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Application No. Applicant(s)
17/436,840 Brooksetal.

Office Action Summary Examiner Art Unit|AIA (FITF)Status
ANNE-MARIE K ALDERSON 3626 Yes

-- The MAILING DATEofthis communication appears on the coversheet with the correspondence address --

Period for Reply

A SHORTENED STATUTORYPERIOD FOR REPLYIS SET TO EXPIRE 3 MONTHS FROM THE MAILING

DATE OF THIS COMMUNICATION.Extensionsof time may be available underthe provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed after SIX (6) MONTHSfrom 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) MONTHSfrom 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, evenif timely filed, may reduce any earned patent term
adjustment. See 37 CFR 1.704(b).

Status

1) Responsive to communication(s) filed on 7/19/24.
C} A declaration(s)/affidavit(s) under 37 CFR 1.130(b) was/werefiled on

2a)() This action is FINAL. 2b)¥)This action is non-final.

3) An election was madeby the applicant in responseto a restriction requirement set forth during the interview
on ; the restriction requirement and election have been incorporated into this action.

4)(2) 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 Exparte Quayle, 1935 C.D. 11, 453 O.G. 213.

Disposition of Claims*

) Claim(s) 1-7 and 9-16 is/are pending in the application.

5a) Of the above claim(s) _ is/are withdrawn from consideration.

C) Claim(s) is/are allowed.

Claim(s) 1-7 and 9-16 is/are rejected.

Claim(s) 1-7 and 9-16 is/are objected to.

)C) Claim(s are subject to restriction and/or election requirement
* If any claims have been determined allowable, you maybeeligible to benefit from the Patent Prosecution Highway program at a

participating intellectual property office for the corresponding application. For more information, please see

http:/Awww.uspto.gov/patents/init_events/pph/index.jsp or send an inquiry to PPHfeedback@uspto.gov.

Application Papers

10) The specification is objected to by the Examiner.

11)() The drawing(s) filedon__ is/are: a)C) 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).) Acknowledgmentis made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d)or(f).
Certified copies:

a)D) All b)LJ Some** —_c)LJ Noneofthe:

1.) Certified copies of the priority documents have beenreceived.

2.1 Certified copies of the priority documents have beenreceived in Application No.

3.2.) Copies of the certified copies of the priority documents have been receivedin this National Stage
application from the International Bureau (PCT Rule 17.2(a)).

*“ See the attached detailed Office action fora list of the certified copies not received.

)

)

)

)

Attachment(s)

1) [[] Notice of References Cited (PTO-892) 3) (LJ Interview Summary (PTO-413)
Paper No(s)/Mail Date

2) (J Information Disclosure Statement(s) (PTO/SB/08a and/or PTO/SB/08b) 4) (Qj Other:
Paper No(s)/Mail Date

U.S. Patent and Trademark Office

PTOL-326 (Rev. 11-13) Office Action Summary Part of Paper No./Mail Date 20240806
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Application/Control Number: 17/436,840 Page 2
Art Unit: 3626

DETAILED ACTION

Notice of Pre-AlA or AIA Status

The present application, filed on or after March 16, 2013, is being examined under thefirst

inventorto file provisions of the AIA.

Status of Claims

1. This action is in reply to the RCE filed on 07/19/2024.

2. Claim 1 has been amendedandis hereby entered.

3. Claim 8 was previously been canceled.

4. Claim 16 has been added.

5. Claims 1-7, 9-16 are currently pending and have been examined.

Continued Examination Under 37 CFR 1.114

A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 CFR

1.17(e), wasfiled in this application after final rejection. Since this applicationis eligible for continued

examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) has been timely paid, the

finality of the previous Office action has been withdrawn pursuant to 37 CFR 1.114. Applicant's

submission filed on 07/19/24 has been entered.

Priority

Applicant’s claim to priority to the following applications is acknowledged: Provisional

application 62/818,816filed on 03/15/2019 and Provisional application 62/898,821 filed on 09/11/2019.

Status of this application as a 371 of PCT/IB19/59227filed on 10/29/19 is acknowledged. A certified
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copy of foreign priority application was received on 09/07/2021. As such, a priority date of 03/15/2019

has been givento this application.

Claim Objections

Claim 1 is objected to for the following informalities: Claim 1 has been amended to include

recitation of “wherein each control setting includes one or more possible settings and each possible

setting includes an impact measurement that represents the impact of the possible setting relative to

other possible settings of the respective control setting and a confidence interval corresponding to the

impact measurementthat represents the current level of system uncertainty about the causal effects of

the possible setting” (Emphasis Examiner). While the underlined portions do not cause true antecedent

basis issues, Examiner recommends amending as follows, or amending in a similar manner, for improved

clarity:

wherein each control setting includes one or more possible settings and each possible setting

includes an impact measurement that represents an impact of the possible setting relative to other

possible settings of a respective control setting and a confidence interval corresponding to the impact

measurementthat represents a current level of system uncertainty about the causal effects of the

possible setting

Claims 2-7, 9-16 are subsequently objected to as they depend from Claim 1.

Claim 16 is objected to because of the following informalities: Claim 16 appears to contain an

accidental omission of the claim from which it depends. As presented, Claim 16 recites the preamble

“The methodof claim, further comprising...”. For purposes of examination,it is being interpreted as

depending from Claim 1. Appropriate correction is required.
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Application/Control Number: 17/436,840 Page 4
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Claim Rejections - 35 USC § 101

35 U.S.C. 101 reads as follows:

Whoever invents or discovers any new and useful process, machine, manufacture, or

composition of matter, or any new and useful improvementthereof, may obtain a patent

therefor, subject to the conditions and requirementsofthis title.

Claims 1-7, 9-16 are rejected under 35 U.S.C.101 because the claimed inventionis directed to a

judicial exception (an abstract idea) withoutsignificantly more.

Step 1

Claims 1-7, 9-16 are drawn to a method, whichis within the four statutory categories. Claims 1-

7, 9-16 are further directed to an abstract idea on the groundsset out in detail below.

Step 2A Prong 1

Claim 1 recites implementing the stepsof:

- receiving one or more external inputs to optimize patient selection for one or moreclinical

trials;

- generating, based on the one or more external inputs, one or more baseline valuesto a plurality

of internal parameters, wherein the plurality of internal parameters defines how to update a

causal model and how to determine which control settings to select given a current causal

model;

- accessing a current causal model that measures one or more causal relationships between one

or more control settings and a measure of successof a clinical trial, wherein each control setting

includes one or more possible settings and each possible setting includes an impact

measurementthat represents the impact of the possible setting relative to other possible
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