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INTERNATIONAL SEARCH REPORT International application No.
PCT/US 20/85321

Box No. II Observations where certain claims were found unsearchable {Continuation of item 2 of first sheet)

This intemational search report has not been gstablished in respect of certain claims under Article 17(2)(a) for the following reasons:

1 |:| Claims Nos.:

because they relate to subject matter not required to be searched by this Authority, namely:

2. D Claims Nos.:

becanse they relate 1o parts of the international application that do not comply with the prescribed requirements to such an
extent that no meaningful international search can be carried out, specifically:

3. Claims Nos.: 5.22, 27-44, 49-66, 71-81, 85-90, $5-105, 109-118, 120-127 and 131-138
because they are dependent claims and are not drafied in accordance with the second and third sentences of Rule 6.4(a).

Box No. Il Observations where unity of invention is lacking (Continuation of item 3 of first shect)

This Intemational Searching Authority found multiple inventions in this international application, as follows:

— sea axtra sheet --

1. |:| As all required additional search fees were timely paid by the applicant, this intemational search report covers all searchablc
claims,

2. D As all searchable claims could be searched without effort jusifyimg additional fees, this Authority did not invite payment of’
additional fees.

3. D As only some of the required additional search fees were timely paid by the applicant, this international search report covers
only those claims for which fees were paid, specifically claims Nos.:

4. [X] Norequired additional search fees were timely paid by the applicant. Consequently, this international search report is restricled
to the invention first mentioned in the claims; it is covered by claims Nos.:
Claims 1-4, 23-26 and 45-48

Remark on Protest D The additional search fees were accompanied by the applicant's protest and, where applicable, the
payment of a protest fee.

D The additional search fees were accompanied by the applicant’s protest but the applicable protest
fee was not paid within the time limit specified in the invitation.

D No protest accompanied the payment of additional search fees.

Form PCT/ISA/210 {continuation of first sheet (2)) (July 2019}
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INTERNATIONAL SEARCH REPORT

JP 2023-507622 A 2023.2.24

Intermational application No.

PCT/US 20065321

A.

CLASSIFICATION OF SUBJECT MATTER

IPC-  AB1B 5/00 (2021.01)

AG1B 5/746, A61B 5/00

CPC - AB1B 5/145, AB1B 5/14532, AB1B 5/1486, AG1B 5/7264, AG1B 5/7282, AG1B 5/742, AB1B 5/743,

According to International Patent Classification (IPC) or to both national classification and IPC

B.

FIELDS SEARCHED

Minimum documentation searched (classification system followed by classification symbols)
Ses Search History document

Documentation searched other than minimum documentation 1o the extent that such documents are included in the fields searched
See Search History document

Electronic data base consulted during the international search {name of data base and, where practicable, search temms used)
Sae Search Higtory document

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category*

Citation of document, with indication, where appropriate, of the relevant passages

Relevant to claim No.

X

A

US 2016/0328991 A1 (DexCom, Inc.} 10 Novemnber 2016 {10.11.2016) entire document
especially Abstract, para [0181)], para [0235]{0240], para [0264]-[0267], para [0328]-0338]

US 2008/0154513 A1 (Kovatichav et al.} 26 Juna 2008 (26.06.2008) entira document

1-4, 23-26, 4548

1-4, 23-26, 4548

I:l Further documents are listed in the continuation of Box C.

D See patent family annex.

-
nan

gy
ugn

w

ey
wpm

Special categories of cited decuments:

dogument defining the general state of the art which is not considered
to be of particular relevance

document cited by the applicant in the international application
earlier application or patent but published on or after the international
filing date

document which may throw doubts on priority ¢laim(s) or which
is cited Lo establish ¢ e.d:ubllcahun date of another citation or other
special reason {as specified)

d referting to an oral discl

e, use, exhibition or other means
I filing date but later than

< p 1 prior to the inter
the priority date claimed

e

uyen

wyn

g

later document published after the international filing date or priority
date and not in conflict with the application but cited to understand
the principle or theory underlying the invention

dacument of particular relevance; the claimed invention cannot be
considered novel or cannot be considered to involve an inventive step
when the document is 1aken alone

document of particular relevance; the claimed invention cannot
be considered to invelve an inventive siep when the document is
combined with one or more other such decumenis, such combination
being obvious 1o a person skilled in the art

document member of the same patent family

Date of the actual completion of the international search

30 March 2021

Date of mailing of the international search report

APR 22 2021

Name and mailing address of the ISA/US

Mail Stop PCT, Attn: ISA/US, Commissioner for Patents
£.0. Box 1450, Alexandria, Virginia 22313-1450
Facsimile Ne. 571-273-8300

Authorized officer

Lee Young

Telephone Ne, PCT Helpdesk: 571-272-4300

Form PCT/ISA/210 (second sheet) (uly 2619)
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INTERNATIONAL SEARCH REFCRT International application No.

PCT/US 20/65321

Continuation of Box No. lil: Observations where unity of invantion is lacking (Conltinuation of item 3 of first sheet}

Reasons for Lack of Unity of Invention:

This application contains the llowlng Inventichs or groups of inventions that are not so linked as to form a single ganeral inventive
concapt under PCT Rule 13.1. In order for all inventions to be searched, the appropriate additional search fees must ba paid.

Group |: Claims 1-4, 23-26 and 45-48 directed to a methodisystem for determining an importance value of therapeutically correlated
zonas associated with single symptom-specific risk profile and derived using a glycemic risk prefiler.

Group II: Claims 67-70 and 91-94 directed to a method/system of identifying a therapeutic improvement opportunity using the glucose
and insulin data and assessing/quantifying/outputting an improvement in therapeutic risk based on the candidate changes to insulin
therapy.

Group lIl: Clalms 82-84, 106-108, 117-119 and 12B-130 directed to a method/system configured io evaluate collated glucose and insulin
dala of a patient to identity araas for therapy optimization and propose optimized changes to dlabetes managemant routinefinsulin
tharapyfinsulin dosing strategy of the patiant based on the improvement.

Tha inventions listed as Groups I-1ll do not relate fo a single general inventive concept under PCT Rule 13.1 because, under PCT Rule
13.2, thay lack the same or correspending special tachnical features for the following reasons;

The special technical feature of the Group | invention Is directed to a methad/system for determining an Importance value of
tharapseutically correlated zones derived using & glycemic risk profiler not required by Group Il or lIl.

The special technical featura of the Group Il invention is directad ta a method/systern for quantifying an improvement in therapeutic risk
pased on the candidata changas to insulin therapy not required by Group | or lIl.

The special technicat featura of the Group Ill Invention is directed to a method/systern for optimizing diabetes management
routinefinsulin therapy/insulin dosing strategy of the patient not required by Group [ or Il

The anly common technical feature shared by the above groups is insulin therapy for management of diabetes,

The commen technical feature does not represent an improvement over the prior art of US 2016/0328991 A1 to DexCom, Inc.
{Published on 10 November 20186} that teaches insulin therapy for management of diabetes in Abstract (usars may leam about how food
andfor exercise affects their glucose level and other physlological parametars - how a user could improve a detected pattern in some
way - type || diabelics or even users who are only prediabelic or non-diabetic may leam healthy habits to benefit their health), in para
[0181] {analysls of user data - datected patterns may include analysis of retrospeciive glucose data aver time to determine a user profile
- baselina profile - pattern recognition software - if the user starts having hyperglycemlc excursicns on, e.g., Sunday afternoons, either
as maasured sua sponte or as measured with respect to the measured baseline profile, then the system may start o delect an
unhealthy pattemn as may be caused by, s.g., watching football and consuming unhealthy snacks. The same may than be used as a
pattern to addrass with a program), in para [0323]-[0338] {iterative processing provides the user with prograssivaly more information
about their disease and its response to therapy, and thus the user achieves greater control over thelr disease and a subsequently
improved haalthy lifestyle - cloud-based ecosystem - health information - CGM data, insulin data - glucose profile - patient lifestyle
preferences - determine an optimal course of acticn with regard to the issue in question, e.g., digl, lifestyle. medications, e.g., a starting
doss, devices, or the lika).

Asg the above technlcal feature of insulin therapy for management of diabetes as taught by DexCom, Inc. was known, this cannot be
considerad a special tachnical featura that would otherwise unify the groups.

Therefore, the inventions of Groups I-11l lack unity of invention under PCT Rule 13 because they do not share a same or corrasponding
spacial technical featura.

Form PCT/ISA/210 (exira sheet) (July 2019}
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