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2401 Introduction

This chapter provides guidance on the practices and
procedures for implementation of the deposit rules (37
CFR 1.801 — 1.809) and the sequence rules (37 CFR
1.821 - 1.825). The final rule for deposits of biological
materials for patent purposes was published in the Feder-
al Register, 54 Fed. Reg. 34864 (August 22, 1989) and in
the Official Gazette, 1106 O.G. 37 (September 12, 1989).
The deposit rules went into effect on January 1, 1990.
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The final rule for the requirements for pétent 'applica- :

tions containing nucleotide sequence and/or amino acid

sequence disclosures was published in the Federal Regis-

ter, 55 Fed. Reg. 18230 (May 1, 1990) and in theOfficial
Gazette, 1114 O.G. 29 (May 15, 1990). The sequence
rules went into effect on October 1, 1990.

Additional information regarding the develop-
ment of the deposit rules can be obtained in the text
of the draft policy statement, published in BNA’s
Patent, Trademark and Copyright Journal, 32 PTC)
781 at 76, 90 (May 22, 1986), the advanced notice of
proposed rulemaking, published in the Federal Register,
52 Fed. Reg. 34080 (September 9, 1987), and in the
Official Gazette, 1082 O.G. 47 (September 29, 1987) and
in the notice of proposed rulemaking, published in the
Federal Register, 53 Fed. Reg. 39420 (October 6, 1988),
and in the Official Gazette, 1095 O.G. 47 (October 25,
1988). Additional information regarding the develop-
ment of the sequence rules can be obtained in the text of
the notice of proposed rulemaking, published in the
Federal Register, 54 Fed. Reg. 18671 (May 2, 1989) and in
the Official Gazette, 1102 O.G. 34 (May 16, 1989).

2402 The Deposit Rules

Every patent must contain a written description of
the invention sufficient to enable a person skilled in the
art to which the invention pertains to make and use the
invention. Where the invention involves a biological ma-
terial and words alone cannot sufficiently describe how
to make and use the invention in a reproducible manner,
access to the biological material may be necessary for the
satisfaction of the statutory requirements for patentabil-
ity under 35 U.S.C. 112. Courts have recognized the
necessity and desirability of permitting an applicant for a
patent to supplement the written disclosure in an ap-
plication with a deposit of biological material which is es-
sential to meet some requirement of the statute with re-
spect to the claimed invention. Merck and Co., Inc. v.
Chase Chemical Co., 273 F. Supp. 68, 155 USPQ 139 (D.
N.J. 1967); In re Argoudelis, 434 F.2d 666, 168 USPQ 99
(CCPA 1970). To facilitate the recognition of deposited
biological material in patent applications throughout the
world, the Budapest Treaty on the International Recog-
nition of the Deposit of Micro—organisms for the Pur-
poses of Patent Procedure was established in 1977, and
became operational in 1981. The Treaty requires signa-
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“tory countries, iike"the'U;iitéd States, to recognize a de-

posit with any depository which has been approved by
the World Intellectual Property Organization (WIPO).

" The deposit rules (37 CFR 1.801 ~ 1.809) set forth
examining procedures and conditions of deposit which
must be satisfied in the event a deposit is required. The
rules do not address the substantive issue of whether a
deposit is required under any particular set of facts.

The rules are effective for all applications filed on or
after January 1, 1990, and for all reexamination proceed-
ings in which the request for reexamination was filed on
or after January 1, 1990, except that deposits made prior
to the effective date which were acceptable under the
then current practice will be acceptable in such applica-
tions and proceedings. Since most of the provisions of
the rules reflect policy and practice existing prior to
January 1, 1990, little change in practice or burden on ap-
plicants for patent and patent owners relying on the de-
posit of biological material has occurred. Applicants and
patent owners are encouraged to comply with these rules
even if their applications and reexamination proceed-
ings were filed prior to January 1, 1990. The current text
of MPEP § 608.01(p) (C) is controlling practice for ap-
plications filed before January 1, 1990.

2403 Deposit of Biclogical Material

37 CFR 1.801 Biological material.

For the purposes of these regulations pertaining to the deposit of
biological material for purposes of patents for inventions under
35U.8.C. 101, the term biological material shall include materiai that is
capable of self-replication either directly or indirectly. Representative
examples include bacteria, fungi including yeast, algae, protozoa,
eukaryotic cells, cell lines, hybridomas, plasmids, viruses, plant tissue
cells, lichens and seeds. Viruses, vectors, cell organelles and other
non—living material existing in and reproducible from:  living cell may
be deposited by deposit of the host cell capable of reproducing the
non—living material.

37 CFR 1.801 indicates that the rules pertaining to
deposits for purposes of patents for inventions under 35
U.S.C. 101 are intended to relate to biological material.
For the purposes of these rules, the term “biological ma-
terial” is defined in terms of a non—exhaustive list of
representative materials which can be deposited in ac-
cordance with the procedures defined in these rules.
These rules are intended to address procedural matters
in the deposit of biological material for patént purposes.
They are not designed to decide substantive issues such
as whether a deposit of a particular organism or material
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or the requirements of the second paragraph of
35 U.S.C. 112 with respect to the claims.

37 CFR 1.801 does not attempt to identify what bio-
logical material either needs to be or may be deposited to
comply with the requirements of 35 U.S.C. 112, For the
most part, this issue must be addressed on a case—by—
case basis. Thus, while the Office does not currently con-
template that there would be any situations where a ma-
terial that is not capable of self—replication either di-
rectly or indirectly would be acceptable as a deposit, an
applicant is clearly not precluded by these rules from at-
tempting to show in any given application why the depos-
it of such a material should be acceptable to satisfy the
requirements of 35 US.C. 112.

2403.01 Material Capable of Self—Replication

Biological material includes material that is capable
of self-replication either directly or indirectly, Direct
self—replication includes those situations where the bio-
logical material reproduces by itself. Representative ex-
amples of materials capable of self—replication are de-
fined in the rule. Indirect self—replication is meant to
include those situations where the biological material is
only capable of replication when another self—-replicat-
ing biological material is present. Self—replication after
insertion in a host is one example of indirect self -repli-
cation. Examples of indirect replicating biological mate-
rials include viruses, phages, plasmids, symbionts, and
replication defective cells. The list of representative ex-
amples of each type of replicating material includes
viruses to demonstrate that the two lists in the rule are
not intended to be mutually exclusive.

2403.02 Plant Material

Although plant material is included within the scope
of the definition of biological material for purposes of
patents for plant inventions under 35 U.S.C. 101, the
rules on deposits are not applicable to applications filed

2400 — 3

' wouldberecogmzed or necessary for the purposes of sat-’ L gunder the Plant Patent Act (35 U S C 161- ,
isfying the statutory requrrements for patentabrlrty un-
der 35 US.C. 112. Although the issue of the need to
make a deposit of brologrcal ‘material typically arisesun-

der the enablement requrrement of the first paragraph -
of 35 U.S.C. 112, the issue could also arise under the de-
scription requirement (35 U.S.C. 112, first paragraph),

best mode requirement (35 U.S. C. 112, first paragraph)

As wrth some types of reproducible brologrcal mate-. ,
rial, seeds canbe reproduced only aftera growing season
which may be relatively long. A]though the rules do not

~ specify a specific number of seeds to be deposited to

meet the requirements of these rules, the Office will con-
sider 2500 to be a minimum number in the normal case,
but will give an applicant the opportunity to provide jus-
tification why a lesser number would be suitable under
the circumstances of a particular case. The Department
of Agriculture requires a deposit of 2500 seeds for the

-grant of a Plant Variety Protection Certificate under the

Plant Variety Protection Act (7 U.S.C. 2321 et seq.). As
the reproduction of seeds will often take a substantial pe-
riod of time, the Office will require, at a minimum for the
grant of a patent, a number of seeds that is likely to satis-
fy demand for samples once the patentis granted. Inone
instance, the Office accepted a deposit of 600 sceds
coupled with an undertaking to deposit 1900 more seeds
with due diligence. The particular situation involved a
“seedless” vegetable with very few seeds per “fruit;”
about two growing seasons were required to provide the
additional 1900 seeds.

2404 Need or Opportunity to Make a Deposit

37 CFR 1.802 Need or Opportunity to make a deposit.

(a) Where an invention is, or relies on, a biclogical material, the
disclosure mayinclude reference to a depositof such biological material.

(b) Biological material need not be deposited unless accesstosuch
material is necessary for the satisfaction of the statutory requirements
for patentability under 35 U.S.C. 112. Ifa depositis necessary, itshallbe
acceptable if made in accordance with these regulations, Biological
material need not be deposited, inter alia, if it is known and readily
available to the public or can be made or isolated without undue
experimentation, Once deposited in a depository complying with these
regulations, a biological material 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 accessto the material only under conditionsimposed for
safety, public health or similar reasons.

(c) The reference to a biological material in a specification
disclosure or the actualdeposit of such material by an applicant or patent
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~ Office is of the vrew that a deposrt is not requrred under'- 4

the present provrsrons of 35 US.C. 162. Thus, a deposrt' e

is not necessary for the grant of a plant patentunderthe = -

provrslons of 35 U.S.C. 161~ 164. Aswrth other brologl-‘ o

-~ cal materra.l deposrted for purposes of patents for inven-

~ tions under 35U.8.C. 101, the deposrt of plant matenal

- together with the written specrﬁcatlon miust enable those, B

' skilled in the art to make and use the claimed mventron, S
in accordance with the requrrements of 35 US.C. 12, -
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ownerdoesnot createany presumption thatsuch materialisnecessaryto

satisfy35U.S.C.1120r thatdeposxtmaccordancewnm theseregulanons )

is or was required._

37 CFR 1.802(a) permits a deposit of a biological '

material to be referenced in a patent application where
an invention is, or relies on, a biological material. The
invention may rely on a biological material for the pur-
poses of making or using the invention, either as a pre-
ferred mode or an alternative mode of operation. A ref-
erence to a deposit may be included in a specification
even though the deposit is not required to satisfy the re-
quirements of 35 U.S.C., 112.

There is no necessary implication or presumption
that can or should be made about the need for a deposit
simply because reference to a deposit is made in an ap-
plication disclosure, as noted in paragraph (c). As noted
in paragraph (b), biological material need not be depos-
ited unless access to such material is necessary for the
satisfaction of the statutory requirements for patentabil-
ity under 35 U.S.C. 112 and that access is not otherwise
available in the absence of a deposit. Where a deposit is
required to provide the necessary access, a deposit is ac-
ceptable for patent purposes only where it is made in ac-
cordance with these regulations. Even where access to
biological material is required to satisfy these statutory
requirements, a deposit may not be necessary if access
sufficient to satisfy these requirements is otherwise
available.

2404.01 Biological Material that is Known and
Readily Available to the Public

In an application where the invention required ac-
cess to specific biological material, an applicant could
show that the biological material is accessible because it
is known and readily available to the public. The con-
cepts of “known and readily available” are considered to
reflect a level of public accessibility to a necessary com-
ponent of an invention disclosure that is consistent with
an ability to make and use the invention. To avoid the
need for a deposit on this basis, the biological material
must be both known and readily available — neither con-
cept along is sufficient. A material may be known in the
sense that its existence has been published, but is not
available to those who wish to obtain that particular
known biological material. Likewise, a biological mate-
rial may be available in the sense that those having pos-
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| session ofitwould make it avanlable upon request but no

one has been informed of its existence.
The Board of Patent Appeals and lnterferences has

" held that a description of the precise geographic location

of marine tunicates, as a biological material, used in a
claimed invention was adequate to satisfy the enable-
ment requirement of 35 US.C. 112. Ex Parte Rinehart,
10 USPQ2d 1719 (Bd Pat. App. & Int. 1985). The term
“readily” used in the phrase “known and readily avail-
able” is considered appropriate to define that degree of
availability which would be reasonable under the circum-
stances. If the biological material and its natural location
can be adequately described so that one skilled in the art
could obtain it using ordinary skill in the art, the disclo-
sure would appear to be sufficient to meet the enable-
ment requirement of 35 U.S.C. 112 without a deposit so
fong as its degree of availability is reasonable under the
circumstances.

By showing that a biological material is known and
readily available or by making a deposit in accordance
with these rules, applicant does not guarantee that such
biological material will be available forever. Public ac-
cess during the term of the patent may affect the enforce-
ability of the patent. Although there is a public interest
in the availability of a deposited biological material dur-
ing and after the period of enforceability of the patent,
there should not be any undue concern about continued
access to the public. Unless there is a reasonable basis to
believe that the biological material will cease to be avail-
able during the enforceable life of the patent, current
availability would satisfy the requirement. The incen-
tives provided by the patent system should not be
constrained by the mere possibility that a disclosure that
was once enabling would become non—enabling over a
period of time through no fault of the patentee. In re
Metcalfe, 410 F.2d 1378, 161 USPQ 789 (CCPA 1969).

If an applicant has adequately established that a bio-
logical material is known and readily available, the Of-
fice will accept that showing. In those instances, howev-
er, the applicant takes the risk that the material may
cease to be known and readily available. Such a defect
cannot be cured by reissue after the grant of a patent.

On the other hand, Ex parte Humphreys, 24 USPQ2d
1255 (Bd Pat. App. & Int. 1992), held that the only man-
ner in which applicants could satisfy their burden of as-
suring public access to the needed biological material,
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and, thereby, complience with the enablement require-
ment of 35 U.S.C. 112, was by making an appropriate de-
posit. The fact that applicants and other members of the

public were able to obtain the material in question froma

given depository prior to and after the filing date of the
application in issue did not establish that upon issuance
of a patent on the application that such material would
continue to be accessible to the public. The applicants
did not make of record any of the facts and circumstances
surrounding their access to the material in issue from the

depository, nor was there any evidence as to the deposi-

tory’s policy regarding the material if a patent would
have been granted. Further, there was no assurance that
the depository would have allowed unlimited access to
the material if the application had matured into a patent,

There are many factors that may be used as indicia
that a biological material is known and readily available
to the public. Relevant factors include commercial avail-
ability, references to the biological material in printed
publications, declarations of accessibility by those work-
ing in the field, evidence of predictable isolation tech-
niques, or an existing deposit made in accordance with
these rules. Each factor may or may not be sufficient
alone to demonstrate that the biological material is
known and readily available. Those applicants that rely
on evidence of accessibility other than a deposit take the
risk that the patent may no longer be enforceable if the
biological material necessary to satisfy the requirements
of 35 U.S.C. 112 ceases to be accessible.

The Office will accept commercial availability as evi-
dence that a biological material is known and readily
available only when the evidence is clear and convincing
that the public has access to the material. A product
could be commercially available but only at a price that
effectively eliminates accessibility to those desiring to
obtain a sample. The relationship between the applicant
relying on a biological material and the commercial sup-
plier is one factor that would be considered in determin-
ing whether the biological material was known and readi-
ly available. However, the mere fact that the biological
material is commercially available only through the pat-
ent holder or the patent holder’s agents or assigns shall
not, by itself, justify a finding that the necessary material
is not readily available, absent reason to believe that ac-
cess to the biological material would later be improperly
restricted.
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The mere reference to a deposnt or the blologlcal :

material itself in any docunient or pubhcatlon does not

necessarily mean that the deposnted biological 1 material

is readily available. Even a deposit made under- the Bu-
dapest Treaty and referenced in a Umted States or for-

“eign patent document would not necessanly meet the

test for known and readily available unless the deposit -

~ was made under conditions that are consistent with
* those specified .in ‘these rules, mcludmg the- provision
that requires, with- one possible exceptlon, that all re- -

strictions on the aceessnblhty be lrrevocably removed by
the applicant upon the granting of the patent. - Ex parte
Hildebrand, 15 USPQ2d 1662 (Bd Pat. App. & Int. 1990).

A Budapest Treaty deposit cited in a U.S. patent
need not be made available if it was not required to satis-
fy 35 U.S.C. 112, Thus, a reference to a deposit will not
be certified available unless either (1) the deposit was
necessary to overcome a rejection under 35 U.S.C. 112,
or (2) there is, in the record, a statement by the examiner
that a rejection under 35 U.S.C. 112 would have been
made “but for” the deposit (assumes deposit informa-
tion in record, as filed). Otherwise, public access cannot
be certified and the deposit cannot be relied upon for
other purposes, e.g., the deposit cannot be relied upon
by a third party to establish “known” and “readily avail-
able” in another application. See 37 CFR 1.808 and
MPEP § 2410 and§ 2410.02.

Once a deposit is made in a depository complying
with these rules, and under conditions complying with
these rules, a biological material will be considered to be
readily available even though some requirement of law
or regulation in the United States or in the country
where the depository institution is located permits ac-
cess to the material only under conditions imposed for
health, safety or similar reasons. This provision is consis-
tent with the Budapest Treaty (Article S) and is designed
to permit the patenting of inventions involving materials
having restricted distribution, where the restrictions are
imposed for the public, as opposed to the private,
welfare.

2404.02 Biological Material that Can be
Made or Isolated Without Undue
Experimentation

Applicant may show that a deposit is not necessary
even though specific biological materials are required to
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accepted under the Budapest 'Ii'eatyr or are tecdgniiedk as ‘
suitable by the Commissioner, their 1dent|ty w1ll be an-

nounced in the Oﬁicml Gazette.

An organization may be recogmzed as sultable by :
the Office if the procedure and conditions specnﬁed in -

37CFR 1 803(a)(2) and 37 CFR 1. 803(b) are followed.
Generally, it is not the mtentlon of the Office to recog-

nize as suitable any organization where the need for a

suitable depository for patent purposes is being met by

depositories recognized as IDAs under the Budapest:

Treaty. Suitability will be judged by the Commissioner,
based on need and the information supplied by the orga-
nization seeking status, and information obtained from
other sources that may be consulted.

While there is a desire to provide flexibility to a pat-
ent applicant in selecting an appropriate depository,

these rules are not intended to permit each patent appli-

cant to become its own depository since both the patent
owner and the public have an interest in the continued
availability and accessibility of the deposit during the en-
forceable life of the patent, and the public has a continu-
ing interest in its availability when the patent is no longer
enforceable. The concept of a depository independent
of the control of the depositor or an IDA as an accept-
able depository is based on the need and desire to ensure
the safe and reliable storage of a deposited biological
material under circumstances that are substantially free
of the opportunity for intentional mishandling or negli-
gent handling of the deposited material. The use of an
independent depository or internationally recognized
depository will tend to preserve the integrity of the de-
posit process against those that may accidentaily alter
the deposited material, may wish to tamper with the de-
posited material or may wish to resume control of its
availability when the patent is no longer enforceable,
and will tend to preserve the interest of the public in the
access to the biological material once the term of the pat-
ent expires.

When a depository having status under 37 CFR
1.803(a)(2) seeks to change the kinds of biological mate-
rials that it will accept and maintain for the purposes of
these rules, a communication requesting such a change
should be directed to the Commissioner containing the

: provxde a complete llst of the kmds of blologlcal maten- | s
~als it will accept. - '

37CFR 1 803(d) mdlcates that once a deposntory is .

 recognized as suitable for the purposes. of this rule, or has

 defaulted or dlscontmued its performance under this
section, notice thereof will be published in the Official

_Gazette of the Patent’ and Trademark Office. A current

list (as of Januaxy, 1993) of IDAs. recogmzed under the

. ‘Budapest Treaty, with addresses, is mcluded below ‘The
‘mere fact that a deposnt has been made in one of these '

deposuorles does not mean that the terms of the deposit
meet either the requlrements of the Budapest ’li‘eaty or
the deposit regulations. Many of the depositories recog-
nized under the Budapest Treaty have many different ar-
rangements under which blologlcal matenal may be
stored.

The World Intellectual Property Organization
(WIPQ) publishes a Guide to the Deposit of Micro~—or-
ganisms under the Budapest Treaty (WIPO Publication
No. 661 (E)) on the procedures and requirements con-
cerning the deposit of biological material, including pro-
cedures for obtaining a sample of deposited material, in
each of the international depositary authorities.

CURRENT IDAs

The following constitutes the list of IDAs recognized
under the Budapest Treaty. The list is current as of Janu-
ary, 1993.

Agricultural Research Service Culture Collection
(NRRL)

1815 North University Street

Peoria, Illinois 61604

USA

All-Union Institute of Genetics and Industrial Cultiva-
tion of Micro—-organisms of the Corporation Pharmin-
dustry (VKPM)

Dorozhnaya Street No. 8

113545 Moscow

Russian Federation

All-Union Scientific Center of Antibiotics (VNIIA)
Nagatinskaya Street 3—a

information requested in 37 CFR 1.803(b). Whensucha 113105 Moscow
change is requested, the requesting depository should Russian Federation
2400 - 7 Rev. 1, Sept. 1995








