Auomey
or Agent: Punck G. Bums. Ex. Gp.: 326

4481.064. Re. S. N. 382.739, Filed July 19. 1989, Q1. 119/
021. MOBILE FAN FOR POULTRY FARMING, William E.
Lalliston, Sr.. et al.. Owner of Record: William E. Lillision,
Jr.. Salisbury. Md.. Attomey or Agent: Edward 8. Hunter,
Ex. Gp.: 333

4682308, Re. S. N. 381.831. Filed July 21. 1989. C1. 367/
71. ROD-TYPE MULTIPOLE SOURCE FOR ACOUSTIC
WELL LOGGING. Jing-Yau Chung, Ownet of Record: Excon
Producnon Research Co.. Houston, Tex.. Attorney or Agent:
Herbent E. O'Niell. Ex. Gp.: 222

4.708.208. Re. S. N. 362.393. Filed June 6. 1989. C1. 228/
180.2. CHIP CARRIER MOUNTING DEVICE. Lestie J. Allen.
et al., Owner of Record: Raychem Corp.. Menlo Park. Culif.,
Attomey or Agent: Simon J. Belcher, Ex. Gp.: 325

4.728.065. Re. 5. N. 346.928. Filed May 3. 1989, C1. 248/
129. FOLDABLE MACHINIST'S TOOL TRAY. David J.
Coote, Owner of Record: /aventor. Attorney or Agent: R. H.
Fox, Ex. Gp. 333

4.805.164. Re. S. N. 382.825. Filed July 19. 1989. Q1. 369/
58, DISC INCLINATION DETECTING APPARATUS.
Hirostusa Yamaguchi. et al.. Owner of Record: Teac Corp..
fa;vo Japan. Auomey or Agent: Michael N. Meller. Ex. Gp.:

2]

REQUESTS FOR REEXAMINATION FILED

Nonce undes 37 CFR 1.1 11¢s. T requests for reexaminacion bisted
below are open o mspection dy the general public in the tndicaed
Faamumng Groups. Copees of the requests snd related papers may
be obtuned by paying the fee therefor established 1 dw Rules 137
CFR 1.19an.

In the even comespondence 10 the petert Owner is oot receved.
s norce will be considered to bt CONIUCUYE NOUCE (O the patent
T-’v;;nd reexamunanson will proceed 137 CFR 1.248ax%) and

284by.

3,911,138, Reexam. No. 90/001.811, Requested July 21.
1989, C1. 424/352, ARTIFICIAL BLOOD AND MET"IOD
FOR SUPPORTING OXYGEN TRANSPORT IN ANIMALS.

U.S. PATENT AND TRADEMARK OFFICE
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Letand C. Clark, Owner of Record: Children s Muspual Medscui
Center. Cincinnan. Ohio. Attomey of Agent: Wnod, Herron
& Evans, Es. Gp.: 110, Requcuzr Sughrue. Mion. Zian.
Macpeak & Seas. 2100 Pa. Ave.. Washingion. D. C.

4.374.520, Reexam. No. 90M01.812, Reyuested July 4,
1989, C1. 128/135. SYSTEM AND METHOD FOR BANDAG-
ING A PATIENT. Fredenc Grossman, Owner of Record: Butrer
Internanonat inc.. Deerfield. 1l , Avomey or Agent: Unknown.
Ex. Gp.: 130. Reguesier: Owner

4578826, Recxam. No. 90/001.810. Requested July 1°.
989. C1. 365222, REFRESH GENERATOR SYSTEM. Mark
E. Dean, Owner of Record: I18M Machines Corp . Armonk,
N.Y. Aromey or Agent: Unknown. Ex. Gp.: 233, Requester:
Owner

4,789277. Reexam. No. 90/001.813, Requested July 26,
1989, Ci. 501/105. METHOD OF CLTTING LUSING SILICON
CARBIDE WHISKER REINFORCED CERAMIC CLTTING
LS. James F. Rhodes. et al.. Owner of Record: Advanced
Composite Materwals Corp.. Greer. S C . Attomey of Agent:
Banner, Birch, McKie, et al.. Ex. Gp.: 110, Requester: Precision
Materais Group, Danvers. Mass.

Patentable Subject Vistter
Mashemancal Algorithms and Computer Programs
The followwing represents a recent legal analysis done by

Associate Solicitor Lee E. Barrett. anattomey in the Office of the
Sobcxmt of the Puem and Tnd:manx Office. on the subsect of
and

pro-
mm: The uulysu 1s published for the benefit of the puhhc

August 9. 1989 FRED E. McKELVEY
Solicor
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1. MATHEMATICAL ALGORITHMS

A. Mathematical algorithms per se are nof J statutory
**ptocess”” under § 101
B. Evoluuon of the two-pan test for mathematical
algonthm-statutory subject matter
C. Application of the two-part test
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a Mathematical algonthm
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2. Step 2 - is the mathemaucal algonthm “*applied in
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d. Transformation of something physical
¢. Structura) fimitations 1n process clams

3.inre Abele
1. COMPUTER PROGRAMS

g;‘Comann,, “* versus ““comp

Yy nature P
1. The Supreme Court has not ruled on the patentability
of compaer programs
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2. The CCPA has heid t
uniess they fall within o wdl:ully determined exequ

Discussion
L. Stanutory Subject Mater - 35 US.C. § 101

Inventions may be patented valy if they fall within one
ormefwsumoryc of subject maner of 35 US.C.
i 101: - machine, manufacture, or composition of

process.
** See Kewanee Oil Co. v. Bicron Corp.. 416 USS. 470,
483, IBI USPQ 673. 679 (1974):

[Nlo patent is svailable for a discovery, however
us:ful mvel and nombvnous unless it falls within

of JS usé § 101,

Subject matter mndoesmfdlmmnmofmemm
classes of 35 US.C. § 101 umdlohg “nonstatutory "
to be ‘‘ui

subject mager.”
mhmadlm.wof’l!)l is intended to dilineate a

**general industrial bou olgmmbk vention. /n re
Bergy. 596 F.2d 952. 974 n.i} 1 USPQ 352, 372 n.l1
(CCPA 1979). vacared. 444 U.S. 1028, off d sub nom.. Diamond
v. Chokrabartv. 447 U.S. 303. 206 USPQ 193 (1980). The
first statutory class. process. is defined in 35 U.S.C. § 100(b)
and refers o acts, while the last three classes.
manufacture and composition of matter, refer to physical llungx.
therefore, lhegumlﬁeldofpnamu:mvemmmnm

*process ‘machine. **process
equivalent toa nmnod."Ber‘y 596F1du065 201 USPQ
IIJ“ The term *‘machine’”

OFFICIAL GAZETTE
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which cannot be the subject of a patent.”” Diekr. 450 U.S.

at 186, 209 USPQ a1 8. The exception applies only to mw-

matical algorithms since lny mocen u an “algorithm'”

the sense that it is a step-by-si amvelugwen

result. In re Walter. 618 2d 738. 764 n4 203 USPQ 397,
A . (CCPA 1980): Pardo. 684 F.29 at 915, th UsPQ

at

Although mathematical

ithms per se are nonstatu
as sizted in Diehr, 450U

tory.
- at 187-88. 209 USPQ a1 8-9:

(A] claim drawn to subject matier otherwise statutory
does not become nonstatutory simply because st uses
a mathematical formula. ¢
computer. .

omputer program. or dlgml
. (Iin Parker v. Flook we suted that

process is not unpatentable simply because it con!aml
2 law of nawre or a mathernatical algonthm.™™ 437
U.S. at 590. It is now commonplace that an applicaiion
of a law of nature or mathematical formula 10 a known
structure or process may well be deserving of patent
plmwn As Jusuce Stone explained four decades

“*While a scientific truth, or the mathematical
expression of it. is not a paientable invention, a
novel and useful structure created with the aid
of knowledge of scientific truth may be."* Mackav
Radio & Telegraph Co. v. Radio Corp. of America,
306 U.S. 86. 94 (1939). [Cistions omitted.)

The S Coun thus ical al-
gorithms are *‘the basic tools of § suennﬁ: and lechnological
mbe :;g'm’" 409 U.S. at 67, 175 USPQ at 675. and should
oot

with

*“apparats.’ In re Prater, 415 FZd 1393, 1395 n.1). 162
USPQ 341, 543 n.il (CCPA 1969).

The question of a claimed invention satisfies the

othefcondnm for patentability is ** wholly npm from whether

falls into & y of matter””
(unphnu deleted). Diamond v. Diehr, 450 U . 175, 190,
F.2d at 961, 201

209 USPQ 1. 9 (198]) (cm? Bergy, 596
USPQ at 361). As staied 'arker v. Flook. 437 U.S. 584,
$93. 198 USPQ 193, 198-99 (1978):

The obligation to determine what type of discovery
nsmgmmh:mmwmde

fuﬂhelsme ol' **the Progress
of... Useful * U.S. Const. an. [, § 8. lis also recogruzed
that mathemarical algonthms may be the
to describe the invention.
Where claims invoive mathematical algorithms, as stated
m’gre,(bel: 684 F.2d 902. 907. 214 USPQ 682, 687 (CCPA
%

b]etl of ex:lunve nghu whereas technological
ans.’

most precise way

The goal i ion ' What did

invent?"* If the claimed invention is a mathematcal
algorithm. it is improper subject matter for patent
whereas if the claimed invention is an

of whether that seovuyx.mlm.new(l.e novel
under § 102] or obvious (§ 103).

See aiso In re Sarkar, 588 F.2d 1330, 1333 .10, 200 USPQ
132, 137 .10 (CCPA 1978) (If the subject matter a3 claimed
is subject to patenting, i.c., if it fulls within § 101, it must
them be examined for canphlnce with §§ 102 and IOJ")

lustory

application of the algorithm, § 101 will not bar the

grant of s patent.
The tests for determining whether claims containing mathe-
matical algorithms are statutory have gradually evolved in the
courts since the Supteme Coun’s decision 1 8enson in 1972,

B. Evolunoa of the two-part test for mathematical

maey uniesy
it falls wathin a judu: der:nnnndnn:puon §101. /n
re si;arg F2d ?& :)16.01‘14 USPQ 673. 677 (CCPA
1982). Excepuons inci laws of nature, Eyualph:mmﬂn
ep::lenbuhr 450 US. a1 185, 209 USPQ at 7.
and cases cited therein. This analysis addresses whether

subject matter.

1l. Mathemarical Algorithms
Maﬂmmml alganduu 3¢ are not
mznum Wf&l r’

A mathematical algorithm is defined as a "pmedure
solving a given type of mathematical
v. Benson. 409 U.S. 63. 65. 175 USPQ 673, 674(I972r Flnok
437 US. &t 585 0., I9! USPQ at 195 n.1; Diehr. 430 US.
at 186, 209 USPQ ut 8 algorithms are non-
mmbuamwymhemmmmwfdlmmn
the § 101 suamtory class of a ** Benson. **[Aln

algorithm, or mathematical formula. is like & taw of natre,

Y subject matier

test of In re i'rfﬂmu;Y

“cases 15 the iwo-pant
573 F.2d 1237, 197 USPQ 464 (CCPA 1978). as modificd
by Walter and Abele. See In re Meyer, 688 F.2d 789, 796.
218 USPQ 193, 198 (CCPA 1982) (A more comprehensive

is set forth
[ Abele’ )Amold&etvo(uumoflhelmlyns

some useful insights into the application of the test.
in Benson, the Supreme Count concluded that claims directed

mathematical
patent on the algorithm
. a1 72, 175 USPQ a1 676. The-elwocmclusm
fmdnwllfwlhwo-(% ysis of the Count of
Customs and Patent A)mFr«m ST3F24
a1 1245, 197 USPQ at ¢7l

First. it must be determined whether the claim directly
or indirectly recites an **algorithm’” in the Beason sense
of that term, for a claim which fails even 10 recite
an algorithm clearly cannot wholly preempt an algo-
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nthm. Second. the clam muss de further anaiyzed to
ascertan whether in its entirety 1 wholly preempts that

thm.

In 1978'01'1':: Supreme Court heid in Flook that 3 claim need
*not . . cover every conceivable apphicauon of the formula™
to be nonstatutory. 337 U.S. at 586, 198 USPQ at 196. This
decision left undefined what constiutes statutory subject matter.
n Wulter. the CCPA modnﬁed the secmd step of Freeman

L. 5. PATENT AND TRADEMARK OFFICE

HW0G ™

without the aigonthm and determining whether what remains
13 “otherwise statutory.’* This analyss focuses on toenufving
the SLALLLOMY process in the claim and is consistent with prev ous
cases such as Walrer. 618 F.2d a1 769, 205 LSPQ a1 49
¢ *Examination of each ctam that exch has no
substance apart from the calculations invojved ). The iechmique
of viewing the claim without the mathematxcal algonthm s
not i with the that clams must de

10 require a more positi what 1s
clarmed. 618 F.2d a 767 208 LSPQ at 407

[f it appears that the mathematical algonthm is
implemented 1n a specnﬁ: mmnev w defme Ar

*'as a whole™ under § 101.

The requirement that ciaims be considered “"us a whole™"
arose out of the now rejected *“pomnt ol Povely™ approach
to statutory subject matter. Under the “*point of novelty”

relanonships between the ph

app ifaclaim w-moux the subject

+(n apparatus clams. or 10 refine or limit clnm steps

tin process claims). the clam being otherwise satutory.

the claim passes muster under § 101. [f. however. the

18 merely and solved
by-the-claumed invention. as was the case in Beason
and Flook. and is not applied 1 any manner to physical
elements or process steps. no amount of post-solution
activity will render the claim statutory: not is it saved
by a ptumble merely reciting the field of use of the
mathematical algonthm.

The CCPA noted that while the second step of Freeman
““srated in terms of preempuion” it had consistently been
.npphed “in the spirit of the foregong pnnciples.’” 618 F.2d
at 767, 208 USPQ a1 307.
In Abele. the CCPA further modified the second F'm of
the test 10 provide 3 more comprehensive (est. 684
906-7. 213 USPQ at 686:

Appellanis summanze the Walter test a3 setting forth
lwoendso!asprcwm what 18 now clearly
nonstatutory. i.c.. claims in which an algorithun 1s merely
presented and solved by the claimed invention
{preemption). and what 1s clearly mmuy
in which. an algorithm 1s i Spec
mannet to define structural rrtnmnxlup: bu\veen the
physical clements of the claim (in an apparatus claim)
of to refine or limit steps (in a process). Appellants
urge that the statement of the test in Walrer fails to
provide a useful tool for analyzing clams in the **gray
ares’ wnnh!ﬂuh:lw«nuummofmuspecm

matter was over the pnor an (1.¢...if the aigonthm
was at the “"poant of novelty™” of the claim). the clums were
found to not recite statutory subject matter. This upproach
was consistently rejected by the CCPA. See In re Churfield.
545 F.2d 152. 191 USPQ 730 tCCPA (9761 corr Jemied.
434 U.S. 875 (1977 In re Dewssch. 353 F.2d 689, {9} USPQ
645 (CCPA 1977). [n re de Casteler. 562 F.24 1226. 198
U{SPQ 439 (CCPAhI9771 Freeman: Sarkar: Wulter The point
of novell was finally put to rest in Diekr. 450 U S
a l“{tz ‘%‘”‘SI’Q a9

in dents” claimed

process for puau pluemon undcf 4101, lhm clams

must be considered as 3 whole. It is inappropnate to

dnsse:nheclmlu mmaldmdmelemlsmdmm

id inthe analysis.

The* novelty of any element or steps 1n 3 process.

or even of the process uself. is of no relevance 1

ning whether the subject matter of a claim fails

within the § 10t categones of possibly pateniable
subject martter,

Under the second test of Abele. the clums are considered
\mhom the umm to determine whether what remains (s

“otserwise statutory, " nor to determine whether what remains
is novel and nonobvious.

C. Applicarion of the rwo-part test
L. Step 1 - presence of a mathemancal aigorithm
a Mathematical aigorithm

for olving 3

We agree that the board 's
of the Walter analysis justifies apptllam s position.
However. the Walter analysis quoted above does not
fimu patentable subject matter only to clums in which
structural refationships of process steps are defined.
fimited or refined by the lwhunm of the algonithm.

isap

mathemancal ptwlem In this sense. a

algorithm refers *‘to methods of calculanon.
and

ptnlly Wnlttr 618 F.2d at 764-65 n.4. 205 USPQ a1 405

n4. “The type ol computation volved does

A
given type of
mathematical

Rather, Walter should be read as 0o more
than that the aigonthm be “applied in any manner
provided that

or non-essential A
Thus. if the claim would be “"otherwise statutory.”
id.. albmmnvewlesuu!ulwnmmt
algorithm. the claim likewise presents statutory subject
matter when the algorithm 1s included. This broad
reading of Waiter. we conclude. s in accord with the
Supreme Court decisions [hoiding "mnuclnm drawn

formula. compuier . or digital
Diamond v. Diehr, 450 ES u 187, 209 US% a 8).

The reason for the modification of the test was because,
as noted in Abele. 634 F.2d at 909, ZIOLSPQam

The algorithm (in Abele| does not necessanly refine
of limit the eartier steps of and detection
a3 would be required to achieve the status of

subject maney by the board's narrow reading of Walter.

The second test of Abeie suggests thas the determination
of whether the algonthm 13 “*apphied in any manner to physical
element or process sieps”” may be made by viewang the claims

hﬂher aprocedure 13 Statutory of nonstatutory.
In re Geingvarch, 395 F.2d 32, 41, 201 USPQ 136. 145 (CCPA
1979). A **claim for an mquvved method of calculation. even

when tied 108 spulﬁc is unpatentable subject matter
undel'l99 “IOI Flook, 437 US at 595 a.18. 198 USPQ at
n

b may rep
laws of nature. or ideas or mental processes for solving compiex
problems. See Mever. 688 F.2d a1 794-98, 215 USPQ m 197:

Scientific such s the relationship between
musandeaergy[ism:-l and laws of nature. such
as the of;uvuy nmlya-l" fr/sec.’.

| format. F
and f lac do not
Wmﬁ:pmnplewlam of nature: they
represens ideas of mental processes and are simply

logical vehicles for communicanng possible solutions
to complex problems.

See also Safe Flight Instrumens Corp. v. Sundstrand Data
Cw Inc.. 706 F. Supp. 1146, 10 USFQ.d l") (D.Del.

mvmdﬂ:u).ﬂodmmnumbemmmnaual

eanbc

representing principles
nature which reveal a celationship that has always esisted.
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b. “Process” versas “apparatus” claims

Since MWMMWM
rofullvnhm:milmmycmdn ‘process.”” aneTipts
have boen circumvent the subject mader

byam '] i u"mndnn:
claims. The mwunmum
terms of *"means for™ pummdbyJSU.SC.lllz.
s.xmmwmkm.mawn **machine’”
*‘appasatus’ claim, mmmn:ldmufmno!me
chundonmcumvlwm !nu s Sistutory.
See In re Mascorps, 609 F.2d 481, 483, 203 USPQ!IZ.!IS-
16 (CCPA 1979):

Labets sre not determinative in § 101 inquirics. **8en-
mnppluequllywﬁaﬁnmm clairmed

an spparatus or meemmdm
cmmuoﬁmlnemmmm;. In re Johason.
389 F.24 1070, 1077, muspo 199, m(ICLTAl

1978). ‘means
UsC 0 112, uxm
the subject

OFFICIAL GAZETTE
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re Richman. 563 F.2d 1026, 1935 USPQ 340 ({CCPA}
1977); In re Flook. $59 F.2d 21, 195 USPQ 9 (|CCPAI
1971), cert. granted sub nom.. Parker v. Flook. {437
U.S 584)(1978). Omﬂ'clunum-ymmwnm
recite 2
mllhemmcalequumufmnuhbynmohm
cquivalens therefor. See. e.g.. In re de Casteler. supra
{(claims 6 and 7): In re Waldbaum. 559 F.24 611. 194
USPQ 465 (ICCPA] 1977). A claim which substitutes.
fors ical formula in algebraic form. " words
which mean the same thing."” nonetheless recites an
”’onmm 1n the Benson sense. In re Richman. supra

3 F.2d at 1030. 195 USPQ a1 344. Indeed. the claims
at issue in Benson did not contain a formula or equation

expressed in mathematical symbols.

Claims which include | (e
expressed in mathemarnical symbols clearly include a mathe-
mancal alg A, g in prose form may
[ eral i the

{eg.. wbwm the expression *‘division'* or * uhn! the
rwo !ov adivision ngm or may be expressed in words which

gorithm. See Safe Flight instrument.
TO6 F. Supp. a1 1148, |ouspoz¢u 1734 (subtracung ), Abele,
at 687 0.8 (“The algonthm.

mmruf‘wmleof"

b; “means. ' 684 F.2d a1 908 n.8, 214 USPQ
t97USPQuaT2. the

system may be & **machine ** within **the a Gaussian wei

of the word."”* a3 790 214 US

holding in Benson Joknson.

of § 108."

is defined in the specificauon as
function''); In re Tarer, 681 F.2d 787,
678. 681 (CCPA 1982) (nmlmzlszl In re
389 F.2d 1070. 1079, 2oo USPQ 199, (CCPA
1978) (** 1
of ") Inre W “‘ 559
Fja 611, 194 usro s (ccn 1977) (method of claim
I *'to count’* the number of busy lines **solves a mathematicai
Mwmcm-xlmwdhuyhmmaukm
system.” /n re Bradley, 600 F.2d 807, 810 n.4. 202 USPQ
480, 484 n.4 (CCPA 1979). aff d by an equally divided court
sn*mb v. 8Bradley. 430 U.S. 381, 209 USPQ 97
(1981)).
Ilumalny:mblemd:mnumbymwmo!m
laim whether it

mnmmenml us mmmm{ulmwmum
o(ea:b:himinm:hmofiu disclosure.”” Johnson.

sieps (of

F.Zd 611, 194 USPQ 465 {**series
binary within & p

of binary 1° undo:m was mnr:mn
algorithm, Gelnovarch, 598 F.2d at 39 201 USPQ.( I4))
Inre Sherwood. 613 F.2d 809, 818, 204 USPQ 537, 545 (CCPA
1980), cert. demied, 450 U.S. W(I”I)( “claims must be
said to the indirect recitation s mathematical
mm ') Mryer mFZﬂnM ZISUSPQu 198 (claims

nmﬂmﬂmamﬂo@nmufolb-t)

2. Step 2- is the mathemarical algorithm “applied
in any manaer to physicel elements or process
¢

nf anu for mlmpulanng
the

MWMummmhw
algorithm is ** in any manner to physical elements or
Mlm{ormsmlym:houldbz

mlumd
o Froemen S F 2 & nmm-m

The mannet in which a clsim recites @ machemsticsl
formuis or be i

the
mlmmwwvwmcmwm
whether what remans

¢

is *“otherwi "t ililis.i"'*
m-'--- i ¥ It ¢
[llhe line between 3 ‘process’ and an
‘principle’ is not ajways clear.”” Flaot 437US.

at 589. 198 USPQ &t 197. 'nzemnodeﬁnmve *tests for
whethet a claim positively reci subject

matier.”” Meyer, 688 F.24 at 796 n4, ZISUSPQHI%n.O

some useful guidelines may be synthesized

Nevertheless, some out
of the court decisions.

& Post-solution activiry
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13 insigficant or non-essenual “*post-sotunon acuvity.” the
clarmed subject mager 13 nonswatutory. Flook, 437 U.S. a1 $90.
198 USPQ a1 197:

T‘

the catalyuc chemxcal coaversion of
hydrocarbons did not serve 10 render the method SLAION I:
Walter. 618 F.2d 11 769, 205 USPQ at 409 ¢** Although the
ctaun preambles relate the claimed tvention [o the an of seismic

prospecting. the clnrns themselves e not drawn to methods

th of auvity... of or for ). de Casteler. 562
umn process F.2d at 1284 n.6, 195 uSPQuWnOt “The potennal for
eull.s form over of res that

could anach some form of poa-sohmon auvity to

reason exist before that | may be given weight .
Compare Waldh $59 F.2¢ a1 616 n.6, 194 LSPQ 69

final step indicaung that the formula, when solved,
could be usefully appled (o existing surveying tech-
niques.

Inugnificant post-solution activiry by uself is insufficient
10 consmuie & statutory . In Flook, the (inal of
adjusting an alarm limut was not sumcnenl. See also Sdlt
lﬁnal slzp o! ‘means for

n.6 (poruon of preambies referred to 1n method portion of
claims **are necessary for complet:neu of the clams and Jre
proper limuauons thereto™”

<. Daza-gathering steps
If the only limiancas in the clams in addition to the

g steps which ““mereiy
determine values for the vanables used in the mathematical

maaof
no(suﬂ':m)‘.Abrlt 684 F.24 21 909, zuu{pouosa(rm-n
step of display: “‘that the result is displayed as 3 shade of
myﬂﬂmmmumptylmhﬂwmndnmmu

beter inf considering the broad m? applications
by the ciaims ") Walter. 618 F.2d ai 770, 205

bSPQn«D(ﬂnalmpmdtmclumolmm
lﬂlolconldb:umﬁdbynnmm
of the results of a nonstarutory process on some

used 1n making the calculations.”” such antecedent
steps are msulﬁcm\l m change a nonstatutory method of
calkculation into tory process. See In re Richman. 63
£.24 & 1030. l95USPQu343 Sarkar. $88 F.2d a1 1238,
200 USPQ at 139 ("IF the steps of nmrnn' and substituting
values were alone sufficient. every mathemarical eguation.
formula, or algonthm having any practical use would be per
se subject to ung as A ‘process’ under § 1017): Gelno-
vatch, 595 F.2d a1 41 n.7. 201 USPQ at 145 0.7 (*'clamed
the values of s set of process inpuls (step

even the most unskilled paient draftsman could provide
such a siep”). Gelnovarch. 595 FHuJI a7 00 USPQ
a1 143 n.7 (final step of storing “‘each of the steps
oflh::lmmeﬂm:.empl :heﬁnnlslcpofequam‘
the process to the values of the last set of process
nputs. dmclly or indirectly recites a mathematical
com| % Sarkar. 588 F.24 a1 1332 n.6. 200 USPQ at
an obstruct:on at a locatoa

step of
)Lmn&mwmnmammm.wmw
be a daa-gathering step’’), Where the claum *‘presents data
mmmdmby algonthm but by other
limitanons which requie cenan antecedent steps  the clam
may statutory subject matter. Abele, 684 F.2d a1 908.
214 USPQ as 687,

4. Trensformarion of something physical

ofdnoaasm:ncn -solution activity steps hmmmmehimmammpmus

© being his in § 101°). de Casteler. it is useful to analyze

562F2¢ul2“ 195 USPQ-“G(ﬁmImp trsnsmitting: m there 1s transformation of mmmnn; physical into
0. transout | signals, One

msemmnfnmﬂluhu
mcm:mm{ulmmymmﬂmm")
The absence of post-solution activity or the fact that any
mmmuymyhmvulumlymfmmae
considered. On one hand. as staed in Walter. 618 F.2d u
767-68. 203 USPQ a1 407:

if the end-product of n:hmudmvenmnuapun
aumber. as in Bemson and Flook. the

of physical ““signals’” from one physical state 0 a different

phyualsuu lsunwymnmmeele:mcﬂms and
mere mathematical maniputation of “‘data™” which. by useti.

lhetmhnesponsttn or pl
was stanitory process); Sherwood. 6I3F2¢u819 204 LSPQ
a 346 of num-ctnces:mo

4

regardless of any post soumonmxy
-h:hmknnnuhhlofambynmam
for other purposes.

On the other hand. as stated in Abefe. 684 F.2d st 908 0.9,
214 USPQ at 687 n.9:

mlum-(hlqmumﬂmupuw
of the secuon 101 issue.”" /n re Rick

pth seismic [Taces was SWAMOrY Proc
because it mmmﬂmmmpmmd
mmumymemcmwym

‘orm Y, with Waiter, 618 F.2d a1 768,

no.msusron 409 (if *"the claimed invention produces
a physical tung . . . the fact that it nwmdm numencal

lulndoanummmec nonstanstory”* but finding that

the **signais™ clwnd may

* and thus were to me nllomhm nseif

SPQ-J‘J Accord. lnrr
787 ([CCPA) 1982). overrmiing
. 478 F.24 1392, I78 USPQ 3 (lCCl’Al
The order of the steps should not be determinative
e!mumvmb’ummq
b. Field of use limuanons
mathemancs algonthen is mad: nmy by
mwlmm-:nofnf

technological environmnent.”” Diehr. 4sous ul9l zmusro
at 10. Thus. *“field of use™* or “‘end use’* limitations in the

seing
mklmmmducwmm“a

or abetract
mm-mmkk:rmmma:m
cni-m:mndr boresight correction angle from
pluralisy of sets’ 0t SLatuNOry 1 %. Gelnovarch, wswa
u‘LZQIUPQ-llS(m “the claims solely recite a
method

wﬂmm:mdommfmuwmns 3
and Benson (conversion of binary coded decimal numbers 1o
pure binary numbers not statutory), It is mamfest that the
mmﬁmwmmwdqmnmme
tabets “sigrais” or “daa.”

e. Sirucewral linutanoas in process claims

Anodher tssue is the effect of structural limitatsons in method
claims. While strctural limitations in method clasms are not
improper. they are usually not entitied to paeniable weight

uniess they somehow affect or form an exsential pant of the
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. See Benson, 409 U S. a1 73, 173 USPQ at 677 (claim
recited use of 8 * mmw) aumsso
F.2d a1 616, IMUSPQIIAU)( limitations in
UW iaims); de Caosreler. 562 F.24 at 1244, I9S
Pou“7 ('Gmmwmmmmwdo
and i

puumdnfmmw)fhmmm

xupm. in section ILC.1b.

D. Examples
L. Diamond v. Diekr

The following claim was heid to recite sistutory subject
maiter.

1. A method of operating a rubber- o,plenfw
precision molded compounds with the aid a digital

providing said computer with a data base for said press
including a1 least,

initisting ouuwt:rnpnnd!
clounofm:pumfwmw elapsed time of
said closure,

(2) of the mold
ulmcwydmmmmuuvuymm
press molding,

constastly providing the computer with the temperature

at frequent
ummm;mmumudmmdmm
cure ume
mﬂmﬂelqndm.nﬂ
_ openingthe
indicazes
Step I The claim contains an equation for controlling the
in-mold time: Inv=CZex
Step 2 m:wmpnmumymu
recites an *‘otherwise to the

stansory” in sddition
mathematical mmm.nm eumaum.
214 USPQ a1 686

hMmhchmumhcludwmm

OFFICIAL GAZETTE

Serremaen 5. 1989

vmmolhydmurbuuvhntmnﬂuhmlnmlhu
a current value of

Bo + K

wherein Bo is the current alarm base and K s a
alarm offset which com :
o) dammnuu the present value of said process
variable. said present value htmLtfmad as PVYL:
(2 delznmmnl a new alarm B} using the
following equanon:

Bl = Bo(1.0 - P) + PVL(F}

where F is a predetermined number greater than zero
and less than 1.0 -

{3} determuning an updated alam limit which 13
defined as Bl + K. and thereafter

{4) adjusting said alarm limit to said updated slarm
limit vaive.

Step |  The claim contains a mathematical algonthm
oawm;&mmm;amﬂmnhu:muzp(llmd
an ‘‘alamm limit™ in siep (3).

3. In re Abele

In Abele, claim 5 was held to recite nonstatutory subject
matter under § 101 wheress dependent claim 6 was stamstory.

SAH!:'ndof datz in a field
tating the difference between the local value

said point for each
Mmmvmdmmﬂmunum
which corresponds

The steps in the process, 450 US. a 187, 209 USPQ « 8:

nlwmmn;mwum

the
muuammm-mm
and automancally opening the press at the proper time.

The suatutory nature of the claim is not based on the post-
sdulmmtyo‘mmpm.bmwum
of the mathematical aigonthm to the whole process.
2. Parker v. Flook
The (ollowing claim in Flook was heid 10 recite nonstatutory
maner.
1. A method for updating the value of at least one

alarm limit on a1 least one process varisble
in a process the y

con-

However, i
of claim 5, 684 F.2d ;1 908, 214 USPQ = 687-88:

Were we o view the claim sbsent the sl
detection

the uwyngwmumn
be present and would result X -
can .. [Wle view the )

and di as manifestty subject

of an algoritn in the claimed method.

1. Computer Programs
A. “*Computer prog " versms ° p
A ‘‘process’ or “algorithm’ is a step-by-step procedure

0 amive at & given result. [n the pwemt area. a *‘computer
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SePTEMBER 3. 1989

process™ or cunp\nznlgonm a senes

of steps. which 13

pm‘nrnlslseqmo(codednun:um wadlpm

computer.” Benson. 409 U.S, at65. 175 USPQueu Compum

programs are equivalenty known as “software.””
Unfortunately for discussion in this area. "*{bjoth the series

of steps performed by a computer. and the software dne:un;

those steps. have acquired the name ‘computer

Gelnovaich, $95 F.2d at 45a.5. 201 USPQat 148 . 5 (\hrk:y

CJ.. dissenung). What is sought to be protected by

s the underlying process. As stated 1n Gelnovarch, §

a4, 201 USPQ at 147:

Confusion may be avoided if it be realized that what
13 at issue is not the “program.”” i.e.. the sofiware,
but the process steps which the software directs the
computer 10 perform.

See. 8. Mmuarps 609F.dallsl 203 USPQ at 814
" The via a

uapmceul

L. S. PATENT AND TRADEMARK OFFICE

HWOG !

Webber.Jackson & Curns.inc.v. Mernil Lunch._ Pierce. Fenner
g‘Sm{:&’su F. Snpp 1358. 1367. 218 USPQ 212, 218D
! ]

The CCPA (has| . . . heid that a computer algonthm.
a8 toa 1S P
subject marter.

If a computer process claim does not contarn a mathematical
algonthm i the Benson sense. the second step of the Freeman-
Waiter-Abele test 1s not reached. and the claimed subject matter
will usully be statutory.

The trad! wnbymeCCPAmuuPTOue;«non
of Y subject matter has been
to apply the two-part tm for mathemancal aigonthms and
to find statutory subject matter if the clums do not recite a
mathematical algonthm. See Pardo. 684 F.2d at916. 213 USPQ
a 676 {process for converung source program into object
program: we are unabie to find any mathemancal formula.

wrien tn FORTRAN IV, cither built into the
calculaung mactune. or loaded nt0 a general purpose
computer ).

B. Stanwiorv nature of computer processes
1. The Supreme Court has not ruled on the

either dn'eclly or iadirectly recited
in the clumed steps of examining. compiling. stonng. and
exec! ") in re Toma. 578 F.24 872, 877 197 USPQ 852.
856 (CCPA 1978) (process for translaung a source naturat
'uxge. e.g.. Russian. to a target natural lan;uzge eg.

En;hsh [welmumble find any director
vinre

of compuser programs.
MSWCmmmmHmwkﬁm

for solving a problem
Plulhpl 608 F.2d !79 883. 203 USPQ 971.975 (CCPA I97m
(process for “Our
analysis of the claims on appeal reveals no recitation. directly
of an thm in the 8enson and Flook sense™ .

processes are per se statutory or
in Beason. Flook and Diehr all dealt with chmu viewed as
numemwal algorithms. In Benson and Diekr. the clams

Frnmn 573 F.2d at 1246, 197 USPQ a1 471 (*"The method
claims here at issue do not recite process sieps which m

In Benson. meCounhelanmmecumumptedm:un
ofthemuheuuncllll.mm mamm‘mum “any
program servi 2 computer” would be nonstarutory. in
Diehr. thonn heid thas the clarms otherwise defined 3
sumloryptecmfof:unn'wbb« and that the inclusion of

program did not make
chmnonmm m:hmmflwtddnamﬂvel
computer process.

InDamlv Iohnswn 425 US. 219, 189 USPQ 257 (1976),
rev'g on other grounds. In re Johrsion. 502F2¢ 765 183
LSPQ 172 (CO’A 1974), whch involved a
for automauc record-keeping of bank checks and depouu.
the Cour! declined to discuss the § 101 issue of the general

of 428 U.S. 21 220. 189 USPQ
a 258:

. We find no need to treat that question in this case.
however, mwemluamlmmym
respondent ‘s unpatentable on grounds of
obviousness. 35 USC § 103

[n Diamond v. Bradley. an equaily divided Supreme Coun
alﬁ:medmCCPAldxummBmdla The claims were
directed 10 computer * ﬁrmvm.vwh-chnfalhomcmm

n

not to & computer apptication orprvezn,‘l'h:CCPA(m
that the claims literally recited a machine and that, in applying
the two-part test of Freeman. the claims did oot fecite &
mathemancal algorithm.

2. The CCPA has held that

equations’"). Deussch, 553 F.2d 689. 692. 193 LSPQ 6“

648 (CCPA I977) (method of operating a system of manu-

facturing phms *Nothing md'nenmhodulxm\edb\ Deutsch

form: any specific

pm;mn *% Chatfield, 545 Flau |ss 191 LSPQ
within a

1s found to contain a mathematical
algorithm. it must then pass the second pant of the Freeman-
Walter-Abele test for siamutory subject master. See. ev.
Sherwood: Maucorps: Gelrovarch.
Amubly other exceptions such as “‘methods of doing
and “‘mental steps”” may be raised if 3 clam s
mnuu:cmnpnm process. but merely recites that an otherwise
nonstatutory process is performed on a computer. de Custeler.
562F2dax lzu |9$USPQu“7( *Claims to nonstatutory
p and become pal-
alubkupon of ‘). These
would appear 0 be excepnions with v:ry nafrow application
mclumwh:hmmlumuwum by a machine.
ile & mmddommneu per se
subject matter, *"s method of operation on
lmweﬁmlmmnq has been held
to be matter. Paine. Webber v. Mernil Lynch.
564 F. Supp. at 1369, 218 USPQ &t 220. See aiso Deutsch.
553 F.2d at 692 .5, 193 USPQannSlclnms were not

statueory unless they fail within a /-dmally dcur
muned exempnon

In Pardo. the most recent CCPA Oft COMputer processes.
meccusuuam-.susuume.zu USPQ at 677

any process. machine. manufacture. oF COMPOSition
of maner consututes statutory subject mamer unfess it
fglll within 8 judiciaily determuned excepton to section
oL

nmﬂhodol (llh:ydonotmeulv
facili ngs'): Jok her erounds.
Dann v. Ioluum (W claims dnecned to system for

record-keeping of bank checks and deposits did not

cover 3 method of doing business). Smulu‘ly machine or
of **mental s

statutory subject
cunplu:rme’ In re Bernhart. “7!;9;‘ 1395, 163 LSPQ
611 (CCPA 1969); In re Musgrave. 431 F.2d 882, 167 USPQ
280 (CCPA 1970). Sn -l.w Toma (compuser impiemented
method for transiation of natural languages is statutory).
Chronological Order Case List

In re Prazer, 415 F.2d 1393, 162 USPQ 541 (CCPA 1969)

Th:m:.pr(uﬂpamp nly mlheuuof

not binding
mmhmcmmdmmum
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Dana v. Johasion, 425 U.S. 219. 189 USPQ 297 (1976). rev
om other grounds. In re Joknsion. 502 F24 768, 183
172 (CCPA 1974)

llm 545 F.24 141, 191 USPQ 721 (CCPA 1976), cen.

In re de Casteint, 362 F.24 1236, 193 U! 439 (CCPA 197D
In re Freemas, 573 F.2d 1237, 197 U 464 (CCPA 1978)
In re Toma. 515 F.24 872, 197 U 852 (CCPA 1978)

Parker v. Flook. 437 US. 584, | 978

In re Sarkar, S88 F.2d 1330. 200 USPQ 132 (CCPA 1978)

Hirscl v. Banner, 462 F. Supp. 133, 200USPQ 276 (D.D.C.
1978), aff d without opinion, 615 F.24 1368 (D.C. Ciz. 1980).
cert._denied, 4’0 U.S 994, 210 USPQ 776 (1981)

In re Gelnevateh, 593 F.24 32, 201 USPQ 136 (CCPA

1979)
In re Maucorps. 609 F.2d 481. 203 USPQ 812 (CCPA
in r;’:)lilhpa 608 F.2d 879, 203 USPQ 971 (CCPA

In re Sherwood. GIJF.E” ZOQUSPQSJ'I(COA 1980),
tr;i‘dfud 450 U.S. 994, 210 USPQ 776
1981)

n r;ul,ﬁdrr 618 F.2d 758, 205 USPQ 397 (CCPA

)
Arshal v. United Siares, 621 F.B‘Il 208 USPQ ¥97
(CL. CL 1980), cert. denied, 449 US. 1077 (1981),
rek’s demied. 450 US. 1050 (1981)

OFFICIAL GAZETTE

Serroan 3, 1939

v. Dieks. 450 US. 175. 200 USPQ 1 (1581

. 430 US. 381, 209 U! [7]
ghaMMCM.Iﬂn&?ﬂoq “('l’”lﬁ

raim’:’m 364 F. sm 1358, 218 usrom (D.

)
S-icfk ht Instronent undstrand Daza Control. Inc..
. Supp. 146. IO USPQM 1733 (D. Del. 1989

EXTENSION OP 'I'IME FOR FILING NOTICES
TO MARKS PUBLISHED
INTHE OFFICIAL GAZETTE DATED
JULY 4 1999

cqi-dm‘l'ndntoudmuhlyl. 1989
were oot mailed until July 11, 1999. Therefore, for marks
‘rademark Official

PMIIHMT Gazette dated July 4,
989, Notices of filed by August 10, 1989 will
be considered ti .
August 16, 1999. - JEFFREY M. SAMUELS,
& Assissent Commistioney
Jor Trademaris.
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APPENDX 4—LETTER FrOM CHARMAN Wiiav J. Hucees, 10 D.

DENNIS ALLEGRETTI, PARTNER IN THE LAW FIRM OF ALLEGRETTI
& Wrrcorr, LD, DEcEMBER 23, 1991

JACE SROUKS. THRAS, CAERIAR ARR.TEN (UL S, MY YORE
DON SOWARDS, CALPORAA ONE HUNDRED SECOND CONGRESS ﬂ-—“-_mu—
Eiam Congress of the Wnited States  S=EEIT.
:.nmmm B AREINCH BLALNTER, JR. VARINA
T s oy #ouse of Representatives SR s

TOM CAMPRELL. CALIPOIIRA
ADWARD F. FRBNAR. OVNI0D STEVER SCHUT, DWW MEXCD
o S e COMMITTEE ON THE JUDICIARY R Aaastan, imamata
::a:‘:v'n—.-.-n_ ——
_m,“m“" 2138 Ravsuzn Houss Osnce Surome ATV 228-308 ¢
s 4 wasiaTON TDUS Wasinaton, DC 20515-8218
MECMAR. A KOPETSKL, ORBRON
SONR . RERR. FI0RE ILAND

December 23, 1991

D. Dennis Allegretti, Esq.
Allegretti & Witcoff, Ltd.
75 State Streat

Boston, MA 02109

Dear Mr. Allegretti:

Thank you for testifying before the Subcommittes on Intellectual
Property and Judicial Adnministration on H.R. 1417, the
Biotechnology Patent Protection Act of 1991. Your testimony was
extremely useful to the Subcommittee as we determine how best to
protect biotechnology inventions, and, at the same time, safeguard
the balance and flexibility of our patent system. There were a
number of questions that I did not have the opportunity to ask you
at the November 21st hearing, and I would be very grataeful if you
could respond to these questions in writing. These gquestions are
as follows:

1. How will H.R. 1417 affect the patenting of chemical, computer,
and other processes in areas outside of biotechnology?

2. What are your views on the Administration's proposed amendments
to H.R. 14177

3. Are there any examples, other than recombinant Erythropoietin,
of biotechnology products that have been made abroad through use of
a host cell patented in the United States and then imported into
this country?

4. Could the Patent and Trademark Office (PTO), or patent
applicants themselves, e¢liminate the need for 1legislation by
designating processes for producing recombinant products through
use of a ?host cell as “processes of using® as defined in
Pleuddemann

5. ﬂ#ve there been any improvements over time in PTO's review and
determination of biotechnology process patent applications?

6. Aside from the problem of unfair imports, what if any
consequences could result if a biotechnology process does not have
patent protection?
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D. Dennis Allegretti, Esq.
December 23, 1991
Page Two

7. Do you see any danger that enactment of H.R. 1417 could create
uncertainty in the area of process patent law?

I appreciate your interest and the expertise that you shared with
the Subcommittee on this important matter.

Sincerely,
Sanga)
lliam J.,/Hughg
airman

Subcommittee on Intellectual Property
and Judicial Administration

WIH:efv
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APPENDIX 5.—LETTER FROM D. DENNIS ALLEGRETTI, T0 CHAIRMAN
WiLiAM J. HUGHES, JANUARY 20, 1992

S JAN 27 100

ALLEGRETTI & WITCOFF, LTD.

0. DERNIS ALLEGRETT 73 S?AT! SY.l" CHARLES C. snuE*
OO ALO®

BHELOON w. DaLE A €
llvl-w. .wm' BOSTON, MASSACHUSETTS 02109 ROBEAT . “::;u.,
samES V. SAKET a¢. taen
JON O. NELBOW ORANTLAND O DRUTCHAS®
CHARLES ¥, SOOTT" TELEPHONE (817) 343. 400 R ECE'V ED dames c aumna
CmARLES O. CaLL TELECOMER (A17) Jas-901 . CHAISTOPUER J. RENR®
RONALD £, LARBON " DAVID M. FmIBCHRORN*
ZDwaARD w. REMUS® — 1982 nanc 8. Sean®
OLNIS & @EANTREN AYLE & waPegS
. Curcaso orrics 3

gL ] o ALviN DOOE
ROBEAT u. WARD® TEN SOUTH WACRER BRVE <'AN28 m;.,-um:'
CHARLES w. SHIFLEY" CHICABD, ILLWIHS SOS08 DAVID M. ROSENBLATT®
CAMIEL. A, GOLMMEN® rewe, € couar s, MICHARD 4. CLEGG"
JAMIE B. BaarTH® o -1000 JONN B IwANICHS
HARK V. BANNER® TELECOMER 132) 7e-u3a Subon Courts NEIL A, STZINSERG
SRADLEY 4 HULBEAT T 902830 - CAROLIN R CHEROWETH®
PAUL ». 8ERC: HADS HILOSAVLIEVIC®
JERAY 4. RIEOINGEN" CASLE anmengs A BLAIR HUGHES®
STEAuEN r_gucamr® LawRENCE 5. A2 ROuSON®
PETER O McDERMOTT . THOMAS A. FArmmALL®
rRAuR 5. CHOW January 20, 1992 NENNETH 4. AUDOFEAT

OF COunBEL.
OEORGE 8. NEWITT

*ADMTTED m (LLWOHS OuLY

The Honorable William J. Hughes

Chairman

Committee on Intellectual Property
and Judicial Administration

House of Representatives

2138 Rayburn House Office Building

Washington, D.C. 20515-6216

Dear Mr. Chairman:

Thank you very much for your kind letter of December 23, 19%1.
I offer the following responses for your further consideration of
the issues raised by the seven questions which you posed to me.

1. I believe that there will be increased efforts by patent
applicants to obtain process claims in other areas of
technology, directed toward meeting some of the same needs as
those which have been made manifest for biotechnology. For
example, in the economically important field of petroleum
refining, U.S. patented processes applicable to the
importation of refined products made by such processes
represent subject matter of great potential benefit to that
U.S. industry.

2. I have not had an opportunity to apply any personal study to
such amendment as the Administration may have proposed, and I
am therefore unable to offer any useful comments to you.
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ALLEGRETTI & WITCOFF, LTD.

The Honorable William J. Hughes
January 20, 1992
Page 2

3. Yes, tissue plasminogen activator (t-PA), the important drug
for treating heart attacks, was imported. Only the successful
enforcement of its process patent assured domestic protection
for the U.S. developer, Genentech, Inc. Also, monoclonal
antibodies for treating sepsis have been made abroad and
imported into the U.S.

4. I do not believe that this would be a satisfactory solution,
because the lack of a clear legislative direction would, in my
view, only give rise to both procedural and policy disputes as
between the PTO and applicants, which would cast a pall of
judicially unresolved uncertainties for many years to come.

5. Although there have been some improvements in the examination
of biotechnology process patents, the quality of such practice
remains highly uneven from one Patent Office examiner to
another.

6. I believe that the absence of such patent protection adversely
affects present and future business commitments for the
domestic development of innovative and cost effective
processes. There is a consequent business incentive to
maintain important new processes as trade secrets, thereby
restraining disclosure to the public and inhibiting the
advancement of the arts and sciences which the Patent Law is
intended to promote.

7. I see no risk of uncertainty at all in process patent law by
HR1417, neither for U.S. biotechnology or any other U.S.
industry. As I noted in my testimony, a failure to enact
HR1417 is likely in my view to impel the Patent Office toward
an operating practice of allowing only very narrow and
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