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Enclosed is a copy of the latest communication from the United States Patent and
- Trademark Office in the above-identified reexamination proceeding. 37 CFR 1.903.

Prior to the filing of a Notice of Appeal, each time the patent owner responds to this
communication, the third party requester of the inter partes reexamination may once file
written comments within a period of 30 days from the date of service of the patent owner's
response. This 30-day time period is statutory (35 U.S.C. 314(b)(2)), and, as such, it cannot
be extended. See also 37 CFR 1.947.

If an ex parte reexamination has been merged with the inter partes reexamination, no
responsive submission by any ex parte third party requester is permitted.

All correspondence relating to this inter partes reexamination proceeding should be

directed to the Central Reexamination Unit at the mail, FAX, or hand-carry addresses
given at the end of the communication enclosed with this transmittal.
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Please find below and/or attached an Office communication concerning this application or proceeding.

The time period for reply, if any, is set in the attached communication.
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Control No. Patent Under Reexamination
ACTION CLOSING PROSECUTION | 95/000,154 7029913
(37 CFR 1_949) Examiner Art Unit
Gary L. Kunz 3991

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address. -

Responsive to the communication(s) filed by
Patent Owner on 30 May 2007
Third Party(ies) on 29 June 2007

Patent owner may once file a submission under 37 CFR 1.951(a) within 1 month(s) from the mailing date of this
Office action. Where a submission is filed, third party requester may file responsive comments under 37 CFR
1.951(b) within 30-days (not extendable- 35 U.S.C. § 314(b)(2)) from the date of service of the initial
submission on the requester. Appeal cannot be taken from this action. Appeal can only be taken from a

Right of Appeal Notice under 37 CFR 1.953.

All correspondence relating to this inter partes reexamination proceeding should be directed to the Central
Reexamination Unit at the mail, FAX, or hand-carry addresses given at the end of this Office action.

PART |. THE FOLLOWING ATTACHMENT(S) ARE PART OF THIS ACTION:

1. X] Notice of References Cited by Examiner, PTO-892
2. [X] Information Disclosure Citation, PTO/SB/08
3. X PTO-1449

PART Il. SUMMARY OF ACTION:

1a.[X] Claims 1-3 are subject to reexamination.
1b.[] Claims are not subject to reexamination.
2. [ Claims have been canceled.

3. [ Claims are confirmed. [Unamended patent claims]
4. [X] Claims 1-3 are patentable. [Amended or new claims]
5. [] Claims are rejected.
6. [] Claims are objected to.
7. [ The drawings filed on (] are acceptable [ ] are not acceptable.
8 [] The drawing correction request filed on is;  []approved. [] disapproved.
9 [J Acknowledgment is made of the claim for priority under 35 U.S.C. 119 (a)-(d). The certified copy has:
[J beenreceived.  [] not been received. [] been filed in Application/Control No _____
10.[] Other
U.S. Patent and Trademark Office Paper No. 20071207-AA

PTOL-2065 (08/06)



. . . _ | Control No. Patent Under Reexamination -
Transmittal of Communication to
H 95/000,154 7029913
Third Party Reque.Ster.' Examiner Art Unit
Inter Partes Reexamination
Gary L. Kunz 3991

-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address. --

Enclosed is a copy of the latest communication from the United States Patent and Trademark Office
in the above-identified reexamination proceeding. 37 CFR 1.903.

Prior to the filing of a Notice of Appeal, each time the patent owner responds to this communication,
the third party requester of the inter partes reexamination may once file written comments within a
period of 30 days from the date of service of the patent owner's response. This 30-day time period is
statutory (35 U.S.C. 314(b)(2)), and, as such, it cannot be extended. See also 37 CFR 1.947.

If an ex parte reexamination has been merged with the inter partes reexamination, no responsive
submission by any ex parte third party requester is permitted.

All correspondence relating to this inter partes reexamination proceeding should be directed to the
Central Reexamination Unit at the mail, FAX, or hand-carry addresses given at the end of the
communication enclosed with this transmittal.

U.S. Patent and Trademark Office
PTOL-2070 (5/04)

Paper No. 20070221-AAA




Application/Control Number: 95/000,154 Page 2
Art Unit: 3991

INTER PARTES REEXAMINATION

Detailed Action: Action Closing Prosecution

Procedural Posture

On July 17, 2007 a Third Party Request for inter partes reexamination of claims 1
- 3 of U.S. Patent No. 7,029,913 B2 issued to James A. Thomson on April 18, 2006.
This reexamination proceeding was given the control number 95/000,154.

On September 29, 2006 the Order granting reexamination was mailed.
On March 30, 2007 a non-final Office action was mailed.

On May 30, 2007 the Patent Owner filed his Remarks along with an amendment
to the claims and also submitted a Declaration under 37 CFR §1.132 by Dr. Colin
Steward, D. Phil. '

On June 29, 2007 the Third Party Requester filed Comments regarding the non-
final Office action and Patent Owner's Remarks. The Third Party’s submission included
four Declarations filed under 37 CFR §1.132 by Dr. Douglas A. Melton, Ph. D., Dr. Alan
O. Trounson, Ph. D., Dr. Jeanne F. Loring, Ph. D., and Dr. Chad Cowan, Ph. D.

On October 1, 2007 the Patent Owner filed a Supplemental Response that
included an amendment to claim 1 which did not comply with 37 CFR §1.530(fj). The
Patent Owner also filed a copy of a declaration under 37 CFR §1.131 by Dr. James A.
Thomson that had been filed during prosecution of application 08/591,246, which issued
as U.S. Patent No. 5,843,780.

On October 2, 2007 .the Patent Owner filed a second Supplemental Response
that included an amendment to claim1 which still did not comply with 37 CFR §1.530(f-
j). The Patent Owner also filed a copy of a declaration under 37 CFR §1.131 by Dr.
James A. Thomson that had been filed during the prosecution of application 8/591,246,
which issued as U.S. Patent Number 5,843,780.

On October 4, 2007 the Patent Owner filed a third Supplemental Response that
included an amendment to claim 1 which did comply with 37 CFR §1.530(f-j). The
Patent Owner also filed a copy of a declaration under 37 CFR §1.131 by Dr. James A.
Thomson that had been filed during the prosecution of application 08/591,246, which
issued as U.S. Patent Number 5,843,780.

On November 2, 2007 the Third Party Requester filed a response to the Patent
Owner’s Supplemental Response with amendment of October 4, 2007.
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Supplemental Amendment and Declaration filed October 4, 2007

On October 1, 2, and 4, 2007 the Patent Owner filed supplemental amendments
with an accompanying copy of a declaration by Dvr. James A. Thomson (filed on
September 30, 1997 under 37 CFR §1.131 during the prosecution of related application
08/591,246 which issued as U.S. Patent Number 5,843,780, also under reexamination
as control number 90/008,102).

The supplemental amendments with an accompanying copy of declaration by

James A. Thomson filed on October 1%t and 2™ have not been entered into the record

because they fail to satisfy any one of the requirements of 37 CFR §1.530(f-)).
However, the supplemental amendment filed October 4, 2007 is in compliance with 37
CFR §1.530(f-j) and has been entered into the record because fhis amendment places
this proceeding in better condition for allowance.

The copies of the 1.131 declaration by Dr. Thomson also filed on October 1, 2,
and 4, 2007 are not entered into the record because they fail to satisfy the requirements
of 37 CFR §1.111(a)(2)(i) which reads, “The Office may enter a supplemental reply if
the supplemental reply is clearly limited to:

(A) Cancellation of a claim(s):

(B) Adoption of the examiner suggestion(s):

(C) Placement of the application in condition for allowance:

(D) Reply to an Office requirement made after the first reply was filed:
(E) Correction of informalities (e.g. typographical errors); or

(F) Simplification of issues for appeal.”
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Furthermore, the Patent Owner has failed to provide a statement indicating how
the copy of the declaration from the prosecution of the related patent 5,843,780 meets
even one of the six requirements of 37 CFR §1.111(a)(2)(i).

The Third Party Requester's comments concerning the Patent Owner's

supplemental amendment of October 4, 2007 has also been entered intb the record.

Status of Claims

Claims 1 - 3 were originally present in U.S. Patent No. 7,029,913 undergoing
reexamination. |

In the Response of March 30, 2007, claims 1 - 3 have been amended in the
following manner. The phrase “derived from a pre-implantation embryo, the culture
comprising cells” was inserted into claim 1 to further define “A replicating in vitro cell
culture of human embryonic stem cells.” In both claims 2 and 3 the word “preparation”
has been replaced by the phraée “in vitro cell cultures.”

In the supplemental amendment filed October 4, 2007, the Patent Owner
inserted the phrase “will proliferate” in place of “are capable of proliferation” in
part (i) of claim 1. Additiqnally, the phrase "in an undifferentiated state" was inserted
into part (i) of claim 1 to further describe characteristics of the human embryonic stem
cells growing in culture for over one year. Finally, the word “pluripotent” was inserted

into the first line of claim 1 to modify “human embryonic stem cells.”
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Information Disclosure Statement (IDS)

The Patent Owner submitted an Information Disclosure Statement (PTO-1449)
on May 30, 2007. The references listed on this document have been fully considered
and an initialed, signed copy of this IDS is attached to this Office action.

The Third Party Requester also submitted an information disclosure statement
(PTO/SB/08b) on June 29, 2007. The references listed on this document have been

fully considered and an initialed, signed copy of this IDS is attached to this Office action.

Continuing Duty to Disclose
The Patent Owner is reminded of the continuing responsibility under 37 CFR
§§ 1.555, 1.565(a) and 1.933 to apprise the Offiée of any litigation activity, or other prior
or concurrent proceeding, involving Patent No. 7,029,913 throughout the course of this
reexamination proceeding. The Third Party Requester is also reminded of the ability to
similarly apprise fhe Office of any such activity or proceeding throughout the course of

this reexamination proceeding. See MPEP §§2684, 2280, and 2282.

Erratum
The Patent Owner correctly points out on page 7 of the Response that there are
no joint inventors as suggested at page 8 of the non-final Office action of March 30,

2007. Dr. James A. Thomson is the sole inventor of U.S. Patent No. 7,029,913.
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STATUS: GROUNDS OF REJECTION

a. Proposed by 3™ Party Requester: not adopted

GROUNDS #1: Requester submits that claims 1 - 3 are unpatentable under 35 U.S.C.
§103(a) as being obvious over Robertson "83 in view of the Declaration by Dr. Jeanne
F. Loring (Request, pages 4 - 7). This rejection was not adopted by the Examiner.
See Office action of March 30, 2007 at page 7. »

The Requester indicates in the first paragraph on page 6 of the Comments that
the Loring Declaration was submitted in order to explain “what the prior art disclosed to,
and what motivations or suggestions it provided to those of ordinary skill in the art.”
However, only patents or printed publications can be uéed in the reexamination
proceeding to raise é substantial new question of patentability. See MPEP §§2658(l.),
2258, and 2258.01. The Loring declaration cannot by itself provide the necessary
motivation to combine references; however this declaration has been given full
consideration as evidence supporting obviousness in each rejection under 35 USC
§103(a) in the non-Office action of March 30, 2007. Accordingly, this pfoposed rejection

continues to be not adopted for all pending claims.

GROUNDS #2: Requester submits that' claims 1 - 3 are unpatentable under 35 U.S.C.

‘§103(a) as being‘obvious over Piedrahita in view of the Declaration by Dr. Jeanne F.
Loring (Request, pages 7 - 11). This rejection was not adopted by the Examiner.
See Office action of March 30, 2007 at page 7.

The Requester indicates in the first paragraph on page 6 of the Comments that

the Loring Declaration was submitted in order to explain “what the prior art disclosed to,
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and what motivations or suggestions it provided to those of ordinary skill in the art.”
However, only patents or printed publications may be used in the reexamination
proceeding to raise a substantial new question of patentability. See MPEP 2658(l.),
2258. and 2258.01). The Loring declaration cannot by itself provide the necessary -
motivation to combine references; however this declaration has been given full
consideration as evidence supporting obviousness in each rejeétion under 35 USC
§103(a) in the non-final Office action of March 30, 2007. Accordingly, this proposed

rejection continues to be not adopted for all pending claims.

GROUNDS #3: Requester submits that claims 1 - 3 are unpatentable under 35 U.S.C.

§103(a) as being obvious over Robertson '83, Robertson '87 and Piedrahita in view of
the Declaration by Dr. Jeanne F. Loring (Request, pages 7 - 11) This rejection was not
adopted by the Examiner. See Office action of March 30, 2007 at page 8.

The Requester indicates in the first paragraph on page 6 of the Comments that
the Loring Declaration was submitted in order to explain “what the prior art disclosed to,
and what motivations or suggestions it provided to those of ordinary skill in the art.”
However, only patents or printed publications may be considered in reexamination
proceedings és réising a substantial new question of patentability. See MPEP 2258(l.),
2258, and 2258.01. The Loring declaration cannot by itself provide the necessary
motivation to combine references; however this declaration has been given full
consideration as evidence supporting obviousness in each rejection under 35 USC
- §103(a). Accordingly, this proposed rejection continues to be not adopted for all

pending claims.
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b. Raised by Patent Examiner in Office Action of March 30, 2007

GROUNDS #4: Claims 1 - 3 are rejected under 35 U.S.C. §102(b) as being anticipated

by, or in the alternative, under 35 USC §103(a) as obvious over Williams et al.
(5,166,065) alone, or as further evidenced by the instant patent disclosdre for
demonstrating inherency.' The complete explanation of this rejection at pages 9 ; 12 of
the Office action of March 30, 2007 is hereby incorporated by reference. As explained
below, the preponderance of_the evidence of record supports the cenclusion that the
Williams ‘065 patent is not an enabling reference under 35 USC §102(b) and also fails
as a reference under 35 USC §103(a) because of the unpredictability in the art at the
time of the invention which leads _to the lack of a reaéonable expectation of success.

Therefore, this rejection has been withdrawn.

GROUNDS #4 (102(b)): Patent Owner’s Response, Third Party Requester’s
: Comments, and Examiner’s Decision

Patent Owner: (Response, page 6, line 19 to page 7, line 13)

A. Williams ‘065 does not anticibate invention (Response, p. 6,1. 13-p. 7,1. 13)

Human ES cells, let alone a replicating in vitro cell culture of the same, were not
known in the art prior to the landmark invention of Dr. Thomson.
According to In re Best, 562 F.2d 1252, 1254 - 55, 195 U.S.P.Q. 430 (C.C.P.A.
1977), where In re Best cites In re Swinehart, 439 F.2d 210 (1971);

“[I]t is elementary that the mere recitation of a newly discovered
function or property, inherently possessed by things in the prior
art, does not cause a claim drawn to those things in the prior art,
to distinguish over the prior art. Additionally, where the Patent
Office has reason to believe that a functional limitation asserted
to be critical for establishing novelty in the claimed subject matter
may, in fact, be an inherent characteristic of the prior art, it
possesses the authority to require the applicant to prove that the
subject matter shown to be in the prior art does not possess the
characteristic relied on. In re Swinehart, 439, F.2d at 212-213.
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[Emphasis added.]

Here, this standard for inherent anticipation does not apply. The invention claimed by
Dr. Thomson, namely, a replicating in vitro cell culture of human ES cells, is not in the
prior art. The applied prior art neither explicitly nor inherently teach a replicating in vitro
cell culture of human ES cells. Simply stated, the replicating in vitro cell culture of
human ES cells disclosed in the present patent did not previously exist. They differ
markedly from the prior art murine ES cells (Williams '065) and Hogan's EG cells
(Hogan '926) and the cells of the other prior art references, which cells do not share the
claimed features. There is no composition in the cited prior art that is a replicating in
vitro cell culture of human ES cells that are capable of proliferation for over one year
without the application of exogenous LIF as claimed in present claim 1.

Third Party: (Comments, page 6, line 13 to page 7, line 2)

A. Williams 065 anticipates the invention of Thomson 913

In the Office Action, the Examiner rejected all three claims as being anticipated
by or obvious over Williams et al. (U.S. Patent No. 5,166,065) (“Williams '065"). Office
Action at 9. The Examiner found that Williams '065 disclosed human embryonlc stem
cells and a method for preparing such embryonic stem cells that were “essentially the
same procedure” as described in the pending patent’s specification. /d. at 10. Further,
the Examiner concluded that, “there is no structural difference between pluripotent
human ES cells disclosed by Williams ‘065 and the ES cells instantly claimed.” /d. at 11
- 12. The Patent Owner made several arguments in its Response as to why Williams
'065’s teaching of human embryonic stem cells does not invalidate the pending claims,
but each of the Patent Owner's arguments are without merit. Thus, the Examiner's
rejection of the pending claims based on Williams '065 was and remains appropriate.

Examiner:
A. Williams 065 does not anticipate the invention of Thomson 913
The Examiner finds the arguments of the Patent Owner to be persuasive with
respect to the inapplicability of /n re Best to the inherency of the characteristics of the
human ES cells disclosed in Williams '065 at column 4, lines 17 - 23:
The ES cells in accordance with this aspect of the invention
include cells derived from humans, mice, birds (e.g. chickens),

sheep, pigs, cattle, goats, and fish. As with the isolation of ES
cells from animal embryos, the LIF used in the aforementioned
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