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S 15220 CONGRESSIONAL RECORD- SENATE
The initial difficulty arises from the fact proval to S. llll,'a bill Senator KEN-

that we currently have over 100 retail outlets NEDY and I have authored to remove
located in over 40 states. As a result, we are barriers to the patenting of bio-
already providing a multitude of information
to each state (and in some instances, each technology processes by establishing a
municipality). These reporting requirements modified examination by the U.S. Pat-
include, but are not limited to, payroll, in- ent and -Trademark Office [PTO] of
come, property, sales and use taxes, worker's those patent applications.
compensation, property and liability insur- Passage of this legislation is a tre-
ance, annual reports and franchise returns. mendous testament- to the foresight
Along with these requirements come the in- and capabilities of our House col-
evitable compliance audits. These reporting league, Representative CARLOS MOOR-
requirements, that are merely a. cost of _. .
doing business in each locality, considerably;- HEAD, chairman of the House Judiciary
increase our administrative costs. t, Subcommittee on Courts and Intellec-

Furthermore, over the past two years, our tual Property. Chairman MOORHEAD
form of business organization has changed. drafted the original legislation this
Late in 1993, our company became subject to session, H.R. 587, which was approved
The Security and Exchange Commission's re- in committee on June 7, 1995.
porting requirements as defined in The Secu- The bill now goes to the President for
rities Exchange Act of 1934. To satisfy these
reporting requirements, we. have had to signature.
stretch our resources further. Mr. President, under the provisions

As a company, we view our circumstances of S. 1111, if a claimed biotechnology
not as excuses, but rather as evidence that process uses or produces a patentable
governmental controls can sometimes create composition of matter, the process will
more of a burden to certain businesses in- be presumed nonobvious for the pur-
stead of a benefit. Certainly, the letter of the pose of examining the process. This
law can require us to continue to report the
requested information or incur the penalties. modified examination will resolve
However, in keeping with the spirit of the delays and inconsistent determinations
law, we respectfully submit this letter as a faced by biotechnology patentees under
plea to be relieved of our Census Bureau re- present PTO practices, and thereby in-
porting requirements. crease innovation and stimulate the

Thank you for your consideration, in this development of new products and proc-
matter.

Best regards, esses.
W. JAMES SQUIRE III, CFE, .For the edification of my colleagues,

Senior Vice President-Franchising. I want to take this historic oppor-
tunity to explain the purpose of the
bill and the need for the legislation.

THE BAD DEBT BOXSCORE Biotechnology: The Office of Tech-
Mr. HELMS. Mr. President, the sky-, nology Assessment defines bio-

rocketing Federal debt, now about $25 technology as "any technique that uses
billion -short of $5 trillion, has been living organisms--or substances from
fueled for a generation by bureaucratic those organisms-to make or modify
hot air; it is' sort of like the weather, products, to improve plants or animals,
everybody has talked about it but al- or to develop microorganisms for spe-
most nobody did much about it. That cific uses."
attitude began to change immediately Biotechnology, in the sense of ge-
after the elections in November 1994. netic manipulation, has been practiced

When the new 104th Congress con- by man for many hundreds of years. It
vened this past January, the U.S. has been used successfully by plant
House of Representatives quickly ap-, breeders in developing schemes for
proved a balanced budget amendment crossing plants to introduce and main-
to the U.S. Constitution. On the Senate tain desirable traits in various crops
side, all but one of the 54 Republican such as wheat or maize. Bakers and
Senators supported the balanced budg- beverage producers have used yeast, a
et amendment, fungus,.for leavening dough and for fer-

That was the good news. The bad mentation.
news was that only 13 Democrat Sen- Today; the practice of biotechnology
ators supported it, and that killed the is far more powerful, with promising
balanced budget amendment for the applications in diverse industries rang-
time being. Since a two-thirds vote-67 ing from pharmaceuticals, agriculture
Senators, if all Senators are present- and nutrition to. environmer al clean-
is necessary to approve a constitu- up, new energy resources and law en-,
tional amendment, the proposed Sen- forcement.
ate amendment failed by one vote. : Some examples of' widely known
There will- be another vote during the products. made with the use of bio-
104th Congress. technology include insulin, human

Here is today's bad debt boxscore: growth hormone, home pregnancy
As of the close of business Monday, tests, tests for diagnosing human

October 16, the Federal debt-down to immunodeficiency virus (HIV), vaccine
the penny-stood at exactly against the Hepatitis B virus, and high-
$4,967,827,640,196.29 or $18,857.96 for protein yielding corn..
every man;,woman, and child on a per The dramatic breakthroughs and fu-
capita basis. ture promises of biotechnology became

' possible in the 1950's when scientistsV James Watson and Francis Crick dis-
BIOTECHNOLOGY PROCESS covered the structure of DNA, or

PATENTS deoxyribonucleic acid. Ironically, nei-

Mr. HATCH. Mr. President, this ther scientist seemed aware that their
afternoon, the House gave final ap- discovery would give birth to an entire

October 17, 1995
new generation of technology. In a
March 12, 1953, letter to Max Delbruck,
Watson wrote:

In the next day or so Crick and I shall. send
a note to Nature proposing our structure (of
DNA) as a possible model, at the same time
emphasizing its provisional nature and the
lack of proof in its favor. Even if wrong, I be-
lieve it to be interesting since it provides a
concrete example of a structure composed of
complementary chains. If, by chance, it is
right, then I suspect we may be making a
slight dent Into the manner in which DNA
can reproduce itself. -

. The discovery of DNA put more than
a slight dent in our knowledge of basic
'biology:- it became the basis of a new,
promising industry that has led to sig-
nificant breakthroughs in the ability
to improve human life.

DNA, known as the ultimate mol-
ecule of life, contains the codes that in-
struct cells to grow, to differentiate
into specialized structures, to dupli-
cate, and to respond to environmental
changes.

DNA guides the special functions of
cells by directing the synthesis of pro-
teins. A gene, which is comprised -of a
specific section of DNA, contains .the
special instructions the cell needs to
synthesize proteins. Proteins give liv-
ing organisms their unique characteris-
tics. Some proteins give the organism
its structure; others mediate the many
biochemical reactions that occur with-
in the body and are necessary for orga-
nisms to function.

The DNA code for certain genes is
sometimes defective. The defect may
have been present at birth or later de-
veloped due to other factors such as in-
fection, age, or exposure to ultraviolet
light. When a defect occurs, the code
for the synthesis of proteins is scram-
bled and causes the cell to produce ei-
ther a defective protein or no protein
at all. If the function of this defective
-protein is important, this can have se-
rious consequences for the Jiealth of
the organism. For human beings, the
deficiency in the protein may lead to
tragic disabilities like cancer and ar-
thritis, or even lead to death. For corn
and other agricultural crops, the incor-
rect protein may lead to limited resist-
ance to insects or extinguishment of
the crop all together.

Once scientists determine which spe-
cific protein performs which function
in an organism, they, with the aid of
biotechnology, are able to effectively
fight disease and other abnormalities.
For example, when the absence of a
certain regulatory protein leads to can-
cer, it is possible to stop the growth of
cancerous cells by replacing the defec-
tive gene with a normal one that would
produce the necessary protein in the
body.

It is also possible to reproduce the
normal protein in another organism
and then supply it in the human body.
The technology enabling this method is
known as recombinant DNA tech-
nology. A well-known example of such
a method is the process used to produce
insulin. Insulin is produced in mass
quantities in microorganisms and then
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injected into human beings to treat di-
abetes.

Proteins produced through recom-
binant DNA technology are used not
.only to treat numerous diseases, such
as cancer, allergies, blood disorders,
and infections, but also for more pro-
saic tasks, such as use in laundry de-
tergents and food production. All of the
tools that currently, allow scientists to
perform such marvels are the product
of innovative research utilizing bio-
technology.

Given the complexities of developing
such treatments, the underlying re-
search is often expensive and takes
many years before it yields practical

,results. The biotechnology Industry es-
timates that the average cost of dis-
covery and bringing a single drug to
market exceeds $230 million. It is also
estimates that bringing a drug from
initial discovery to final FDA approval
takes an average of 12 years.

Certain incentives are necessary to
encourage biotechnology researchers to
invest in the much needed, but often
expensive, research endeavors. To date,
the patent laws have been the source of
such incentives. The biotechnology in-
dustry relies heavily on patent protec-
tion'in recouping the costs of bringing
new drugs to the market. Furthermore,
adequate patent protection is vital in
persuading- investors to provide the
necessary capital to the industry.

The biotechnology industry has been
one of the success stories in U.S. indus-
try, creating new jobs and pioneering
exciting breakthroughs that improve
our way of life. However, the bio-
technology industry now faces formida-
ble, challenges in continuing its
ground-breaking- research. Japan and
Europe have invested heavily in
biotech research and Japan has tar-
geted pharmaceutical development as
an industry of vital :economic impor-
tance. In facing this competition, it is
vital .that the United States provide
adequate and effective intellectual
property protection for the bio-
technology industry.

General patent protection: A patent
on an invention gives the patent holder
the right to exclude others from mak-
ing, using, or seling that invention.
Under 35 U.S.C., section 101, an inven-
tor may obtain a patent on "any new
and useful process, machine, manufac-
ture, or composition of matter, or any
new and useful improvement thereof

.. ." Once an invention is determined
to be of the kind that may be patent-
able under section 101, it must also sat-
isfy other requirements before a patent
is granted on that particular Invention.
The two other major requirements are
that -the invention be "novel" and be
"nonobvious."

If a U.S. patent is granted on a par-
ticular product, the owner of the pat-
ent can prevent others from manufac-
turing, selling, or importing the prod-
uct in the United States. However, be-
cause patents are national rights, the
owner of the U.S. patent cannot pre-
vent others from manufacturing or

selling the patented product in another
country. In order to. prevent others
from exploiting his patented product in
another country, the inventor must ob-
tain a patent in that country.

A patent may be granted for a new
method of using or a new method of
making a product. Such patents are re-
ferred to as "process patents." It is not
uncommon for an inventor to seek both
product and process patent protection
relating to the same invention. A proc-
ess patent must meet the same basic
requirements for patentability as a
product patent, .that is,. that the
claimed invention be new, useful, and
nonobvious. The. owner of a process
patent may prevent the sale or manu-
facture of a product made usink that
process.

The courts have described the dif-
ference between a process patent and a
product patent .as one relating to
scope:

A product patent gives the patentee the
right to restrict the use and sale of the prod-
uct regardless of how and by whom it was
manufactured. A process patentee's power
extends only to those products made by the
patented process. A process patent thus
"leaves the field open to Ingenious men to
Invent and to employ other processes.. ,.."
A sale of a product made by a patented proc-
ess does not itself infringe, the patent; it is
the unauthorized use of the process that In-
fringes the patent.

The Process Patent Amendments Act
of 1988 provided additional protection
for process patent owners. 'Under this
act, the process patent owner may not
only prevent unauthorized domestic
use of the process, but also the impor-
tation of foreign-manufactured prod-
ucts -if a U.S. patented process was used
in making the products. This amend-
ment provides protection to domestic
U.S. process patent holders against for-
eign companies using the U.S. patented
process overseas and importing the re-
sulting product into the United States
without any recourse by the process
patent owner for infringement. There-
fore, a patent on the final product, or
at least a patent on the process for
making that product, is necessary in
order to effectively protect innovators
from the unfair, competition of im-
ported "knock-offs" of their creations.

Although a product patent is gent
.erally considered to provide better pro-
tection for innovators than process
patents, they are often not available
for products of biotechnology. Bio-

.technology, products, are difficult to
patent because-they are usually the re-
combinant version of a naturally oc-
curring protein. In many cases, the
naturally occurring version of the pro-
tein has been identified and described
in the literature to some extent. Even
if this protein has not been completely
characterized, the patent application
on the recombinant version of the pro-
tein may be denied because, in the eyes
of the PTO, it is not novel, or it is ob-
vious in light of the previous disclo-
sure. In patent law parlance, that prod-
uct has already been .discovered and

does not warrant a patent under the
U.S. patent code.

A good example of this problem is
human insulin. Human insulin was dis-
covered in 1921 when scientists first ex-
tracted the protein from a dog's pan-
creas.- In 1951, Frederick Sanger identi-
fied the chemical structure of human
insulin and won the Nobel Prize for
this discovery. He would not have been
able to obtain a patent on insulin de-
spite the fact that his discovery earned
him the Nobel Prize. Then in -1979,
David Goeddel synthesized human insu-
lin using biotechnology methods, ena-
bling patients to gain access to the
product they needed to control. their
diabetes. Even Goeddel would not have
been able to receive a product patent
on insulin.

The difficulties in obtaining patents
on products of biotechnology, there-
fore, make the availability of effective
process patent protection vital in pro-
viding a reward for the achievements of
biotechnology pioneers. Moreover, ade-
quate protection is necessary to en--
courage the continued investment in
biotechnology research and develop-
ment.

Biotechnology process patenting: The
ability of the biotechnology industry
to obta in process patent protection has
been undermined bythe lack of clarity
in the rules for the patentability of
such process patents. Not only does the
lack of adequate and effective process
patent protection affect the industry's
ability to fend off unfair competition
of foreign-made products using U.S.
patented starting products, but it also
inhibits venture capital investment in
biotechnology research.

The uncertainty in the rules of proc-
ess patent protection has been the re-
sult of the Patent and Trademark Of-
fice's [PTO] inconsistent and erroneous.
application of In re Durden, and other
related and conflicting decisions issued
by the U.S. Court of Appeals for the
Federal Circuit [CAFC].

Although In re Durden. did not in-
volve a biotechnology invention, the
principles espoused by the court in
that case have had a significant effect
on the patentability of biotechnology
processes. In re Durden involved an ap-
peal of the PTO's denial of a patent for
a process to make certain new chemi-
cal compounds. The process used was
similar to one already familiar to
those in the industry, however, it used
a novel and nonobvious starting mate-
rial and produced a novel and
nonobvious chemical product. As stat-
ed by the court, the issue in the case
was "whether a chemical process, oth-
erwise obvious, is patentable because
either or both the specific starting ma-
terial employed and the product ob-
tained are novel-and nonobvious." The
court concluded that the process was
not patentable. Given the particular
facts of In re Durden, it held that a
process using a new starting material
to make a new product will not auto-
matically be presumed nonobviousness
for patentability purposes. It noted

S 15221
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that the patentability of each process
claim must be evaluated on a case-by-
case basis.

Since the In re Durden decision, it
has become increasingly difficult to ob-
tain process patent protection in the
United States for genetic engineering
inventions. It is reported that the PTO
frequently cites this case in automati-
cally rejecting applications for bio-
technology processes.

The reasoning used in rejecting bio-
technology process patent applications
is as follows: The basic process of ge-
netic engineering, recombinant DNA
technology, is known. It consists of in-
serting a DNA molecule into a living
cell so that the cellular machinery pro-
duces the specific protein encoded by
the inserted DNA'molecule. Therefore,
when a new DNA molecule has been in-
vented, it is assumed "obvious" that it
can be used in a recombinant DNA
process to produce the protein it en-
codes. Since nonobviousness is a condi-
tion for patentability, the process for
producing the protein is rejected by the
PTO as obvious. Under In re Durden,
the process is rejected even if the start-
ing materials used in the process in
producing the final product are new
and patentable.

The Court of Appeals for the Federal
Circuit revisited the issue in the subse-
quent case ofIn re Pleuddemann. As
with In re Durden, this case involved a
challenge of the PTO's denial of a pat-
ent to a process. The challenger had a
patent on a starting material that he
used in the process at issue to make a
patentable final product. Except for
the use of the patented starting mate-
rial, the process for making the final
product was already known in the in-
dustry. The court held that the process
in this particular case was patentable.
In its opinion, the court emphasized
that In re Durden was not to be read as
a "per se" rule against patenting old'
processes that use new starting mate-
rials or produce new products.

The court distinguished In re Durden
in this case on the ground that the
process at issue in In re Pleuddemann
involved a process of "using" rather
than a process of "making," which was
the claimed process at issue in In re
Durden. This distinction between the
two types of processes was lost on
many and has caused further confusion
on the status of the law on patenting
processes. It is not clear why a method
of "using" a starting material should
be treated differently, for purposes of
determining nonobviousness, from a
method of "making" the end product.

Relying on In re Pleuddemann, some
applicants have manipulated phrasing
in crafting patent applications to ex-
plain processes in terms of "using"
rather than "making." However, the
PTO continues to reject such claims
citing In re Durden and arguing that
such claims are really a process of
making claim in disguise

Although biotechnology innovators
have difficulties obtaining patents on
products and processes of bio-

technology, they can receive patents
on new starting materials they dis-
cover. However, unlike patents on
products or the process by which those
products are developed, U.S. patents on
the starting materials fail to provide
adequate protection from unfair for-
eign competition.

The U.S. patent on the starting ma-
terials-typically a new DNA molecule,
a genetically altered host cell or a vec-
tor-Lcan prevent others from using
them in the United States in any way,
.including using them to produce a final
product. However, without process -pat-
ent protection, the patent owner of the
starting materials cannot prevent an-,
other from taking the patented mate-
rials to another country, use it to
produce a product based on such mate-
rial, and import the product back into
this country for commercial sale.

Under the patent laws, there is no in-
fringement of the patent on the start-
ing materials because th~ere is no "use"
of the materials in .the United States.
Without process patent protection, the
inventor can not challenge the unfair
importation of the product and is
forced to watch helplessly -as foreign
copy-cats reap the harvest to which he,
as a pioneer, is entitled.

The uncertainty in the examination
of biotechnology process patents under
current U.S. law has become a serious
impediment to the development of new
technologies in this industry. The con-
fusion in the case has led to inconsist-
ent results by patent examiners. The
inconsistent application of the case
law, in turn, has led to severe delays or
denials of issuance of process patent
protection to deserving patent appli-
cants. The resolution of this problem
will provide both certainty for patent
applicationls in this field and adequate
protection against unfair foreign com-
petition.

It is not clear if.or when the CAFC
will resolve the confusion in the case
law relating to process patents. Cur-
rently, there are two cases pending in
the CAFC relating to this issue. These
two cases have been pending before the
CAFC for over 3 years, and there is no
indication when the court.might issue
a decision on them. Even if the court
issues a decision on these cases, it is by
no means certain that they will resolve
the -confusion caused by In re Durden
and related cases. The PTO, in congres-
sional hearings, testified that it does
not believe it can resolve the problem
administratively because of the seem-
ingly conflicting court opinions.
S. 1111 resolves the In re Durden

problem in our patent law by providing
that a biotechnological process of mak-
ing or using a product may be consid-
ered nonobvious if the starting mate-
rial or resulting product is patentable.
This change will provide- a degree of
certainty to the protection of bio-
technology inventions and will sim-
plify the PTO's examination of bio-
technology process patent applications.
This bill will also allow U.S. research-
ers to enforce their patents claiming a

certain starting material against the
unfair importation of products made
overseas using such material.

As my colleagues are aware, the Sen-
ate has gone on record in support of
this change in the law many times,
most recently in 1994 when we approved
the Deconcini-Hatch legislation. I am
proud that the Congress has now given
final approval to the bill, and I am
hopeful the President will sign the
measure as soon as it reaches his desk.

Mr. President, I ask unanimous con-
sent that the text of S. 1111 and a sec-
tion-by-section summary be printed in
the RECORD at this point.

There being no objection, the mate-
rial was ordered to be printed in the
RECORD as follows:

5. 1111

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,
SECTION 1. BIOTECHNOLOGICAL PROCESS PAT-

ENTS; CONDITIONS FOR PATENT-
ABILITY; NONOBVIOUS SUBJECT

• MATTER.
Section 103 of title 35, United States Code,

is amended-
(1) by designating the first paragraph as

subsection (a);
(2) by designating the second paragraph as

* subsection (c); and
(3) by inserting after the first paragraph

the following:
"(b)(1) Notwithstanding subsection (a), and

upon timely election by the applicant for
patent to proceed under this subsection, a
biotechnological process' using or resulting
in a composition of matter that is novel
under section 102 and nonobvious under sub-
section (a) of this section shall be considered
nonobvious if-

"(A) claims to the process and the com-
position of matter are contained in either
the same application for patent or in sepa-
rate applications having the same effective
filing date; and

"(B) the composition of matter, and the
process at the time it was invented, were
owned by the same person or subject to'an
obligation of assignment to the same person.

"(2) A patent issued on a process under
paragraph (1)-

"(A) shall also contain the claims to the
composition of matter used in or made by
that process, or

"(B) shall, if such composition of matter is
claimed in another patent, be set to expire
on the same date as such other patent, not-
withstanding section 154.

"(3) For purposes of paragraph (1), the
term 'biotechnological process' means-

"(A) a process of genetically altering or
otherwise inducing a single- or multi-celled
organism to-

"(I) express an exogenous nucleotide se-
quence,

"(ii) inhibit, eliminate, augment,' or alter
expression of an endogenous nucleotide se-
quence, or

"(iii) express a specific physiological char-
acteristic not naturally associated with said
organism;

"(B) cell fusion procedures yielding a cell
line that expresses a specific protein, such as
a monoclonal antibody; and

"(C) a method of using a product produced
by a process defined by (A) or (B), or a com-
bination of (A)and (B).".
SEC. 2. PRESUMPTION OF VALIDITY; DEFENSES.

Section 282 of title 35, United States Code,
is amended by inserting after the second sen-
tence of the first paragraph the following:

S 15222
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"Notwithstanding the preceding sentence, if
a claim to a composition of matter is held
invalid and that claim was the basis of a de-
termination of nonobviousness under section
103(b)(1), the process shall no longer be con-
sidered nonobvious solely on the basis of sec-
tion 103(b)(1).".
SEC. S. EFFECTIVE DATE.

The amendments made by section 1 shall
apply to any application for patent filed on
or after the date of enactment of this Act
and to any application for patent pending on
such date of enactment, including (in either
case) an application for the reissuance of a
patent.

SECTION-BY SECTION ANALYSIS AND
DISCUSSION

SECTION 1. BIOTECHNOLOOICAL PROCESS PAT-
ENTS; CONDITIONS FOR PATENTABILITY;
NONOBVIOUS SUBJECT MATTER
Section 1 provides a mechanism'for appli-

cants to facilitate the procurement of a pat-
ent for a biotechnological process that
makes or uses a novel and non-obvious bio-
technology product, overruling the decision
in In re Durden, 763 F.2d 1406 (Fed. Cir. 1985).
This section would amend section 103 of title
35, United States Code, to ensure that a
biotechnological process would not be con-
sidered obvious, and thus unpatentable, if it
either makes or uses a composition of mat-
ter that itself is novel and non-obvious.

The legislation has an impact on only one
element of patentability of biotechnological
processes--the element of non-obviousness.
There is no guarantee of patentability even
if the process claim satisfies the non-obvious
provisions of the revised section 103. The
process must still satisfy all other require-
ments of patentability, including novelty
and utility among other requirements.

To qualify as non-obvious under this sec-
tion, the claims to the process and the com-
position of matter, to which the process is
linked, must be contained in either the same
application for patent or in separate applica-
tions having the same effective filing date.
Additionally, the composition of matter and
the process at the time it was invented, must
be owned by the same person or be subject to
an obligation of assignment to the same per-
son.

Section 1 also allows an applicant to dem-
onstrate the independent patentability of a
process under current law or proceed under
the non-obviousness rule established by this
section. Independent patentability may be
demonstrated, for example, by showing the
non-obviousness of the process through proof
that the process demonstrates unpredictable
results.

Finally, this section provides five possible
definitions of the term ."biotechnological
process." These definitions limit the applica-
bility of this section to biotechnological
process patents. The new definitions are
broad enough to include most genetic engi-
neering technologies that are currently
being used by biotechnology researchers.
• The first proffered definition explains a
"biotechnological process" as a process of
inducing. an organism to express a char-
acteristic not naturally associated with It
through the methods of genetic engineering
or other methods. Such a process may cause
an organism to "express an exogenous
nucleotide sequence." An example of such a
method is the process by which human insu-
lin is produced in commercial quantities.
The DNA sequence for human insulin is in-
serted into the bacteria E. coll so the bac-
teria begins expressing, or producing, human
insulin in its cellular machinery.

This second definition of a
"biotechnological process" specifies that
such a process could be altering an organism

3RESSIONAL RECORD - SENATE
to "inhibit, eliminate, augment, or alter ex-
pression of an endogenous nucleotide se-
quence." A popular example of a product pro-
duced by such a process is the Flavr-Savr To-
mato. This process involves the alteration of
tomatoes to eliminate the inter-cellular pro-
duction of an enzyme that causes the tomato
to rot. By eliminating the expression of this
"rotting" enzyme, the tomato is allowed to
have a longer shelf-life.

The third qualifying 'definition interprets
"biotechnological process" as altering an or-
ganism to "express a specific physiological
characteristic not naturally associated with
said organism." The Hepatitis B virus vac-
cine is produced utilizing such a process. The
"antigen," or surface protein to which. the
human immune system -responds, for Hepa-
titis B is inserted into yeast to yield com-
mercial quantities of the protein. The ex-
pression of the protein does not.6ccur natu-
rally in yeast but does so because its genetic
coding has been altered. The protein is then
removed from the yeast and injected into hu-
mans to induce the body to safely and natu-
rally produce an immune reaction to fight
the deadly virus, which causes liver damage
and cancer. The use of such a process to com-
bat many human and animal diseases, in-
cluding AIDS.

The fourth qualifying definition comprises
"cell fusion procedures." An example of such
a process is the method used for producing
monoclonal antibodies, referred to by sci-
entists as "hybridoma technology." This
technology involves fusing spleen cells that
produce certain desired antibodies to a spe-
cialized "immortal" cell-usually a cancer
cell-that no longer produces an antibody of
its own. The resulting fused cells, or
"hybridomas," grow continuously and rap-
idly like a cancer cell, yet they produce the
desired antibodies.. Monoclonal antibodies
are widely used in targeting special cells to
diagnose infections and cancer. The possibil-
ity of their use in the direct treatment of
cancer and immune disorders is currently a
major focus of biomedical researchers.

Finally, the fifth definition of a qualifying
"biotechnological process" is described as
any method of using a final product that has
been produced by a process defined by any of
the other four definitions provided or a com-
bination of the processes thereof.

SECTION 2. PRESUMPTION OF VALIDITY
This section provides that if a patent claim

to a composition of matter-either the start-
ing material or the final product-is held in-
valid because the Patent and Trademark Of-
fice determines that it is non-obvious, the
patent process application that is dependent
on that composition of matter will no longer
be entitled to rely on that composition of
matter for a presumption -of non-obvious-
ness. In such a case, the inventor must show
that such a process is non-obvious without
relying on this legislation.

SECTION 3. EFFECTIVE DATE
The amendments made by this act are ef-

fective on the date of enactment. The
amendments will apply to all patents filed
on or after the date of enactment and all
patent applications, including applications
for the reissuanc6 of a patent, pending on the
date of enactment.

MESSAGES FROM THE HOUSE

At 2:24 p.m., a message from the
House of Representatives, delivered by
Ms. Goetz, one of its reading clerks, an-
nounced that the Hpuse has passed the
following bill, in which it requests the
concurrence of the Senate.

H.R. 2405. An act to authorize appropria-
tions for fiscal years 1996 and 1997 for civilian
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science activities of the Federal Govern-
ment, and for other purposes.

At 6:09 p.m., a message from the
House of Representatives, delivered by
Ms. Goetz, one of its reading clerks, an-
nounced that the House has passed the
following bills, without amendment.
S. 227. An act to amend title 17, United

States Code, to provide an exclusive right to
perform sound recordings publicly by means
of digital transmissions and for other pur-
poses.
S. 268. An act to authorize the collection of

fees for expenses for triploid grass carp cer-
tification inspections, and for other pur-
poses.
S. 1111. An act to amend title 35, United

States Code, with respect to patents on
blotechnological processes.

The message also announced that the
Speaker appoints Mr. OBERSTAR as a
conferee in the committee of con-
ference on the disagreeing votes of the
two Houses on the amendment num-

bered 4 of the House to the bill (S. 395)
to authorize and direct the Secretary
of Energy to sell the Alaska Power Ad-
ministration, and to authorize the ex-
port of Alaska North Slope crude oil,
and for other purposes; to fill the va-
cancy resulting from the resignatiQn
from the House of Representatives of
Mr. Mineta.

The message further announced that
the House disagrees to the amendment,
of the Senate to the bill (H.R. 1655) to
authorize appropriations for fiscal year
1996 for intelligence and intelligence-
related activities of the U.S. Govern-
ment, the Community Management Ac-•
count, and the Central Intelligence
Agency Retirement and Disability Sys-
tem, and for other purposes, and agrees
to the conference .asked by the Senate
on the disagreeing votes of the two
Houses thereon; and appoints the fol-
lowing Mcmbers as the managers of the
conference on the part of the House:

From the Permanent Select Commit-
tee on Intelligence, for consideration-of
the House bill, and the Senate amend-
ment, and modifications committed to
conference: Mr. COMBEST, Mr. DORNAN,
Mr. YOUNG of Florida, Mr. HANSEN, Mr..
LEWIS of California, Mr. Goss, Mr. SHu-
STER, Mr. MCCOLLUM, Mr. CASTLE, Mr.
DICKS, Mr. RICHARDSON, Mr. DIXON, Mr.
TORRICELLI, Mr. COLEMAN, Mr. SKAGGS,
and Ms. PELOSI.

From the Committee on National Se-
curity for the consideration of defense
tactical intelligence and related activi-
ties: Mr. SPENCE, Mr. STUMP, and Mr.
DELLUMS.

As additional conferees from the
ommittee on International Relations,

for consideration of section 303 of the
House bill, and section 303 of the Sen-
ate amendment, and modifications
committed to conference: Mr. GILMAN,
Mr. SMITH of New Jersey, and Mr. BER-
MAN.

MEASURES REFERRED

The following.bill was read the first
and second times by unanimous con-
sent and referred as indicated:
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