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In re U.S. Patent No. 7,217,566

Issue Date: 15 May 2007 .

Application No. 10/805,536 : DECISION ON PETITION
Filing or 371(c) Date: 22 Mar 2004 .

Attorney Docket No.: IVGN 371

For: ATTACHED CELL LINES

This is a decision on the petition, filed on October 18, 2024, and updated on February 4, 2025,
requesting a reconsideration of the decision by the Technology Center Director of 1600
(hereinafter “Technology Center Director”) issued on or about September 3, 2024 (hereinafter
“Decision”), that dismissed petitioner’s request filed August 29, 2024, for certification of
whether the biological deposit by the patentee, identified as PTA-5080, has been stated to have
been made under conditions which make it available to the public as of the issue date, pursuant
to 37 CFR 1.808(c) (hereinafter “certification for release”). The instant petition is being
considered as a request for supervisory review of the Decision under the provisions of 37 CFR
1.181.

The instant petition requesting certification for release under 37 CFR 1.808(c) of the biological
deposit, identified as PTA-5080, is DENIED.

BACKGROUND

The instant patent U.S. 7,217,566 (°566 patent) issued on May 15, 2007, from the application
10/805,536 filed on March 22, 2004.

On August 29, 2024, the petitioner herein filed a request for certification for release under 37
CFR 1.808(c) of a biological deposit identified as PTA-5080 that was made by the patentee
during the pendency of the application.

In the Decision, Technology center Director dismissed petitioner’s request filed on August 29,
2024.

The instant petition was filed on October 18, 2024, and updated on February 4, 2025, seeking a
reconsideration of the Decision. A copy of the original request (Form BP/12) is attached as
Exhibit A and a copy of the Decision is attached as Exhibit B, respectively, to the petition filed
on October 18, 2024.
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STATUTE AND REGULATIONS

35 U.S.C. 112 (pre-AIA) provides, in part, that:

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 invention.

37 CFR 1.181 provides, in part, that:

(a) Petition may be taken to the Director:
(1) From any action or requirement of any examiner in the ex parte prosecution of an
application, or in ex parte or inter partes prosecution of a reexamination proceeding
which is not subject to appeal to the Patent Trial and Appeal Board or to the court;
(2) In cases in which a statute or the rules specify that the matter is to be determined
directly by or reviewed by the Director; and
(3) To invoke the supervisory authority of the Director in appropriate circumstances.
For petitions involving action of the Patent Trial and Appeal Board, see § 41.3 of this
title.

sesfskoskoskosk

(f) The mere filing of a petition will not stay any period for reply that may be running
against the application, nor act as a stay of other proceedings. Any petition under this part
not filed within two months of the mailing date of the action or notice from which relief is
requested may be dismissed as untimely, except as otherwise provided. This two-month
period is not extendable.

(g) The Director may delegate to appropriate Patent and Trademark Office officials the
determination of petitions.

37 CFR 1.802 provides that:

(a) Where an invention is, or relies on, a biological material, the disclosure may include
reference to a deposit of such biological material.

(b) Biological material need not be deposited unless access to such material is necessary
for the satisfaction of the statutory requirements for patentability under 35 U.S.C. 112.
If a deposit is necessary, it shall be 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
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depository institution is located permits access to the material only under conditions
imposed for safety, public health or similar reasons.

(c) The reference to a biological material in a specification disclosure or the actual deposit
of such material by an applicant or patent owner does not create any presumption that
such material is necessary to satisfy 35 U.S.C. 112 or that deposit in accordance with
these regulations is or was required.

37 CFR 1.808 provides that:

(a) A 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 Director to be entitled thereto
under § 1.14 and 35 U.S.C. 122, and
(2) Subject to paragraph (b) 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 depositor may contract with the depository to require that samples of a deposited
biological material shall be furnished only if a request for a sample, during the term of the
patent:
(1) Is in writing or other tangible form and dated;
(2) Contains the name and address of the requesting party and the accession number of
the deposit; and
(3) Is communicated in writing by the depository to the depositor along with the date
on which the sample was furnished and the name and address of the party to whom the
sample was furnished.

(c) Upon request made to the Office, the Office will certify whether a deposit has been
stated to have been made under conditions which make it available to the public as of the
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.

OPINION

The invention in the instant patent involves biological materials. Biological material may not
always be adequately described in writing. When words alone cannot sufficiently describe how
to make and use such inventions in a reproducible manner, access to the biological material may
be necessary for the satisfaction of the statutory requirements for patentability under

35U0.S8.C. 112

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. A reference to a deposit
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may be included in a specification, as in the instant patent to the cell line PTA-5080, even though
that deposit is not required to satisfy the requirements of 35 U.S.C. 112. However, 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 application. See 37 CFR 1.802(c) and
Manual of Patent Examining Procedure (hereinafter “MPEP”) § 2404.

In response to petitioner’s original request filed on August 29, 2024, for release of the biological
sample in question, the Decision refused to certify for release the biological sample on the
grounds that the claimed invention in the *566 patent does not require the requested sample; see
page 2:!

In this patent, the claims do not require PTA-5080. No claim specifically recited
the deposited biological material by name, Deposit No. or by claim limitations and
the claimed invention does not comply with any requirement of 37 CFR 1.808.

MPEP § 2404.01 states:

A deposit of biological material cited in a U.S. patent need not be made available
if it was not required to satisfy 35 U.S.C. 112. For this reason, 37 CFR 1.808(c)
provides that upon request made to the Office, the Office will certify whether a
deposit has been stated to have been made under conditions which make it available
to the public as of the issue date. The Office will not certify that the aforementioned
statement has been made unless:

(A) the deposit was necessary to overcome a rejection under 35 U.S.C. 112,

(B) there is, in the record, a statement by the examiner that a rejection would have
been made “but for” the deposit (assumes deposit information in record, as filed),

(C) the record otherwise clearly indicates that the deposit was made under Budapest
Treaty, and that 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 (with the possible exception of requiring the request for the deposit to be
in the format specified in 37 CFR 1.808(b)), or

(D) the record otherwise clearly indicates that an acceptable non-Budapest Treaty
deposit was made and that all restrictions imposed by the depositor on the
availability to the public of the deposited material will be irrevocably removed upon

! The USPTO has publicly stated its longstanding position that a deposited material will not be released unless the
deposit was necessary to satisfy the enablement requirement of 35 U.S.C. 112. See slide 26 of
https://www.aipla.org/docs/default-source/committee-documents/bep-files/bep-deposits-talk-
gbenzion.pdf?sfvrsn=c13f86a7_2. A deposited material must have been claimed itself, or be referred to in a claimed
method, in order for the issue of enablement to arise. This approach conforms with WIPO Budapest Treaty
regulation 11.3(a)(1), which requires that as a condition for release, “the subject matter” of an application for patent
must “involve[s] the said microorganism or the use thereof.”
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the granting of the patent (with the possible exception of requiring the request for
the deposit to be in the format specified in 37 CFR 1.808(b)).

Conditions (A) and (B) are not implicated, because PTA-5080 was not claimed and therefore, no
rejection under 35 U.S.C. 112 could have been made. Additionally, condition (D) is not met,
because the deposit was made under the Budapest Treaty.

Petitioner argues that “because the patentee unequivocally agreed to remove all restrictions on its
release during prosecution of the ’566 patent,” the Office should certify the release of the cell
line PTA-5080. Petitioner argues that condition (C) is met by patentee’s public availability
statement in “Amendment and Reply Under 37 C.F.R. § 1.116” filed November 15, 2006, (copy
attached as Exhibit C to the instant petition) (hereinafter “Document”), wherein the patentee
stated:

In accordance with 37 CFR. § 1.808(a)(2), and subject to 37 C.F.R. § 1.808(b), all
restrictions on the availability to the public of the deposited material will be
irrevocably removed upon the granting of the patent.

Petitioner further argues that “[t]he patentee’s statement was made without regard to any
particular claim, without reference to any particular rejection, and without limitation for any
particular cell line, instead, the patentee made a full, fair, and unambiguous avowal on the record
that all public availability restrictions on all deposited material were to be lifted upon grant of the
’566 patent. No part of this statement made by the patentee excluded any of the deposited cell
lines from the lifting of ‘all restrictions.” That is, the plain meaning of the patentee’s statement
was that all restrictions on availability of all deposited material were to be lifted upon grant of
the ’566 patent, without regard to whether a particular strain was claimed.”

Contrary to petitioner’s assertion that patentee’s release statement was made without regard to a
particular claim, prosecution history of the application reveals that the patentee’s statement was
provided specifically to overcome the rejections of then-pending claims 59 and 60 under 35
U.S.C. 112, first paragraph, as set forth in the final Office action of August 15, 2006. As
explained below, the public availability statement references deposited material, which was
defined as the subject matter of then-pending claims 60-63. When read in context, the public
availability statement is limited to particular deposits which do not include PTA-5080. Thus, in
accordance with the Technology Center Director’s conclusion quoted above, Applicant’s
statement of public availability does not apply to PTA-5080 and condition (C) is not met for
PTA-5080.

In the Document, filed after the final Office action, patentee canceled pending claim 59,
amended pending claim 60 and presented new claims 61 through 64 wherein the subject matter
of claims 60 through 63 was stated to be similar to that covered by claims 59 and 60. Patentee
specifically stated in response to a rejection of claims 59 and 60 under 35 U.S.C. 112, first
paragraph that:
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Contrary to petitioner’s assertion, patentee provided the above noted availability statement in the
Document specifically? to overcome the rejections of claims 59 and 60 under 35 U.S.C. 112, first
paragraph, as applicable to newly presented claims 61 through 63. Newly presented claims 61-
63, as well as cancelled claims 59-60, are directed to PTA-5076, PTA-5079, and PTA-5078, not
PTA-5080, the biological material for which the petitioner is requesting a certification of release.
Furthermore, as shown above, the public availability statement was made with respect to the
deposited material, which the patentee stated was the “cell lines which are the subject matter
of claims 60-63” (emphasis added). These cell lines do not include all cell lines listed in the
specification or in Exhibit A and, in particular, do not include the requested cell line, PTA-5080.

Based on the full text of the response, petitioner’s assertion that patentee’s release statement was
made without regard to a particular claim, without reference to any particular rejection, and
without limitation for any particular cell line is not persuasive. To the contrary, the statement
was made specifically in response to the rejection of particular claims which were not drawn to
PTA-5080, and did not require PTA-5080 for compliance with 35 U.S.C. 112. Therefore, the
release statement did not pertain to PTA-5080. Petitioner has not established that condition (C)
of MPEP § 2404.01 has been satisfied.

2 See page numbered 6 in the Document.
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DECISION

The request by the petitioner for reconsideration of the Decision by the Technology Center
Director has been considered. However, because none of the four conditions set forth in MPEP
§ 2404.01 is met, the requested certification for release under 37 CFR 1.808(c) of the biological
deposit, identified as PTA-5080, is DENIED.

No further requests for reconsideration of the decision hereinabove will be entertained. This
constitutes a final decision on this petition. See MPEP § 1002.02.

/Charles Kim/
Deputy Commissioner
for Patents
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