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Where this copy is supplied after the reply by requester, 37 CFR 1.535, or the time for filing a
reply has passed, no submission on behalf of the ex parte reexamination requester will be
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Control No. Patent Under Reexamination
Notice of Intent to Issue 90/008,102 5843780
Ex Parte Reexamination Certificate Examiner Art Unit
Padmashri Ponnaluri 3991

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

1. X] Prosecution on the merits is (or remains) closed in this ex parte reexamination proceeding. This proceeding is
subject to reopening at the initiative of the Office or upon petition. Cf. 37 CFR 1.313(a). A Certificate will be
issued in view of
(@) X] Patent owner's communication(s) filed: 02 October.2007.

(b) [ Patent owner’s late response filed:

(c) [ Patent owner’s failure to file an appropriate response to the Office action mailed:
(d) [] Patent owner’s failure to timely file an Appeal Brief (37 CFR 41.31).

(e) [J Other: .

Status of Ex Parte Reexamination:

(f) Change in the Specification: [] Yes [X] No

(g) Change in the Drawing(s): [] Yes X] No

(h) Status of the Claim(s):

(1) Patent claim(s) confirmed: .

(2) Patent claim(s) amended (including dependent on amended claim(s)): 1-11
(3) Patent claim(s) cancelled:

(4) Newly presented claim(s) patentable: 12-14.

(5) Newly presented cancelled claims:

2. Xl Note the attached statement of reasons for patentability and/or confirmation. Any comments considered
necessary by patent owner regarding reasons for patentability and/or confirmation must be submitted promptly
to avoid processing delays. Such submission(s) should be labeled: “Comments On Statement of Reasons for
Patentability and/or Confirmation.” '

3. (] Note attached NOTICE OF REFERENCES CITED (PTO-892).
4. X] Note attached LIST OF REFERENCES CITED (PTO/SB/08). 4-61'\2&'5

5. ] The drawing correction request filed on is: []approved [ disapproved.

6. [] Acknowledgment is made of the priority claim under 35 U.S.C. § 119(a)-(d) or (f).
a)lJAI b)]Some* c)]None of the certified copies have
(] been received.
L] not been received.
[] been filed in Application No. )
[ been filed in reexamination Control No.
[] been received by the International Bureau in PCT Application No.

* Certified copies notreceived: _
7. ] Note attached Examiner's Amendment.
8. [] Note attached Interview Summary (PTO-474).
9.7 other: ___.

W W DEIBORAH D.JO;NES Pmam

NNETT M. CELSA SPRE-AU 3991 Primar_y. Examiner
ce: Requesga?}m%és&g 3991 ~=MTRAL REEXAMINATION UNIT Art Unit: 3991

U.S. Patent and Trademark Office
PTOL-469 (Rev.08-06) . Notice of Intent to Issue Ex Parte Reexamination Certificate Part of Paper No 20071001
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Art Unit 3997.
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Re-Examination
Procedural Posture
A request for reexamination of US Patent 5,843,780 is assigned the control number
90/008,102, which was filed by the Third Party Requestor on 7/17/06, and the reexamination was
ordered for the 90/008,102 on 9/29/06.
A Non-final office action was mailed on 3/30/07.
Patent owner response, amendment and declaration of Colin Stewart filed on 5/30/07
have been considered. The 5/30/07 amendment amends claims 1, 9, 11 and added new
claims 12-14.
| A supplemental amendment amending claims 1, 3, 9 and 12 was filed on 10/1/07. The
amendment filed on 10/1/07 fails to comply with 37 CFR 1.530 (e) and (f).
A second supplemental amendment according to 37 CFR 1.530 (e) and (f) was filed on
10/2/07.
This action is in response to the Patent Owner’s supplemental response 10/2/07 and the
Declaration under 37 C.F. R. 1.131 by James A. Thompson
Status of Claims
Originally claims 1-11 were present in the '102 patent.
Patent Owner’s amendment filed on 5/30/07 added new claims 12-14.
Claims 1-14 are currently under consideration in this reexamination proceedings.
Withdrawn Claim Rejections
1. The rejection of claims 9-10 as being anticipated by US Patent 5,166,065 (Williams et al)

set forth in the previous office action (mailed on 3/30/07), has been withdrawn in view of the
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amendment to claim 9 (5/30/07 and 10/2/07) and patent owner response and further in view of
the Stewart Declaration filed on 5/30/07.

2. The rejection of claims 1-8 and 11 as anticipated by or, in the alternative as obvious over
US Patent 5,166,065 (Williams et al, issued on November 24, 1992) set forth in the previous
office action (mailed on 3/30/07), has been withdrawn in view of the amendments (5/30/07,
10/2/07) and patent owner response and further in view of the Stewart Declaration filed on
5/30/07.

3. The rejection of claims 1-8 as anticipated by or, in the alternative, as obvious over US
Patent 5,690,926 (Hogan) set forth in the previous office action (mailed on 3/30/07) has been
withdrawn in view of the amendments (5/30/07 and 10/2/07) and patent owner response and
further in view of the Stewart Declaration filed on 5/30/07.

4. The rejection of claim 11 as anticipated by or, in the alternative, as obvious over Bongso
(Human Reproduction, vol. 9, No. 11, pp 21 10-2117, 1994) set forth in the previous office action
(mailed on 3/30/07), has been withdrawn in view of the amendments (5/30/07 and 10/2/07) and
patent owner response aﬁd further in view of the Stewart Declaration filed on 5/30/07.

5. The rejection of claims 1-11 as being unpatentable over either Robertson I, Robertson II,
Piedrahita, taken separately or together in view of Williams et al (US Patent 5,166,065) and
Hogan (US Patent 5,690,926) set forth in the previous office action (mailed on 3/30/07), has
been withdrawn in view of the amendments (5/30/07 and 10/2/07) and patent owner response
and further in view of the Stewart Declaration filed on 5/30/07.

STATEMENT OF REASONS FOR PATENTABILITY AND/OR CONFIRMATION
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The following is an examiner's statement of reasons for patentability and/or confirmation
of the claims found patentable in this reexamination proceeding:
1. Williams (US patent 5,166,065)

Williams et al teach method for isolation of embryonic stem (ES) cells from mouse
embryos (blastocyst), and maintenance of ES in vitro culture medium containing leukemia
inhibitory factor (LIF).

Williams does not disclose isolating pluripotent primate embryonic stem cells from the
primate blastocyst. Williams does not teach a method for isolating and culturing ES cells from all
species of mammals except mouse. The later filed Williams publication (Cherny and Williams.
Reprod. Fertil. Dev. 6: 569-75, 1994) proved that Williams (‘065 patent) method of isolation of
ES cells from mouse blastocyst would not extend to the method of isolation of ES cells from
other mammals. Thus Williams et al would not anticipate the present claims.

Further, Williams does not disclose primate/human ES cells that differ from mouse ES
cells in the expression of specific markers such as SSEA-1. Williams’ ES cells do not
differentiate into trophoblast when induced to differentiate. Williams does not teach a method for
isolating and culturing ES cells from all species of mammals. Williams’s method is only .
applicable to mouse ES cells. Williams does not teach primate ES cell line of the present claims.
Thus, Williams will not anticipate and/or render obvious of the present claims.

Williams require undue experimentation in order to practice the present invention and
does not place the public in possession of the claimed invention. Further, in view of the

unpredictability associated with the primate/human ES cell isolation and maintaining the primate



Application/Control Number: 90/008,102 Page 5
Art Unit; 3991

ES cells in undifferentiated state over one year in cell culture and in view of lack of reasonable
expectation of success, Williams would not render the present claims obvious.
2. Hogan (US Patent 5,690,926)

Hogan isolated embryonic germ (EG) cells from primordial germ cells from post-
implantation embryos. Hogan EG cells differ from the present claim pluripotent primate ES cells
as following: 1) Hogan EG cells are derived from the post-implantation embryos; 2) Hogan EG
cells are SSEA-1 positive; 3) Hogan’s EG cells do not differentiate into trophoblast when
induced to differentiate. Thus Hogan reference does not anticipate the present claims.

~ Hogan’s method of isolating EG cells from post implanted embryos and the
characteristics of the isolated cells would not render obvious of the presently claimed purified
preparation of pluripotent primate ES cells and primate ES cell line obtained from pre-
implantation embryos.

In view of unpredictability associated with the primate/human ES cell isolation and
maintaining the primate ES cells in undifferentiated state over one year in cell culture and in
view of lack of reasonable expectation of success, Hogan would not render the present claims
obvious.

3. Bongso (1994)

Bongso demonstrated isolation of human embryonic cells from the inner cell mass.
However, the cells were not fully characterized. Bongso’s cells differentiated into fibroblasts or
died after the second culture. Bongso supplemented the culture medium with LIF and did not use

embryonic fibroblast feeder cells.
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Bongso did not teach pluripotent human (primate) ES cells that will proliferate for over
one year in undifferentiated state, and maintain a karyotype in which all chromosomes
characteristic of the primate (human) species are present and not noticeably altered through the
prolonged culture (over one year). Bongso did not teach human (primate) ES cell line. Thus
Bongso‘ reference would not anticipate or render the present claims obvious.

Further, Bongso document is no longer available as prior art in view of the Declaration
under 37 C.F. R. 1.131 by James A. Thompson which provides evidence establishing practice of
the instantly claimed invention prior to November 1994.

4, The combined teachings of Robertson I (1983), Rober‘tson I1 (1987), Piedrahita
(1990), Williams (US patent 5,166,065, issued on 11/24/1992) and Hogan (US Patent
5,690,926, Issued on 11/25/1997).

Robertson I, and Robertson II taught a process for isolation of pluripotential murine ES
cells. Neither of the Robertson references teach or suggest that their methods or techniques are
applicable to isolation of ES cells from any species of mammals other than mouse.

Piedrahita teaches a method of isolating murine (rodent), porcine (pig) and ovine (sheep)
ES cells. However, Piedrahita teaches that the methodologies used to initiate ES cell cultures in
the mouse did not work in other animal systems. Piedrahita teaches away from applying the
murine system to other species.

Williams et al teach method for isolation of embryonic stem (ES) cells from mouse
embryos, and maintenance of ES in vitro culture medium containing leukemia inhibitory factor
(LIF). Williams does not teach a method for isolating and culturing ES cells from mammalilan

species other than mouse.
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Hogan teaches human EG cells. Hogan’s EG cells differ from the presently claimed
pluripotent primate ES cells. Hogan’s EG cells are SSEA-1 positive, whereas the ES cells of the
present claims are SSEA-1 negative. Hogan’s EG cells cannot form trophoblast when introduced
to differentiate. Hogan’s method of isolating EG cells from post-implanted embryos would not
render obvious of the presently claimed purified preparation of pluripotent primate ES cells
derived from a pre-implantation embryo.

Robertson I, Robertson 11, Piedrahitla, Williams and Hogan references individually or in
;:ombination do not teach or suggest the presently claimed purified preparation of pluripotent
primate ES cells and primate ES cell line and method of isolating the pluripotent primate ES cell
line. |

In view of unpredictability associated with the primate/human ES cell isollation and
maintaining the primate ES cells in undifferentiated state over one year in cell culture and in
view of lack of reasonable expectation of success, the present claims are not obvious over the

combined teachings of Robertson I, Robertson II, Piedrahita, Williams and Hogan references.

Any comments considered necessary by PATENT OWNER regarding the above
statement must be submitted promptly to avoid processing delays. Such submission by the
patent owner should be labeled: "Comments on Statement of Reasons for Patentability and/or

Confirmation" and will be placed in the reexamination file.

Conclusion

Claims 1-14 are allowed.
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NOTICE RE PATENT OWNER’S CORRESPONDENCE ADDRESS
Effective May 16, 2007, 37 CFR 1.33(c) has been revised to provide that:

The patent owner’s correspondence address for all communications in an ex
parte reexamination or an inter partes reexamination is designated as the
correspondence address of the patent.

Revisions and Technical Corrections Affecting Requirements for Ex
Parte and Inter Partes Reexamination, 72 FR 18892 (April 16,
2007) (Final Rule)

The correspondence address for any pending reexamination proceeding not
having the same correspondence address as that of the patent is, by way of
this revision to 37 CFR 1.33(c), automatically changed to that of the patent
file as of the effective date.

This change is effective for any reexamination proceeding which is pending
before the Office as of May 16, 2007, including the present reexamination

proceeding, and to any reexamination proceeding which is filed after that

date.

Parties are to take this change into account when filing papers, and direct
communications accordingly.

In the event the patent owner's correspondence address listed in the papers (record) for the
present proceeding is different from the correspondence address of the patent, it is strongly
encouraged that the patent owner affirmatively ﬁle a Notification of Change of

Correspondence Address in the reexamination proceeding and/or the patent (depending on
which address patent owner desires), to conform the address of the proceeding with that of

the patent and to clarify the record as to which address should be used for correspondence.

Telephone Numbers for reexamination inquiries:
Reexamination and Amendment Practice (571) 272-7703

Central Reexam Unit (CRU) (571) 272-7705
Reexamination Facsimile Transmission No. (571) 273-9900

Future Correspondences
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Any inquiry concerning this communication or earlier communications from the
examiner should be directed to Padmashri Ponnaluri whose telephone number is 571-272-0809.
The examiner can normally be reached on Monday through Friday between 7 AM and 3.30 PM.

If attempts to reach the examinerl by telephone are unsuccessful, the examiner’s
supervisor Deborah Jones can be reached on 571-272-1535. The fax phone number for the
organization where this application or proceeding is assigned is 571-273-9900.

Information regarding the status of an application may be obtained from the Patent
Application Information Retrieval (PAIR) system. Status information for published applications
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished
applications is available through Private PAIR only. For more information about the PAIR
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free).

All correspondence relating to this Ex parte Reexamination proceeding should be
directed to:
By Mail to:

Attn: Mail Stop “Ex Parte Reexam”
Central Reexamination Unit
Commissioner for Patents

P. O. Box 1450

Alexandria VA 22313-1450

By FAX to:
(571) 273-9900
Central Reexamination Unit

Hand-Deliver any communications to:
Customer Service Window
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Attn: Central Reexamination Unit
Randolph Building, Lobby Level
401 Dulany Street

Alexandria, VA 22314

Conferee:

BENNETT M. CELSA
PRIMARY EXAMINER
CRU - AU 3991

ORAH D. JONES
RU SPE-AU 3991

Paéémnnaluri

Primary Examiner
Unit 3991
14 February 2008

Page 10
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Doetschman, T., et al., Establishment Of Hamster Blastocyst-Derived Embryonic Stem
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