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Application No. Applicant(s)

171594,637 Bommarito et al.
Office Actlon Summary Examiner ArtUnit | AIA (FITF) Status
NATASHA E YOUNG 1774 Yes

-- 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 MONTHS 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) Responsive to communication(s) filed on 25 October 2021.
03 A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/were filedon
2a)(] This action is FINAL. 2b) ¥ This action is non-final.

3)(J An election was made by the applicant in response to a restriction requirement set forth during the interview
on ___;therestriction requirement and election have been incorporated into this action.

4)[J 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*
5) Claim(s) 1,3,9,14,16-19,21,27,36,41,43-47,63 and 66-67 is/are pending in the application.
5a) Of the above claim(s) is/are withdrawn from consideration.

6) Claim(s) 1,3,9,14,16-17,19,21,27,36,41,43-47,63 and 66-67 is/are allowed.
7) Claim(s) 18 is/are rejected.

8) (1 Claim(s) ____is/are objected to.

9) [ Claim(s) are subject to restriction and/or election requirement

* If any claims have been determined allowable, you may be eligible to benefit from the Patent Prosecution Highway program at a
participating intellectual property office for the corresponding application. For more information, please see

http://www.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.
Application Papers
10)(J The specification is objected to by the Examiner.
11)[ The drawing(s) filed on 25 October 2021 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).

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).
Certified copies:

a)[d All b)(J Some** ¢)(J None of the:
1.[J Certified copies of the priority documents have been received.
2.0 Certified copies of the priority documents have been received in Application No.

3.00 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) Notice of References Cited (PTO-892) 3) [ Interview Summary (PTO-413)
Paper No(s)/Mail Date
2) @) Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) A on? Nofs)
Panar Nia/e\/Mail Nata 12/20/2021 10/31/2022 ) (J Other: _
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Application/Control Number: 17/594,637 Page 2
ArtUnit: 1774

DETAILED ACTION
Notice of Pre-AlA or AlA Status
The present application, filed on or after March 16, 2013, is being examined under the first

inventor to file provisions of the AlA.

Claim Rejections - 35 USC § 112

The following is a quotation of 35 U.S.C. 112(b):

(b) CONCLUSION.—The specification shall conclude with one or more claims particularly pointing out
and distinctly claiming the subject matter which the inventor or a jointinventor regards as the
invention.

The following is a quotation of 35 U.S.C. 112 (pre-AlA), second paragraph:
The specification shall conclude with one or more claims particularly pointing out and distinctly
claiming the subject matter which the applicant regards as his invention.

Claim 18 rejected under 35 U.S.C. 112(b) or 35 U.S.C. 112 (pre-AlA), second paragraph, as being
indefinite for failing to particularly point out and distinctly claim the subject matter which the inventor
or a joint inventor (or for applications subject topre-AlA 35 U.S.C. 112, the applicant), regards as the
invention.

Claim 18 recites the limitation "the two or more channels” in line 2. There s insufficient

antecedent basis for this limitation in the claim.

Allowable Subject Matter
Claims 1,3, 9,14, 16-17,19, 21, 27, 36,41, 43-47,63, and 66-67 are allowed.
The following is a statement of reasons for the indication of allowable subject matter:

The closest prior art references are Witcher etal. (US 7,045,343 B2) and Franciskovich et al. (US

9,017,994 B2).
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Regarding claim 1, Witcher et al. discloses a sterilization test pack (80) comprising: ashell
defining an indicator compartment (recesstrough, 64) having a volume; achannel (lumen path, 70)
extending between a compartment opening and an exterior opening, the channel (70) being in fluid
communication with the indicator compartment (64) throughthe compartment openingand
surrounding atmosphere beingin fluid communication with the channel (70) through the exterior
opening such that the indicator compartment (64)is in fluid communication with the surrounding
atmosphere throughthe channel, the channel (70) having a length measured between the
compartment opening and the exterior opening and a hydraulic radius (0.3125 cm) along the length;
and anindicator (10) disposedin the indicator compartment (64) (see Abstract; figures 9-10and
column 16, lines 4-67).

Witcher et al. fails to disclose or suggest a ratio of the compartment volume to the channel
hydraulic radius ranging from 1000 cm? to 8000 cm?2.

Claims 3,9, 14, and 16-17 depend on claim 1.

Regarding claim 19, Witcher et al. discloses a sterilization test pack (80) comprising: a shell
defining an indicator compartment (recesstrough, 64) having a volume; achannel (lumen path, 70)
extending between a compartment opening and an exterior opening, the channel (70) being in fluid
communication with the indicator compartment (64) throughthe compartment openingand
surrounding atmosphere beingin fluid communication with the channel (70) through the exterior
opening such thattheindicator compartmentis in fluid communication with the surrounding
atmosphere throughthe channel (70), the channel (70) having alength measured between the
compartment opening and the exterior opening and a hydraulic radius (0.3125cm)along thelength;
and anindicator (10) disposedin the indicator compartment (see Abstract; figures 9-10 and column 16,

lines 4-67).
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Witcher et al. fails to disclose or suggest that the sterilization test pack exhibiting a diffusivity
(LD) of 0.02 cm to 50 cm.

Claims 21, 27, 36,41, and 43-45 depend on claim 19.

Regarding claim 46, Franciskovich et al. discloses a sterilization test pack (10, 30, 50)
comprising: ashelldefining an indicator compartment (recessed compartments, 14 and 16) havinga
volume; a channel (20, 32, 34) extending between a compartment opening and an exterior opening,
the channel (20, 32, 34) being in fluid communication with the indicator compartment (14, 16) through
the compartment openingand surrounding atmosphere beingin fluid communication with the
channel (20, 32, 34) through the exterior openingsuch that the indicator compartment (14, 16} s in
fluid communication with the surrounding atmosphere through the channel (20, 32, 34), the channel
(20, 32, 34) having a length of 1 mm to 25 mm measured between the compartment opening and the
exterior opening and a maximum hydraulic radius of 1.0 mm or less (1 mm, the shortest length)atany
selected location along thelength; and an indicator (chemical or biological) disposedin the indicator
compartment (14, 16) (see Abstract; figures 1-5 and column 5, lines 32 through column 9, line 55).

Franciskovich et al. fails to disclose a sterilization test pack comprising: a shell defining an
indicator compartment having a volume of 15 cm3to 300 cm?3; and the channel having a length of 30
mm to 1000 mm measured between the compartment opening and the exterior opening and a
maximum hydraulic radius of 1.0 mm or less at any selected location along the length.

Claims 47, 63 and 66-67 depend on claim 46.

Conclusion
Any inquiry concerning this communication or earlier communications from the examiner
should be directedto NATASHA E YOUNG whose telephone number is (571)270-3163. The examiner can

normally be reached M-F 6:30 am - 6:00 pm.
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