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their economies are comprised mainly of state-
controlled enterprises, no infringement occurs by
state use of the invention.

Soviet Union

The Soviet Union grants patents and inventor’'s
certificates for inventions covering “any new techni-
ca solution of a problem in any field of the national
economy.” New strains of micro-organisms are
expressly recognized as inventions.

Although the USSR is not a member of UPOV,
protection is available for new varieties and hybrids
of agricultural crops and other cultivated plants
through an inventor’s certificate. Likewise, an in-
ventor's certificate can be issued for new breeds of
farm animals and poultry, new breeds of fur-bearing
animals, and new species of mulberry silkworms.

Bulgaria

According to the U.S. PTO, Bulgaria provides
patent protection for animals (35).

Czechoslovakia

In Czechoslovakia, inventions relating to medica
ments, substances obtained through chemical proc-
esses, foodstuffs, and micro-organisms used in
industrial manufacturing are protectable only by
inventors certificates (16).

German Democratic Republic

East Germany’s 1984 patent law, which allows
patents for “technical solutionsthat are character-
ized by novelty, industrial applicability, and techno-
logical progress,” specifically includes micro-
biological processes as patentable subject matter.
Specifically excluded, however, are solutions for the
diagnosis, prevention, and treatment of human
diseases, plant varieties and animal breeds, and
strains of micro-organisms (6).

Hungary

Hungary’s patent act has, since 1970, permitted
patents for new plant varieties and animal breeds, as
well as processes for obtaining them. The Patent

Act, last revised in 1983, permits patents for plant
varieties and animal breeds “if they are distinguish-
able, novel, homogeneous, stable, and have been
given a variety denomination apt for registration”
(18). Processes involving the use and preparation of
micro-organisms are patentable, although products
of these inventions are not patentable. As a result,
the situation in Hungary is generally the reverse of
that in most other countries (6).

Poland

Under Polish Law, neither patents nor inventor’s
certificates are granted for new plant varieties and
animal breeds or for processes for curing disease.
Patents may not be obtained for foodstuffs, pharma-
ceutical products, or products obtained by chemical
processes-athough processes for producing the
named products are patentable (27).

Romania

According tothe U.S. PTO, Romania provides
patent protection for animals (35).

Yugoslavia

Plant and animal varieties and essentially biologi-
cal processes for the production of plants or animals
are excluded from patent protection in Yugoslavia

(4).
Japan

Japan’s patent system
is similar to U.S. law re-
" garding biotechnological
inventions (23). In Japan,
a patentable invention
utilizes a law of nature in
the highly advanced
creation-of technica ideas
(21 ). The Japanese patent office currently precludes
protection for inventions producing or utilizing
recombinant DNA in higher animals, based on a
statutory exclusion of inventions detrimental to
public order, morality, or health (6).

Japan has been granting patent varieties for plants
and processes of producing plants. Prior to 1970, an
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invention relating to the production of plants (e.g., a
method for cultivating mushrooms or a method for
blooming irises) could be patented in Japan. Plants
per se were not believed patentable because they
were considered neither an invention nor reproduc-
ible. In 1970, the Japanese patent office set up anew
examination standard and began granting patents on
plants themselves, provided the plant was an artifi-
cidly cultivated one and belonged to a group having
characteristic features which would differentiate it
from all other groups.

The Japanese patent office recently issued an
internal notice announcing its intention to grant
patents on nonhuman animals if they meet the
requirements of the patent law. The office is
expected to draft guidelines regarding the examina-
tion of such patents.

South America
Argentina

Argentina, although not
amember of UPOV, has
enacted plant variety
protection. The 10-20 year
right applies to the seeds,
fruits, bulbs, tubers, buds,
and graftings of the new
variety. Patent protection
does not extend to plant
, varieties,

Although patent protection extends to new indus-
trial products, new means, and new applications of
known means for obtaining an industrial result or
product, pharmaceuticals are specifically excluded
from patent protection. No policy has been estab-
lished regarding the patentability of genetically
engineered animals (6).

Br azil

Brazilian patent law contains an exclusion against
protection for the discovery of varieties or species of
micro-organisms. This exclusion has been cited as
grounds for excluding biotechnology patents, de-
spite the fact that 2,000 such applications have been
filed (6). Pharmaceuticals and the processes for

obtaining them are not patentable. Also, no plant
variety or plant patent protection exists. Because of
the growth of biotechnology in Brazil, the Patent
Office has formed a committee to examine, with
other governmental entities, potential solutions (30).

Chile

Chileis not a party to any patent-related bilateral
treaty, and its trademark department has no policy or
provisions regarding intellectual property protection
for biotechnological products. The nation’s law on
seeds permits trademark protection on seed varie-
ties, with a goal of protecting standards of purity and
quality of seeds (25).

North America

Canada

The Canadian patent
act, last amended in'1987,
defines the term “inven-
tion” as being “any new
and useful art, process,
machine, manufacture or
composition of matter, or
any new and useful im-
provement” thereof (11).
The act is essentially the
same as U.S. law.

Patents are not granted
for processes to medically treat humans and animals.
Naturally occurring substances prepared or
produced by microbiological processes and intended
for use as food or medicine cannot be claimed per se
but must be claimed in process-dependent form (12).
As aresult, product patents are more available now
than prior to 1987 (8). In 1984, the Canadian patent
office held that a mixture of fungi was patentable,
since the claimed fungi met the test of being
“sufficiently different from known species that it can
be said that its creation involved the necessary
element of inventive ingenuity” (20), The Patent
Office, however, later rejected a claim for a variety
of soybean obtained by crossbreeding (15). The
rejection was upheld by the Federal Court of
Appeals, which held that the claimed soybean did
not come within the “common or ordinary meaning”
of a manufacture or composition of matter (26). This
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court decision is current] y on appeal to the Canadian
Supreme Court.

Mexico

At present, biotechnology products and processes
may not be patented in Mexico (32). This will
change in 1997 as a result of recent legidlative action
permitting protection for a wide range of biotech-
nological processes (33).

People's Republic of China

The People’s Republic
of China adopted a new
patent law effective in 1985,
The law protects invention-
creations, is to promote
the development of sci-
ence and technology for
meeting the needs of social-
ist modernization, In Chi-
nese law, “invention-
creations’ means inventions, utility models, and
designs. Inventions cover any new technical solu-
tion relating to a product, a process, or an improve-
ment. A utility model isany new technical solution
relating to the shape, structure, or combination of a
product that isfit for practical use. No patent rights
can issue for any invention-creation that is contrary
to the laws of the state or social morality or that is
detrimental to public interest. Article 25 specifically
precludes patent rights for scientific discoveries,
rules and methods for mental activities, methods for
the diagnosis or treatment of diseases, pharmaceuti-
ca products and substances obtained by a chemical
process, and animal and plant varieties (24).

SUMMARY

A number of differences exist between nations
regarding intellectual property protection for bio-
technologica inventions. Included in these differ-
ences is the issue of what constitutes patentable
subject matter. Several international agreements are
relevant to the worldwide protection of biological
inventions. These agreements concern basic intel-
lectual property rights and procedural mechanisms
involved in international patent practice (e.g., filing

and deposit). One agreement, the International
Convention for the Protection of New Varieties of
Plants, addresses plant breeders’ rights to a special
title of protection or a patent for thistype of life
form. No treaties or international agreements exist
concerning animals as patentable subject matter.

Various analyses of the laws of other nations
indicate that patent protection on animalsis permis-
sible or theoretically possible in a number of nations,
Any projection of the number of nations permitting
animal patents must be considered speculative in the
absence of patent prosecution in this area. To date,
only the United States has both announced a policy
permitting patents on nonhuman animal life forms
and issued a patent on an animal invented through
biotechnological  techniques.
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Appendix A

Sdlected Sections, 35 United States Code, Patents

Section 101. Inventions patentable

Whoever invents or discovers any new and useful
process, machine, manufacture, or composition of matter,
or any new and useful improvement thereof, may obtain
a patent therefor, subject to the conditions and require-
ments of thistitle.

Section 102. Conditions for patentability; novelty
and loss of right to patent

A person shall be entitled to a patent unless—

(8 the invention was known or used by othersin this
country, or patented or described in a printed publication
in this or a foreign country, before the invention thereof
by the applicant for patent, or

(b) the invention was patented or described in a printed
publication in this or aforeign country or in public use or
on salein this country, more than 1 year prior to the date
of the application for patent in the United States, or

(c) he has abandoned the invention, or

(d) the invention was first patented or caused to be
patented, or was the subject of an inventor’s certificate, by
the applicant or his legal representatives or assigns in a
foreign country prior to the date of the application for
patent in this country on an application for patent or
inventor’s certificate filed more than 12 months before the
filing of the application in the United States, or

(e) the invention was described in a patent granted on
an application for patent by another filed in the United
States before the invention thereof by the applicant for
patent, or on an international application by another who
has fulfilled the requirements of paragraphs (1), (2), and
(4) of section 371(c) of this title before the invention
thereof by the applicant for patent, or

(f) he did not himself invent the subject matter sought
to be patented, or

(9) before the applicant’s invention thereof the inven-
tion was made in this country by another who had not
abandoned, suppressed, or concealed it. In determining
priority of invention there shall be considered not only the
respective dates of conception and reduction to practice of
their invention, but also the reasonable diligence of one
who was first to conceive and last to reduce to practice,
from atime prior to conception by the other.

Section 103. Conditions for patentability;
nonobvious subject matter

A patent may not be obtained though the invention is
not identically disclosed or described as set forth in
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Section 102 of thistitle, if the differences between the
subject matter sought 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 to which said subject
matter pertains.

Patentability shall not be negatived by the manner in
which the invention was made. Subject matter developed
by another person, which qualifies as prior art only under
subsection (f) or (g) of Section 102 of this title, shall not
preclude patentability under this section where the subject
matter and the claimed invention were, at the time the
invention was made, owned by the same person or subject
to an obligation of assignment to the same person.

Section 111. Application for patent

Application for patent shall be made, or authorized to
be made, by the inventor, except as otherwise provided in
thistitle, in writing to the Commissioner. Such applica-
tion shall include: (1) a specification as prescribed by
Section 112 of this title; (2) a drawing as prescribed by
Section 113 of this title; and (3) an oath by the applicant
as prescribed by Section 115 of thistitle. The application
must be accompanied by the fee required by law. The fee
and oath may be submitted after the specification and any
required drawing are submitted, within such period and
under such conditions, including the payment of a
surcharge, as may be prescribed by the Commissioner.
Upon failure to submit the fee and oath within such
prescribed period, the application shall be regarded as
abandoned, unless it is shown to the satisfaction of the
Commissioner that the delay in submitting the fee and
oath was unavoidable. The filing date of an application
shall be the date on which the specification and any
required drawing are received in the Patent and Trade-
mark Office,

Section 112. Specification

The specification shall contain a written description of
the invention, and of the manner and process of making
and using it, in such full, clear, concise, and exact terms
as to enable any person skilled in the art to which it
pertains, or with which it is most nearly connected, to
make and use the same, and shall set forth the best mode
contemplated by the inventor of carrying out his inven-
tion.

The specification shall conclude with one or more
claims particularly pointing out and distinctly claiming



170 . New Developments in Biotechnology: Patenting Life

the subject matter which the applicant regards as his
invention.

A claim maybe written in independent or, if the nature
of the case admits, in dependent or multiple dependent
form.

Subject to the following paragraph, a claim in depend-
ent form shall contain a reference to a claim previously set
forth and then specify a further limitation of the subject
matter claimed. A claim in dependent form shal be
construed to incorporate by reference al the limitations of
the claim to which it refers.

A claim in multiple dependent form shall contain a
reference, in the alternative only, to more than one claim
previously set forth and then specify a further limitation
of the subject matter claimed. A multiple dependent claim
shall not serve as a basis for any other multiple dependent
claim. A multiple dependent claim shall be construed to
incorporate by reference all the limitations of the particu-
lar claim in relation to which it is being considered.

An element in a claim for a combination may be
expressed as a means or step for performing a specified
function without the recital of structure, material, or acts
in support thereof, and such claim shall be construed to
cover the corresponding structure, material, or acts
described in the specification and equivalents thereof.

Section 113. Drawings

The applicant shall furnish a drawing where necessary
for the understanding of the subject matter sought to be
patented. When the nature of such subject matter admits
of illustration by a drawing and the applicant has not
furnished such a drawing, the Commissioner may require
its submission within a time period of not less than 2
months from the sending of a notice thereof. Drawing
submitted after the filing date of the application may not
be used (i) to overcome any insufficiency of the specifica-
tion due to lack of an enabling disclosure or otherwise
inadequate disclosure therein, or (ii) to supplement the
original disclosure thereof for the purpose of interpreta-
tion of the scope of any claim.

Section 114. Models, specimens

The Commissioner may require the applicant to furnish
amodel of convenient size to exhibit advantageously the
severa parts of hisinvention.

When the invention relates to a composition of matter,
the Commissioner may require the applicant to furnish
specimens or ingredients for the purpose of inspection or
experiment.

Section 119. Benefit of earlier filing datein
foreign country; right of priority

An application for patent for an invention filed in this
country by any person who has, or whose legal representa-
tives or assigns have, previously regularly filed an
application for a patent for the same invention in a foreign
country which afford similar privileges in the case of
applications filed in the United States or to citizens of the
United States, shall have the same effect as the same
application would have if filed in this country on the date
on which the application for patent for the same invention
was first filed in such foreign country, if the application
in this country is filed within 12 months from the earliest
date on which such foreign application was filed; but no
patent shall be granted on any application for patent for an
invention which had been patented or described in a
printed publication in any country more than 1 year before
the date of the actual filing of the application in this
country, or which had been in public use or on sale in this
country more than 1 year prior to such filing.

No application for patent shall be entitled to this right
of priority unless a claim therefor and a certified copy of
the original foreign application, specification, and draw-
ings upon which it is based are filed in the Patent and
Trademark Office before the patent is granted, or at such
time during the pendency of the application as required by
the Commissioner not earlier that 6 months after the filing
of the application in this country. Such certification shall
be made by the patent office of the foreign country in
which filed and show the date of the application and of the
filing of the specification and other papers. The Commis-
sioner may require a trandlation of the papers filed if not
in the English language and such other information as he
deems necessary.

In like manner and subject to the same conditions and
requirements, the right provided in this section may be
based upon a subsequent regularly filed application in the
same foreign country instead of the first filed foreign
application, provided that any foreign application filed
prior to such subsequent application has been withdrawn,
abandoned, or otherwise disposed of, without having been
laid open to public inspection and without leaving any
rights outstanding, and has not served, nor thereafter shall
serve, as abasis for claiming aright of priority.

Applications for inventors certificates filed in a
foreign country in which applicants have a right to apply,
at their discretion, either for a patent or for an inventor’s
certificate shall be treated in this country in the same
manner and have the same effect for purpose of the right
of priority under this section as applications for patents,
subject to the same conditions and requirements of this
section as apply to applications for patents, provided such
applicants are entitled to the benefits of the Stockholm
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Revision of the Paris Convention at the time of such
filing.

Section 120. Benefit of earlier filing datein the
United States

An application for patent for an invention disclosed in
the manner provided by the first paragraph of Section 112
of this title in an application previously filed in the United
States, or as provided by Section 363 of this title, which
is filed by an inventor or inventors named in the
previoudly filed application shall have the same effect, as
to such invention, as though filed on the date of the prior
application, if filed before the patenting or abandonment
of or termination of proceedings on the first application or
on an application similarly entitled to the benefit of the
filing date of the first application and if it contains or is
amended to contain a specific reference to the earlier filed
application.

Section 122. Confidential status of applications

Applications for patents shall be kept in confidence by
the Patent and Trademark Office and no information
concerning the same given without authority of the
applicant or owner unless necessary to carry out the
provisions of any Act of Congress or in such special
circumstances as may be determined by the Commis-
sioner.

Section 154. Contents and term of the patent

Every patent shall contain a short title of the invention
and a grant to the patentee, his heirs or assigns, for the
term of 17 years, subject to the payment of fees as
provided for in this title, of the right to exclude others
from making, using, or selling the invention throughout
the United States, referring to the specification for the
particulars thereof. A copy of the specification and
drawings shall be annexed to the patent and be a part
thereof,

Section 161. Patentsfor plants

Whoever invents or discovers and asexually repro-
duces any distinct and new variety of plant, including
cultivated sports, mutants, hybrids, and newly found
seedlings, other than a tuberpropagated plant or a plant
found in an uncultivated state, may obtain a patent
therefor, subject to the conditions and reguirements of this
title,

The provisions of this title relating to patents for
inventions shall apply to patents for plants, except as
otherwise provided.

Section 162. Description, claim

No plant patent shall be declared invalid for noncompli-
ance with Section 112 of this title if the description is as
complete as is reasonably possible.

The claim in the specification shall be in formal terms
to the plant shown and described.

Section 163. Grant

In the case of a plant patent the grant shall be of the right
to exclude others from asexually reproducing the plant or
selling or using the plant so reproduced.

Section 164. Assistance of Department of
Agriculture

The President may by Executive order direct the
Secretary of Agriculture, in accordance with the requests
of the Commissioner, for the purpose of carrying into
effect the provisions of this title with respect to plants (1)
to furnish available information of the Department of
Agriculture, (2) to conduct through the appropriate bureau
or division of the Department research upon specia
problems, or (3) to detail to the Commissioner officers
and employees of the Department.
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Answersto Questions Frequently Asked

Question [—What do the terms “ patent pending” and “patent applied for” mean?

Answer—They are used by a manufacturer or seller of an article to inform the public that an application for patent on that
articleis on file in the Patent and Trademark Office. The law imposes a fine on those who use these terms falsely to
deceive the public.

Question 2—Isthere any danger that the Patent and Trademark Office will give othersinformation contained in
my application while it is pending?

Answer—No. All patent applications are maintained in the strictest secrecy until the patent is issued. After the patent is
issued, however, the Office file containing the application and all correspondence leading up to issuance of the patent
is made available in the Files Information Room for inspection by anyone. In addition, copies of these files may be
purchased from the Office.

Question 3-May | write directly to the Patent and Trademark Office about my application after it is filed?

Answer—Y es. The Office will answer an applicant’ s inquiries as to the status of the application and inform you whether
your application has been rejected, allowed, or is awaiting action. However, if you have a patent attorney or agent, the
Office will not correspond with both you and your attorney concerning the merits of your application. All comments
concerning your application should be forwarded through your attorney or agent.

Question 4-Isit necessary to go to the Patent and Trademark Office to transact business concer ning patent
matters?

Answer—No. Most business with the Office is conducted by correspondence. However, interviews regarding pending
applications can be arranged with examiners, if necessary, and are often helpful.

Question 5—If two or more persons work together to make an invention, to whom will the patent be granted?

Answer—If each had a share in the ideas forming the invention, they are joint inventors and a patent will be issued jointly
on the basis of a proper patent application. If, on the other hand, one of these persons has provided all of the ideas for
the invention and the other has only followed instructions in making it, the person who contributed the ideas is
considered the sole inventor and the patent application and patent shall be in his name aone.

Question 6-1f one person furnishes all of the ideas to make an invention and another employs him or furnishes
the money for building and testing the invention, should the patent application be filed by them jointly?

Answer—No, The application must be signed by the true inventor and filed in the Patent and Trademark Office, in the
inventor’s name. This is the person who furnishes the ideas, not the employer or person who furnishes the money.

Question 7—Does the Patent and Trademark Office control the fees charged by patent attorneys and agents for
their services?

Answer—No. Thisisamatter between you and your patent attorney or agent in which the Office takes no part. To avoid
misunderstanding you may wish to ask for estimate charges for: (a) the search, (b) preparation of the patent application,
and (c) Patent and Trademark Office prosecution.

Question 8--Will the Patent and Trademark Office help me select a patent attorney or agent to make my patent
search or prepare and prosecute my patent application?

Answer—No. The Office cannot make this choice for you. However, your own friends or general attorney may help you
in making a selection from among those listed as registered practitioners on the Office roster. Also, some bar
associations operate lawyer referral services that maintain lists of patent lawyers available to accept new clients.

Question 9-Will the Patent and Trademark Office advise me asto whether a certain patent promotion
organization is reliable and trustworthy?

Answer—No. The Office has no control over such organizations and does not supply information about them. It is
advisable, therefore, to check on the reputation of invention promotion firms before making any commitments. It is
suggested that you obtain this information by inquiring with the Better Business Bureau of the city in which the
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organization is located, or with the bureau of commerce and industry or bureau of consumer affairs of the State in which
the organization has its place of business. You may also undertake to make sure that you are dealing with reliable
people by asking your own patent attorney or agent or by inquiring of others who may know the organization.

Question 10--Are there any organizations in my area which can tell me how and where | may be able to obtain
assistance in developing and marketing my invention?

Answer—Yes. In your own or neighboring communities you may inquire of such organizations as chambers of commerce
and banks. Many communities have locally financed industrial development organizations which can help you locate
manufacturers and individuals who might be interested in promoting your idea.

Question n-Arethere any State gover nment agenciesthat can help mein developing and marketing my
invention?

Answer—Yes, In nearly all States there are State planning and development agencies or departments of commerce and
industry which seek new product and process ideas to assist manufacturers and communities in the State. If you do
not know the names or addresses of your State organizations you can obtain this information by writing to the Governor
of your State.

Question 12-Can the Patent and Trademark Office assist me in developing and marketing my patent?

Answer—The Office cannot act or advise concerning business transactions or arrangements involved in the development
and marketing of an invention. However, the Office will publish, at the request of a patent owner, a notice in the Official
Gazette that the patent is available for licensing or sale. The fee for this service is $7.

SOURCE: U.S. Patent and Trademark Office, General Information Concerning Patents, 1986.
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Proposed Rules on Deposit

Department of Commerce

Patent and Trademark Office
37 CFR Part 1
Deposit of Biological Materials for Patent Purposes;
Notice of Proposed Rulemaking
October 6, 1988

() Deposit of Biological Material

Section 1.200 Biological material.

Section 1.201 Need to make a deposit.

Section 1.202 Acceptable depository.

Section 1.203 Time of making an original deposit.
Section 1.204 Replacement of deposit.

Section 1.205 Term of deposit.

Section 1.206 Viability of deposit.

Section 1.207 Furnishing of samples.

Section 1.208 Examination procedures.

Section 1.200: Biological material.

For the purposes of these regulations pertaining to the
deposit of biological material for patent purposes, the
term biological material shall include material that is
capable of self-replication either directly or indirectly.
Representative examples include bacteria, fungi includ-
ing yeast, algae, protozoa, eukaryotic cells, cell lines,
hybridomas, plasmids, viruses, plant tissue cells, lichens,
and seeds. Viruses, vectors, cell organelles, and other
nonliving material existing in and reproducible from a
living cell may be deposited by deposit of the host cell
capable of reproducing the nonliving material.

Section 1.201: Need to make a deposit.

(8 Where a clamed invention is, or relies on, a
biological material which is not known and readily
available to the public and which cannot be described in
writing alone, the disclosure may include a deposit of a
biological material deposited in a depository and under
conditions complying with these regulations.

(b) Biological material need not be deposited if it is
known and readily available to the public or can be made
or isolated without undue experimentation from known
and readily available material. Samples will be considered
to be readily available even though some requirement of
law or regulation of the United States or of the country in
which the depository institution is located permits access
to the material only under conditions imposed for safety,
public health, or similar reasons.
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(c) The reference to a specific organism or other
biological material in a specification disclosure does not
create any presumption that the specific material is
necessary to satisfy 35 U.S.C. 112 or that a deposit in
accordance with these regulations is required.

Section 1.202: Acceptable depository.

(8) A deposit shall be made in:

(1) Any International Depositary Authority (IDA) as
established under the Budapest Treaty on the Interna-
tional Recognition of the Deposit of Microorganisms
for the Purposes of Patent Procedure, or

(2) any other depository recognized to be suitable by
the Office, Suitability will be determined by the
Commissioner on the basis of the administrative and
technical competence, and agreement of the depository
to comply with the terms and conditions applicable to
deposits for patent purposes. The Commissioner may
seek the advice of impartia consultants from the
biotechnology industry or governmental agencies on
the suitability of a depository. The depository must:

(i) Have a continuous existence;

(ii) Exist independent of the control of the
depositor;

(iii) Possess the staff and facilities sufficient to
examine the viability of a deposit and store the
deposit in a manner which ensures that it is kept
viable and uncontaminated;

(iv) Provide for sufficient safety measures to
minimize the risk of losing biologica materia
deposited with it;

(v) Be impartial and objective; and

(vi) Furnish samples of the deposited material in
an expeditious and proper manner.

(b) If any depository under paragraph (a) of this section
defaults or discontinues the performance of any of the
tasks it should perform, the Office will recognize as a
substitute in any pending application or patent a deposit,
which must be viable if the biological material is of akind
capable of self-replication, made with an IDA or deposi-
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tory recognized to be suitable by the Office which is
transferred to said depository from the defaulting deposi-
tory in the manner required for replacing a deposit under
Section 1.204.

(c) A depository seeking status under paragraph (a) (2)
of this section must direct a communication to the
Commissioner which shall:

(2) Indicate the name and address of the depository
to which the communication relates;

(2) Contain detailed information as to the capacity of
the depository to comply with the requirements of
paragraph (b) of this section, including information on
its legal status, scientific standing, staff and facilities;

(3) Indicate that the depository intends to be
available, for the purposes of deposit, to any depositor
under these same conditions;

(4) Where the depository intends to accept for
deposit only certain kinds of biological material,
specify such kinds;

(5) Indicate the amount of any fees that the
depository will, upon acquiring the status of suitable
depository under paragraph (a)(2) of this section,
charge for storage, viability statements and furnishings
of samples of the deposit.

(d) A depository having status under paragraph (@) of
this section limited to certain kinds of biological material
may extend such status to additional kinds of biological
material by directing a communication to the Commis-
sioner in accordance with paragraph (c) of this section. If
a previous communication under paragraph (c) of this
section is of record, items in common with the previous
communication may be incorporated by reference.

(e) Once a depository is recognized to be suitable by the
Commissioner or has defaulted or discontinued its
performance under this section, notice thereof will be
published in the Official Gazette of the Patent and
Trademark Office.

Section 1.203: Time of making an original
deposit.

(8 Anorigina deposit maybe made at any time before
filing an application for patent or, pursuant to a require-
ment that will be made by the examiner no later than the
date the Notice of Allowance and Issue Fee Due is mailed,
during pendency of the application for patent.

(b) When the original deposit is made after the effective
filing date of an application for patent, the applicant shall
promptly submit a verified statement from a person in a
position to corroborate the fact, and shall state, that the
biological material which is deposited is the same
biological material described in the application as filed,
except if the person is an attorney or agent registered to
practice before the Office, in which case the statement
need not be verified.

Section 1.204: Replacement of deposit

(8) Where a depository possessing the original deposit
cannot furnish samples of the deposit for any reason, the
depository shall, promptly after having noted its inability
to furnish samples, notify the depositor of such inability,
indicating the cause thereof. Subject to paragraphs (), (f),
and (g) of this section, the depositor shall be required to
make a replacement deposit of the biological material
which was originally deposited within three months of
receiving notification that the depository cannot furnish
samples. The period for satisfying this requirement is
extendable upon petition, only for sufficient cause, and
for a reasonable time specified. Any request for such
extension must be filed on or before the day on which the
action is due, but in no case will the mere filing of the
request effect any extension. The replacement shall be
made in any acceptable depository under Section 1.202(a).

(b) An applicant or patent owner shall notify the Office
in writing, in each application or patent affected, as soon
as reasonably possible after a replacement deposit is
made. This notification shall state the name and address
of the depository, the accession number for the deposit,
the date of making the deposit, the results of a viability
test if applicable (as Provided for in Section 1.206), the
reason for making the replacement deposit, and include a
verified statement, except that if made by an attorney or
agent registered to practice before the Office, the state-
ment need not be verified. If the replacement deposit
relates to a pending application, the statement shall be by
a person in a position to corroborate the fact, and shall
state, that the biological material which is deposited as a
replacement is identical to that originally deposited. The
notification shall be placed in the relevant application or
patent file.

(c) A depositor’ sfailure to replace a deposit within the
time required by this section may cause the application or
patent involved to be treated in any office proceeding as
if no deposit were made.

(d) In the event a deposit is replaced, the Office will
apply a rebuttable presumption of identity between the
original and the replacement deposit is relied upon during
any Office proceeding.

(e) Where an application is till pending, the time for
making a replacement deposit shall be the same as the
time for making an original deposit under Section
1.203(a). The applicant shall promptly notify the Office
after receiving notice that the depository possessing the
original deposit cannot furnish samples of the deposit for
any reason. A replacement deposit may be made during
this time for any reason, including where the depository
can furnish samples but the original deposit has become
contaminated or has lost its capability to function as
described in the specification.
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(f) In no case is a replacement deposit of a biological
material necessary where the biological material, in
accordance with Section 1.201(b), need not be deposited.

(9) Noreplacement deposit of the biological material is
necessary where a viable deposit is in the depository but
the depository for national security, health or environ-
mental safety reasons is unable to provide samples to
requesters outside of the jurisdiction where the depository
is located.

(h) A patentee may not replace a viable deposit where
the depository can furnish samples. Nothing in these
regulations is intended to prohibit a patentee from making
an additional deposit of a biological material where an
earlier deposit, otherwise viable, has become contami-
nated or has lost its capability to function as described in
the specification.

Section 1.205: Term of deposit.

A deposit shall be made for aterm of at least thirty (30)
years after the date of a viable deposit and at least five (5)
years after the most recent request for the furnishing of a
sample of the deposited biological material was received
by the depository. In any case, samples must be stored
under agreements that would make them available beyond
the enforceable life of the patent for which the deposit was
made.

Section 1.206: Viability of deposit.

(&) A deposit of biological material that is capable of
self-replication either directly or indirectly must be viable
at the time of deposit and during the term of deposit.
Viability may be tested by the depository. The test must
conclude only that the deposited material is capable of
reproduction. No evidence is necessarily required regard-
ing the ability of the deposited material to perform any
function described in the patent application.

(b) A viability statement for each deposit of a biological
material defined in paragraph (a) of this section not made
under the Budapest Treaty on the International Recogni-
tion of the Deposit of Microorganisms for the Purposes of
Patent Procedure must be filed in the application and must
contain:

(1) The name and address of the depository;

(2) The name and address of the depositor;

(3) The date of deposit;

(4) The identity of the deposit and the accession
number given by the depository;

(5) The date of the viability test;

(6) The procedures used to obtain a sample if the test
is not done by the depository; and

(7) A statement that the deposit is capable of
reproduction.

(c) If aviability test indicates that the deposit is not
viable upon receipt, or the examiner cannot, for scientific
or other valid reasons, accept the statement of viability

received from the applicant, the examiner shall proceed as
if no deposit has been made. The examiner will accept the
conclusion set forth in a viability statement issued by a
depository recognized under Section 1.202(a).

Section 1.207: Furnishing of samples.
(8 The deposit must be made under conditions that
assure that:

(1) Access to the deposit will be available during
pendency of the patent application making reference to
the deposit to one determined by the Commissioner to
be entitled thereto under Section 1.14 and 35 U.S.C.
122 and

(2) Subject to paragraphs (b) and (c)of this section,
all restrictions imposed by the depositor on the
availability to the public of the deposited material will
be irrevocably removed upon the granting of the patent.

(b) The depository may contract with the depository to
require that samples of a deposited biologica material
shall be furnished only if a request for a sample, during the
term of the patent:

(2) Isin writing, signed and dated;

(2) Contains the name and address of the requesting
party and the accession humber of the deposit; and

(3) Is communicated in writing by the depository to
the depositor along with a copy of the request, the date
on which the sample was furnished, and the name and
address of the party to whom the sample was furnished.

(c) the depositor may require that sample of a deposited
biological material shall be furnished only if the request-
ing party has agreed in writing, not to make the deposited
biological material or any biological material derived
therefrom available during the term of the patent to any
third party without the written permission of the deposi-
tor, and to assume the burden of proof concerning
compliance with the agreement. With the exception of the
Commissioner and an acceptable depository under Sec-
tion 1.202 in which the requesting party has made a new
deposit for patent purposes of the deposited biological
material or any biological material derived therefrom, any
person or entity other than the requesting party and the
depositor shall be deemed to be a third party under this
paragraph. For the purposes of this paragraph, any
biological material shall be deemed to be derived from the
deposited biological material if it is replicated from, or
would not have been produced but for access to, the
deposited biological material, provided that the derived
matter still exhibits the essential characteristics of the
deposited biological material.

(d) Upon request, the Office will certify whether the

deposit has been stated to have been made under
conditions which make it available to the public as of the
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issue date of the patent grant provided the request
contains:

(1) The name and address of the depository:

(2) The accession number given to the deposit;

(3) The patent number and issue date of the patent
referring to the deposit; and

(4) The name and address of the requesting party.

Section 1.208: Examination procedures.

(8 The examiner shall determine pursuant to Section
1.104 in each application if a deposit is needed, in case
one has not been made, or if a deposit actually made is
acceptable for patent purposes. A deposit accepted in any
acceptable depository under Section 1.202(a) shall be
accepted for patent purposes if made under conditions
complying with Section 1.207(a). If a deposit is required
and has not been made or replaced in accordance with
these regulations, the examiner shall in an Office action
reject the affected claims in the application under the
appropriate provision of 35 U.S.C. 112, explaining why
a deposit actually made cannot be accepted.

(b) The applicant shall respond to a rejection under
paragraph (&) of this section by:

(1) Making an acceptable original or replacement
deposit or assuring the Office in writing that an
acceptable deposit will be made on or before the date
of payment of the issue fee, or

(2) Establishing that the involved biological material
is known and readily available to the public, or

(3) Arguing why a deposit is not required under the
circumstances of the application considered. Other
replies to the examiner's action shall be consider
non-responsive. The rejection will be repeated until
either paragraph (b)(I) or (b)(2) of this section is
satisfied or the examiner is convinced that a deposit is
not required.

(c) If an application is otherwise in condition for
allowance except for the required deposit and the Office
has received a written assurance that an acceptable deposit
will be made on or before payment of the issue fee, the
Office will mail to the applicant a Notice of Allowance
and Issue Fee Due together with a requirement that the
required deposit be made within three months. The period
for satisfying this requirement is expendable under 37
CFR 1.136. Failure to make the required deposit in
accordance with this requirement will result in abandon-
ment of the application for failure to prosecute.

(d) For each deposit made pursuant to these regula-
tions, the specification shall contain:

(2) Accession number for the deposit;

(2) Date of the deposit;

(3) Taxonomic description of the deposit; and
(4) Name and address of the depository.

SOURCE: U.S. Federa Register, 1988: 53(194), 39420-39432.
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List of Acronyms

ADAMHA — Alcohol, Drug Abuse, and Mental Health

Administration
AID — Agency for International Devel opment
AIDS — Acquired Immunodeficiency Syndrome
APHIS  _ Animal and Plant Health Inspection Serv-
ice
ARS — Agricultural Research Service (USDA)
ATCC — American Type Culture Collection
BPAI — Board of Patent Appeals and Interferences
CCPA — U.S. Court of Customs and Patent Appeals
CSRS — Cooperative State Research Service (USDA)
DNA — deoxyribonucleic acid
EPA — Environmental Protection Agency
EPC — European Patent Convention
EPO — European Patent Office
FDA — Food and Drug Administration
FDCA — Federal Food, Drug and Cosmetic Act
FIFRA — Federd Insecticide, Fungicide, and Rodenti-
cide Act
FSIS — Food Safety and Inspection Service (USDA)
IDA — International Depositary Authority
IMRU — Ingtitute of Microbiology at Rutgers Uni-
versity
ISA — international searching authority
VI — InVitro International, Inc.
MMTV — mouse mammary tumor virus
NASA — National Aeronautics and Space Administra-
tion
NEPA — National Environmental Policy Act
NIH — National Institutes of Health
NRRL — Northern Regional Research Laboratory
(Agricultural Research Service Culture
Collection)
NSF — National Science Foundation
OTA —Office of Technology Assessment (U.S.
Congress)
PCT — Patent Cooperation Treaty
PL — Public Law
PPA — Plant Patent Act of 1930
PTO — U.S. Patent and Trademark Office
PVPA — Plant Variety Protection Act
PVPC — Plant Variety Protection Certificate
PVPO — Plant Variety Protection Office (USDA)
RNA — ribonucleic acid
(PA — tissue plasminogen activator
TSCA —Toxic Substances Control Act
UN — United Nations

UPOV International Union for the Protection of
New Varieties of Plants

USDA — United States Department of Agriculture

WIPO —World International Property Organiza-

tion

Glossary of Terms

Amino acid: Any of a group of 20 molecules that are
linked together in various combinations to form
proteins. Each different protein is made up of a specific
sequence of these molecules with the unique sequence
coded for by DNA.

Animal: A nonhuman living being with a capacity for
spontaneous movement and a rapid motor response to
stimulation. Animals can be divided into two groups,
invertebrates (animals without backbones) and verte-
brates (animals with backbones).

Animal deposit: The new patentable status of animals
raises questions about their placement in depositories
as part of the patent application process. To date no
animal has been deposited in a depository, and the
deposit of whole animals would not be practical, but it
is conceivable that the maintenance of frozen embryos
in depositories might be possible provided that the
embryos can be successfully frozen and recovered. See
deposit and depositories.

Animal patents. The patenting of nonhuman transgenic
animal life forms. The United States is currently the
only country that has issued a patent for an animal
developed using biological techniques, The ability to
patent animals introduces a new legal concept of
animal ownership and raises a number of ethical,
economic, and practical issues.

Asexual reproduction: As used in this report—
reproduction of plants by purely vegetative means
without the function and interaction of the two sexes.
Examples of asexually reproduced plants are roses,
peach trees, and lilies.

Bacterium (pi. bacteria): Any of agroup of one-celled
micro-organisms having round, rodlike, spiral, or
filamentous bodies that are enclosed by a cell wall or
membrane and lack fully differentiated nuclei.

Biotechnology: any technique that uses living organisms
or substances from those organisms to make or modify
aproduct, to improve plants or animals, or to develop
micro-organisms for specific uses. These techniques
include the use of novel technologies such as recombi-
nant DNA, cell fusion, and other new bioprocesses.
See genetic engineering and recombinant DNA.
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Budapest Treaty on the International Recognition of
the Deposit of Microorganisms for the Purposes of
Patent Procedure: This Treaty, established in 1977,
became effective in 1980. It requires that those
contracting states, which allow or require the deposit
of micro-organisms as part of their patent procedures,
deposit these micro-organisms in a recognized Inter-
national Depository Authority (IDA) that complies
with Treaty requirements, and maintain them there for
30 years. Three IDAs are currently recognized in the
United States. See depositories and International
Depositary Authority.

Carrier: See vector.

Céll: The smallest component of life. A membrane-bound
protoplasmic body capable of carrying on all essential
life processes. A single cell unit is a complex collection
of molecules with many different activities all inte-
grated to form a functioning, self-assembling, self-
regulating, and self-reproducing biological unit.

Cell culture: The propagation of cells removed from
multicellular organisms in a laboratory environment
that has strict sterility, temperature, and nutrient
requirements. The term is also used to refer to any
particular individual sample.

Cell fusion: The joining of the membrane of two cells,
thus creating a single hybrid cell that contains the
nuclear matter from the parent cells.

Chakrabarty decision: A landmark 1980 Supreme Court
decision holding that a live, human-made, micro-
organism, that had been genetically engineered in a
laboratory by Ananda Chakrabarty, was patentable as
a “manufacture” or “composition of matter”.

Chromosome: A thread-like structure contained in the
nucleus of a cell that carries the genes that convey
hereditary characteristics.

Claim: The part of the patent that points out and distinctly
claims the subject matter that the applicant regards as
the invention. Claims represent the metes and bounds
of the property to be protected. See specification.

Consequential reasoning: A form of ethical reasoning
that analyzes the consequences of a particular action
(e.g., the encouragement and development of new
inventions). Consequentialist reasoning has been used
to outline the pros and cons of patenting animals.

Copyright: Copyright protection applies to eight catego-
ries of works: literary; musical; dramatic; pantomime
and choreographic; pictorial, graphic and sculptural;
motion pictures and audio-visual work; sound record-
ing; and computer programs. Copyright protects the
expression Of an idea, not theideaitself.

Cultivar: An international term denoting certain culti-
vated plants that are clearly distinguishable from
others by one or more characteristics and which when
reproduced retain those characteristics. In the United

States “variety” is considered to be synonymous with
cultivar (derived from cultivated variety). See plant
variety.

Deoxyribonucleic acid (DNA): The molecule in chro-
mosomes that is the repository of genetic information
in all organisms (with the exception of a small humber
of viruses in which the hereditary materia is ribonu-
cleic acid—RNA). The information coded by DNA
determines the structure and function of an organism.

Deposit: Placement of micro-organisms, vectors, cells,
plant tissues, seeds, and other biological materials that
are newly isolated, novel, manmade, or not generally
available to the public on a long-term basis, in
recognized patent depositories as part of the patent
application process. See animal deposit and deposito-
ries.

Depositories. A facility that accepts, maintains, classi-
fies, and distributes cultures of micro-organisms,
viruses, cells, and other genetic and biological mate-
rial. Since 1983, a few depositories have begun to
accept seeds and plant tissue cultures, but to date no
depository has accepted any animal. Depositories can
be public, private, for profit, or nonprofit. Three
depositories in the United States are currently recog-
nized as International Depositary Authorities (IDAS)
for patent purposes. See Budapest Treaty and Interna-
tional Depositary Authority.

Enzyme: Any of a group of catalytic proteins that are
produced by living cells and that mediate and provide
chemical processes without themselves being de-
stroyed or altered.

Eukaryote: A cell or organisms with a membrane-bound,
structurally discrete nucleus and other well-developed
subcellular compartments. Eukaryotes include all organ-
isms except viruses, bacteria, and blue-green algae.

First generation hybrid: The first generation resulting
from a cross mating of two digtinctly different parental
types.

Gene: The fundamental physical and functiona unit of
heredity, the portion of a DNA molecule that is made
up of an ordered sequence of nucleotide base pairs that
produce a specific product or have an assigned
function.

Genetic engineering: Technologies (including recom-
binant DNA methods) used by scientists to isolate
genes from an organism, manipulate them in the
laboratory, and insert them stably in another organism.
See recombinant DNA and biotechnology.

Genotype: The genetic constitution of an organism as
distinguished from its physical appearance (pheno-
type).

Germplasm: The total genetic variability, represented by
germ cells or seeds, available to a particular population
of organisms.
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Harvard mouse: A transgenically engineered mouse
developed at Harvard and patented in April 1988, the
first animal ever to be patented, The Harvard mouse
was engineered to be unusually susceptible to cancer
and was developed for use in the testing of carcinogens
and cancer therapies.

Hybrid: An offspring of a cross between two genetically
unlike and individual plants or animals.

Hybridoma: A new cell resulting from the fusion of a
particular type of immortal tumor cell line, a myeloma,
with an antibody-producing B lymphocyte. Cultures of
such cells are capable of continuous growth and
specific (i.e.,, monoclinal) antibody production.

Hydrolysis: A chemical process of decomposition in-
volving the splitting of a chemical bond and the
addition of the elements of water.

Immobilized enzymes. Enzymes that are bonded to a
carrier or trapped within a carrier, making them more
stable when exposed to changes in reaction conditions.

Inoculum: Material introduced into a living organism.

Intellectual property: That area of the law involving
patents, copyrights, trademarks, trade secrets, and
plant variety protection.

International Depositary Authority (IDA): Deposi-
tories recognized for patent purposes under the Buda-
pest Treaty. Such depositories must be located in a
member country and must comply with requirements
essential for them to carry out their tasks in compliance
with the Treaty. As of January 1988, a total of 19
institutions had acquired IDA status;, 3 are in the
United States. See deposit.

Invention: An original device, contraption, or process
developed after study and experiment. Genetically
engineered animals, plants. and micro-organisms have
been recognized as patentable forms of biological
invention in the United States, but this is not always the
case in other countries, especially where animals are
concerned.

March-in-rights: The right of a Federa agency to
intercede and require the granting of a license if an
invention is not practiced.

Microinjection: A technique used for the insertion of
genes from one cell into another cell, in which highly
purified copies of a specific gene of interest are
injected into a cell. Copies of one specific gene of
interest can be injected into a fertilized animal egg. The
eqgg is then surgically implanted in a female animal’s
reproductive tract.

Micro-organisms: Minute, microscopic, or submicro-
scopic living organisms (e.g., bacteria, mycoplasma,
and viruses.)

Monoclinal antibodies: Identical antibodies that rec-
oghize a single specific antigen and are produced by a
clone of specialized cells.

National treatment: A key principle of the Paris Union
Convention, which provides that, with regard to the
protection of industrial property, nationals of any
country of the Union are to enjoy in any of the other
countries of the Union the advantages that their
respective laws concerning industrial property grant to
their own nationals, See Paris Union Convention.

Neoplasm: A new growth of tissue serving no physi-
ological function (e.g. a tumor).

Novelty: One of the criteria used in the evaluation of
patent applications. The invention or discovery being
evaluated must be new and must not have previously
existed through the work of others in order to be
accepted on the grounds of novelty.

Obviousness: Obviousness is one of the criteria used in
the evaluation of patent applications, Obviousness
addresses the degree of difference between the inven-
tion being evaluated and that which is aready known
and available. See prior art.

Oncogenesis. The induction or formation of tumors.

Paris Union Convention: A universa treaty that estab-
lishes certain basic rights for residents and nationals of
its member countries to protect industrial property
rights (patents, utility models, industrial designs,
trademarks, service marks, trade names, indications of
source and unfair competition) under the laws of other
member countries. The Convention is administered by
the World Intellectual Property Organization (WIPO).
See national treatment.

Patent: A patent is agrant issued by the U.S. Government
through the U.S. Patent and Trademark Office (PTO)
that gives the patent owner the right to exclude all
others from making, using, or selling a patented
invention within the United States and its territories
and possessions for the term of the patent (17 years).
A patent does not grant the inventor any affirmative
right to use an invention. Laws of nature, physical
phenomena, and abstract ideas cannot be patented.
Patents have come to be viewed by many as vital for
the protection of commercial and intellectual interests
in the uses and products of various biotechnology
techniques. The implications of patenting living organ-
isms are the subject of some debate.

Patent infringement: Patent encroachment in a way that
violates the personal property rights of the patent
holder.

Plant breeding: The development of plants with certain
desirable characteristics, such as disease resistance and
improved harvestability and cold tolerance.

Plant patents: Authorized by the Plant Patent Act of
1930, plant patents protect asexually reproduced plant
varieties, including cultivated sports, mutants, hybrids,
and newly found seedlings. They cannot be obtained
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for tubers or wild varieties found in nature that are not
asexually reproduced.

Plant variety: Cultivated plants that are clearly distin-
guishable from others by one or more characteristics,
and that when reproduced retain those distinguishing
characteristics. See cultivar.

Plant variety protection: Patent-like protection for
certain sexually produced plants. Plant variety protec-
tion is governed by Federa statute (the Plant Variety
Protection Act), which is administered by the U.S.
Department of Agriculture.

Plant variety protection certificate (PVPC): A cer-
tificate authorized by the Plant Variety Protection Act
that provides a form of protection for new, distinct,
uniform, and stable varieties of sexually reproducing
uncultivated plants, and first-generation hybrids.

Plasmid: An extrachromosomal, circular piece of DNA
found in the cytoplasm and capable of replicating and
segregating independently of the host chromosome.
See vector.

Polyploid: Having a chromosome number that is greater
than two of the monoploid number. Polyploid oysters
were among the first nonnaturally occurring, nonhu-
man, multicellular, living organisms to be declared
patentable subject matter.

Prior art: That which is already known or available, part
of the criteria of obviousness used in evaluating patent
applications. See obviousness.

Recombinant DNA: A broad range of techniques involv-
ing the controlled manipulation of the genetic material
of organisms. These techniques and their products
have enormous potential in the development of new
and improved products and processes in a wide variety
of industrial sectors. The term is often used synony-
mously with genetic engineering. It is also used to
describe a DNA molecule constructed by genetic
engineering techniques composed of DNA from differ-
ent individuals or species. See biotechnology and
genetic engineering.

Restriction enzymes: Certain bacteria enzymes that
recognize specific short sequences of DNA and cut the
DNA where these sites occur. Restriction enzymes can
be used to isolate a gene that has been identified in the
hereditary material of an organism.

Right of Priority: A right granted by the Paris Union
Convention of 1970, which enables any resident or
national of a country to first file a patent application in
any member country and thereafter to file a patent
application for the same invention in any other
member country within 12 months of the original
filing, thus ensuring that the subsequently filed appli-
cations enjoy the right of priority established by the
first filing date.

Seed: A mature ovule, consisting of an embryonic plat
together with a store of food, al surrounded by a
protective coat. A seed usually develops following the
fertilization of an egg cell by a male generative cell
from apollen grain.

Sexual reproduction: Reproduction that occurs as a
result of the interaction between the two sexes. In
plants, sexua reproduction occurs when a female egg
cell isfertilized by a male generative cell from a pollen
grain. Examples of sexually reproduced plants are
corn, wheat, and sorghum.

Somatic cell: One of the cells of the body that make up
the tissues, organs, and parts of the individual, other
than the germ cells.

Specification: For purposes of this assessment, a specifi-
cation is the written part of a patent application that
describes an invention and the manner and process of
making it and using it clearly and concisely. The
specification also includes one or more claims. See
claim.

Sport: A plant or apart of aplant that abruptly shows a
noticeable difference in appearance. Examples are a
deeper red in ared apple, or an unusual color or shape
in a flower. If these changes are the result of a true
mutation they may be maintained by vegetative means
once they have occurred.

Species: Reproductive communities and populations that
are distinguished by their collective manifestation of
ranges of variation with respect to many different
characteristics and qualities.

Species barrier: The ideathat there is a natural barrier
between species that preserves their integrity or
identity. This idea has no known foundation in
biology. The parameters that limit the ranges and
variations of species are fluid and variable, and species
exist as reproductive communities rather than as
separate creatures.

Species integrity: The idea that a species has integrity as
a biologica unit. This would have to be based on the
identity of the genetic material carried by the species.
However, it is not clear how a species might be defined
genetically, and this issue is the subject of debate
among those seeking to understand the nature of
Species.

Taxonomy: The discipline of naming and describing
species of plants and animals and their orderly
classification according to their presumed natura
characteristics and relationships.

Tissue culture: The propagation of tissue removed from
organisms in a laboratory environment that has strict
sterility, temperature, and nutrient requirements.

Tissue plasminogen activator (tPA): A genetically
engineered protein drug that helps to dissolve blood
clots in patients who have suffered heart attacks.
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Trademark: A distinctive mark, motto, device, or
emblem that a manufacturer stamps, prints, or other-
wise affixes to his goods so that they can be identified
in the market and their source or origin vouched for.
Trademarks are governed by Federal and State law.

Trade secret: Information used in atrade or business that
is kept secret by its owner to provide a competitive
business advantage (e.g. a plan, process, tool, mecha
nism, chemical compound, customer list, or formula).
Protection of trade secrets is governed by State law.

Transgenic animals. Animals whose hereditary DNA
has been augmented by the addition of DNA from a
source other than parental germplasm usualy from
another animal or a human, in a laboratory, using

recombinant DNA techniques. At the moment, most of
the research in this field is done on mice, but major
research efforts in transgenic animal modification are
also focusing on cattle, swine, sheep, poultry, and fish.

Utility patents. Usefulness or utility is one of the criteria
used to evaluate patent applications, Utility patents are
patents issued to inventors of any new and useful
process, machine, manufacture, or composition or any
new and useful improvement thereof.

Vector: A carrier or transmission agent. In the context of
recombinant DNA technology, a vector is the DNA
molecule used to introduce foreign DNA into host
cells. Recombinant DNA vectors include plasmids,
bacteriophages, and other forms of DNA.
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