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Application No. Applicant(s)
12/424,367 YAWORSKI ET AL.
Office Action Summary Examiner ArtUnit
JENNIFER PITRAK 1635
-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address --

Period for Reply

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS,
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION.

Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed

after SIX (6) MONTHS from the mailing date of this communication.
- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication.
- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133).

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any

earned patent term adjustment. See 37 CFR 1.704(b).

Status

1)X] Responsive to communication(s) filed on 07 June 2010.
2a)[] This action is FINAL. 2b)[X] This action is non-final.
3)[] Since this application is in condition for allowance except for formal matters, prosecution as to the merits is
closed in accordance with the practice under Ex parte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims

4)X] Claim(s) 1-5,9,14,17-26,38,47.48 and 55 is/are pending in the application.

4a) Of the above claim(s) is/are withdrawn from consideration.
5[] Claim(s) _____is/are allowed.
6)X] Claim(s) 1-5,9,14,17-26,38.47.48 and 55 is/are rejected.
7)[] Claim(s) _____is/are objected to.
8)] Claim(s) _____ are subject to restriction and/or election requirement.

Application Papers

9)[] The specification is objected to by the Examiner.
10)_] The drawing(s) filed on is/are: a)[_] accepted or b)[_] objected to by the Examiner.
Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a).

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d).
11)[] The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152.

Priority under 35 U.S.C. § 119

12)[] Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f).
a)LJAIl  b)[]Some * c)[] None of:
1.0 Certified copies of the priority documents have been received.
2.[] Certified copies of the priority documents have been received in Application No.
3.[] Copies of the certified copies of the priority documents have been received in this National Stage
application from the International Bureau (PCT Rule 17.2(a)).
* See the attached detailed Office action for a list of the certified copies not received.

Attachment(s)

1) x Notice of References Cited (PTO-892) 4) |:| Interview Summary (PTO-413)

2) [] Notice of Draftsperson’s Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. _

3) [X] Information Disclosure Statement(s) (PTO/SB/08) 5) L] Notice of Informal Patent Application
Paner NoisYMail Date 6/8/10 &) [ 1 other:
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DETAILED ACTION

Election/Restrictions
The requirement for election of species presented in the Office Action mailed 3/31/2010
has been withdrawn. Upon further consideration, the species are deemed to be patentably
indistinct.

Claims 1-5, 9, 14, 17-26, 38, 47, 48, and 55 are pending and are under examination.

Priority

Applicant’s claim for the benefit of a prior-filed application under 35 U.S.C. 119(e) or
under 35 U.S.C. 120, 121, or 365(c) is acknowledged. Applicant has not complied with one or
more conditions for receiving the benefit of an earlier filing date under 35 U.S.C. 120 as follows:
The later-filed application must be an application for a patent for an invention which is also
disclosed in the prior application (the parent or original nonprovisional application or provisional
application). The disclosure of the invention in the parent application and in the later-filed
application must be sufficient to comply with the requirements of the first paragraph of 35
U.S.C. 112. See Transco Products, Inc. v. Performance Contracting, Inc., 38 F.3d 551, 32
USPQ2d 1077 (Fed. Cir. 1994).

The disclosure of the prior-filed application, Application No. 61/045228, fails to provide

adequate support or enablement in the manner provided by the first paragraph of 35 U.S.C. 112
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for one or more claims of this application. Application No. 61/046228 does not provide

adequate support for claim 55. Therefore, claim 55 is afforded the benefit of the instant filing

date, 04/15/2009.

Claim Rejections - 35 USC § 103
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all

obviousness rejections set forth in this Office action:

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in
section 102 of this title, 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.

MacLachlan, et al, (US 2006/0008910, copending application 11/148152)

Claims 1-4, 9, 14, 17-26, 38, 47, and 48 are rejected under 35 U.S.C. 103(a) as being
unpatentable over MacLachlan, ez al. (US 2006/0008910, of record, item 10 on 06/08/2010 IDS)
("MacLachlan").

The claims are to a nucleic acid lipid particle comprising a nucleic acid, a cationic lipid, a
noncationic lipid mixture of phospholipid and cholesterol, and a conjugated lipid. The claims are
further directed to the particle wherein the nucleic acid is an siRNA, the relative amounts of
components are specified, and the lipids are specified.

MacLachlan teaches lipid encapsulated interfering RNA in the form of stable nucleic

acid-lipid particles ("SNALP") comprising an siRNA, a cationic lipid, phospholipid, cholesterol,
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and a conjugated lipid (page 4, paragraph 56; pages 7-11, paragraphs 84-119; claim 5) wherein
the siRNA is from about 15-60 nucleotides (claim 6), the conjugated lipid is PEG-DMA and has
an average molecular weight of about 2000 daltons (claim 13; paragraphs 91, 95, and 96), and
the phospholipid is DSPC (paragraphs 62 and 91). MacLachlan also teaches the SNALP
wherein the cationic lipid is from about 2 mol % to about 60 mol % of the total lipid present in
the particle (paragraph 85), the phospholipid is from about 5% to about 90% or from about 10%
to about 85% of the total lipid present in the particle (paragraph 85), the cholesterol is from about
20% to about 55% of the total lipid present in the particle (paragraph 85, top of page 8), and the
conjugated lipid is from about 1% to about 20% of the total lipid present in the particle
(paragraph 85). MacLachlan teaches that it will be readily apparent to one of skill in the art that
the proportions of the components of the nucleic acid lipid particles may be varied (p.8,
paragraph 85). MacLachlan teaches that the particles can be formulated in pharmaceutically
acceptable carriers (page 18, paragraphs 205-7). MacLachlan teaches the particles having a
lipid:nucleic acid mass ratio of from 12.5-100 (nucleic acid:lipid ratio from 0.01-0.08, page 15,
paragraph 162) and having a median diameter of less than about 150 nm (claims 4 and 20).
MacLachlan also teaches that the nucleic acids of the particles can comprise modified
nucleotides (page 6, paragraph 73).

It would have been obvious to one of skill in the art at the time the instant invention was
made to make a nucleic acid lipid particle comprising an siRNA, a cationic lipid, a phospholipid,
cholesterol, and a PEG-conjugate because MacLachlan teaches such a particle. It would have
been obvious to make the particle comprising the instantly claimed components and having the

instantly claimed physical properties of claims 23-25 because MacLachlan teaches the particles
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