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INTERNATIONAL SEARCH REPORT

JP 2024-525776 A 2024.7.12

International application No.

PCTIIS 22/73735

A, CLASSIFICATION OF SURTECT MATTER

ADD.A81B 5/20, AG1B 2503/40, C12Q 2545/1

IPC - INV. C12Q 1/04, AB1B 10/00, G16H 50/20, GOBN 5/02 (2022.01)
ADD. AB1B 5/20, A61B 10/0045, C12Q 1/6888, G16H 70/60 (2022.01)
CPC - INV. C12Q 1/04, AB1B 10/0051, G16H 50/20,

GO6N 5/02

13, G16H 70/60, GO1N 200111031

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

. FIELDS SEARCHED

See Search History decument

Minimun Jocumentolion scarched (classification, system followed by classilicalion symbols)

See Search History document

Documentation searched ether than minimum documentstion to the extent that such documents are ineluded in the fields searched

Sea Search History decument

FEleetranie data base consulted during e imtemational seorel (aome ol dat base and, where practicable, search terms nsed)

C. DOCUMENTS CONSIDERED TO BE RELEVANT

Category® Citation of document, swith indication, wherz appropriate, of the relevant passages Relevant to claim No.
X 1 BASEPAWS "Velodity's Health Dental Health Report.” 16 January 2021 (16.01.2021) [Retrieved | 1-4, 7-11, 24-27, 30-34
- on 2022-11-02], Retrieved from the Intemat: R
Y <hitps:/fedn.shopify com/s/files/1/0087/3798/04 75/ les/ 5-6, 25-29
Basepaws_Feline_Dental_Health_Raport_1.pdf>, see entire document, especially pg 2, col 1,
para 2-4; pg 2, col 2, para 1-4; py 4, para 2-5; pg 5, para 1-3; pg 6, para 1-3; pg 7, para 1-3; pg
8, col 2, para 3; pg 10, para 1-3

Y US 2019/204317 A1 {CLEAR LABS INC.} 04 July 2018 {04.07.2019), para [0002], [0005], 5-6, 26-29
[0037], [0084], [0140]-[0141]

A WO 20217113542 A1 (ANIMAL MICROBIOME ANALYTICS, INC. (D/B/A ANIMALBIOME)] 10 [1-11,24-34
June 2021 (10.06.2021), pg 2, In 3 to pg 48, In 22

A WO 2020/160555 A1 (MARS, INGORPORATED) 08 August 2020 (06.08.2020), pg 2,In 20to [ 1-11, 24-34
pg 43, In 11

A LS 20418/0030516 A1 (ALERE INC.} 01 February 2018 (01.02.2018), para [0004]-[0102] 1-11, 24-34

X E WO 2022/226526 A1 (BASEPAWS) 27 Octobar 2022 (27.10.2022), para [0007)-{0132], Claims | 1-11, 24-34
1-20

. D Further documents are listed in the continuation of Box C. D See patent family annex,

* Special calegorics of cited docwments:
“A™  document delining the general siawe ol the art which is not conyidered
to be of particulor relevenee

ST later doctypent pubkished after (e international filing dale or priorly
date apd pot in conflict with the application but eited 1o understand
the pringiple or theory underi ying the invention

“D”  docwment sited by he applicant in the intermationnl apy

“E"  earlier application or patent but published on oe after the international
filing date

“L"  document which may throw doubts on priority claim(s) or which
is cited to establish the publication date of another citation or other
special reason (as specified)

Q" document refering to amoral disclosure, use, exhibition or othermeans

P document publistied prior te the interonatienal Mlling date bud Iater thun
the prionty date elaimed

X" d ol particular relevance; the claimed invention cannot be
considered novel or cannot be considered 10 involva an inventive step
when the document is taken alone

“¥*  documesnt of particular relevance; the claimed inveotion conaot
be considered to involve an inventtve step when the document iz
combined with one ar mor other such documents, such combination
being abvious to a person skilled in the art

#&"  document member of the same patent fainily

Date of the actual completion of the intemational search

02 Nevember 2022

Dale of muiling of the international search report

NOV 30 2022

Nane and mailing address of the ISA/US

Mail Stop PCT, Attn: ISA/US, Commissioner for Patents
P.0. Box 1450, Alaxandria, Virginia 22313-1450

[Faesimile No. 571-273-8300

Authorized officer
Keri Rodriquez

Telephone No. PCT Helpdesk: 571-272-4300

Form PCT/ISA/21G (second sheet) (Ruly 2022)
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INTERNATIONAL SEARCH REPORT International application No.

PCT/US 22/73735

RBox No. 11 Observations where certain claiwms were fornd unsearchable (Continuation of item 2 of first sheet)

‘This inlcrnational search report has not been established in respect of eevtain claims undor Article 17(2)(a) for the following reasons:

L. Claims Nos.:
because they relate ta subject matter not required 1o be searched by this Awthority, namely:

2. D Claims Nos.:

because they relate to parts of the international application that ds not comply with the prescribed requirements 10 snch an
extent that oo meaningfil international search can be camied out, specifically:

3, D Claims Nos.:

hecause they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a).

BoxNo.TII  Observatlons where unity of invention Is lacking (Continuation of item 3 of frst sheet)

This [nternational Searching Authority found multiple inventions in this intematione] applicatiow, as [ollows:
This application contalns the following inventions or groups of inventions which are not so linked as to form a single general inventive
cancept under PCT Rule 13.1. In order for all inventions ‘o be searched, the appropriate additional search fees must be paid.

Group & Claims 1-11, 24-34, drawn ta methods for screening for, detecting, and/or preventing renaliurlnary disease in cats.
Group Il Glalms 12-18, 36-42, drawn to systems configured to indicate or predict renaliurinary disease in cats.

Group IIl: Claims 20-23, 43-44, drawn fo methads for predicling the develcoment of a renallurinary disease In a cat and methods for
treating a renalfurinary, Inflammatory or endocrine diseasa in B cat.

— Please Sea Supplemental Box -

L. D As all required additional search fees were tiniely poid by the applicant, this international search repost covers all searchable
claims.

2. D As all searchable claims could be scarched without elTort justifying addilional [ees, this Authority did not invite paymenl of
additional fees.

3. D As only some of the required additional search fees were tfimely paid by 1he applicant, this international search report covers
only those claims for which fees were paid, specifically claims Nos.;

4. No required additional search fees were timely paid by the spplicant. Conscquently, this intemational seacch report is restricted
1(0 the mvention first mentioned in the claims; it is covered by claims Nos.:
-11, 24-34

Remark on Protest D The additional search fees were accompunied by the applicanl’s protest and, where applicable, the
payment of a protest [ee.

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

No protest accompanied the payment of additional search fees.

Tonn PCT/ISA/210 (continuation of list sheet (2)) (July 2022)

10

20

30

40

50



(83) JP 2024-525776 A 2024.7.12

INTERNATIONAL SEARCIL REPORT Intermational application Ne

PCT/US 22/73735

Continued from Box No. Ill, Observations where unity of invention is lacking,

Thae invantions listed as Groups |, |1, and lll do not meiata to a singla genaral Inventive concapt undar PCT Rule 13.1 because, undsr
PCT Rule 13.2, they lack the same or correspanding speclal technical features for the following reasons:

Special Technical Features

Groups |l and Ill do not require a method comprising the specific steps of categorizing the cat as developing the one or more
renalfurinary diseases when the risk score meets or exceeds a predatermined threshold and, optionally, prescribing a therapeutic
treatment protocal suitable for treating, mitigating, or preventing the development, advancement, or recurrence of the one or more
renalfurinary diseases when the risk score meets or exceeds a predetermined threshold, as required by Group L.

Groups | and lll de net require a system comprising the specific components of diagnose the cat as “"developing” the one or more
renaliurinary diseases when the risk score meets or exceeds a pradetermined thrashold, grescribe a therapeutic treatment protocol
suileble for treating or preventing the one or more renalfurinary diseases when the risk score meets or exceeds the predetermined
threshold, generats a report indicating {i) the risk scors, (if) an indicatien of develeping the one or more renalfurinary diseases when the
risk score meets or exceeds the predetermined thresheld, (iil} a timing recommendaticn, (iv) optionally, ene or more at hema practices @
Improve renalfurinary health, {v) optienally, one or more diagnostic steps lo diagnose the one or more renalurinary diseases when the
sk score meets or exceeds the predetermined threshold, and (vi) a prescription for the therapsutic treatment protecol, andfor
communicate the genarated report electronically to an owner of the cat and/or their veterinarian; administering a therapeutic treatment to
the cat, wherein the therapeutic treatment is sufficient to treat the ona or more renalfurinary, inflammatery or endocrine diseases and/or
communicale the generated report eiectronically to an owner of the cat and/or thelr veterinerian, as required by Group Il

Groups | and 1l do not require a method comprising the specific steps of obtaining microbial nuelsic acid sequence data comesponding lo
the microbial nucleic acid; analyzing the microbial nucleic acld sequence data to Ident!fy one or more microbial species present In the
oral sampla and, optionally, quantifying the one or more microbial species; optionally, & quanlity or relative abundance of the one or
more microbial species in the oral sample, as required by Group Il

Shared Common Fasturas

Tha only feature shared by Groups |, I, and |1l that would otherwise unify the groups is renzlfurinary disease in cats and cemparing the
oral micrabial profila 1o infermation in a dalabase that identifies waighted correlations between: (i) occurrence and/or prevalence of cne
or more renalfurinary diseases in cats; and (i) presence and/or abundance of various microbial species in the oral microbiome of
animals in the classification of the cai, wherein the various microbial species comprise {ha one or more rnlcroblal specles in the oral
sample; generating & risk scors indicating a likelihood that the cat has the one or more renalfurinary dlseases based onh one or mare
matches between the oral microblal profile and the Information in the database, However, this shared technlical feature doss nat
reprasant a centribution over prior art, because the shared technical feature Is obviaus over US 2018/0030518 A1 (Alere Ing.), in view of
WO 2020/160555 A1 (Mars, Incorporated). Alere Inc. discloses renalfurinary disease in cats (para [0027], [0045], [0052], urogenital area
and renal stencsis... felines.) and comparing the oral microbial profile o information in a database that identifles welghted cotrelafions
{para [0024]-[0026], [0034]-[0036], comelations between some or all micreorganisms and desirable properties for a care product using
data basad on other animals.} between: {j) occurence and/or prevalence of one or mora renal/urinary diseases in cats (para [0027],
[0034], [0045], pragence of microorganisms as Indicating a disease or condltion of the dlgestive tract, urogenital, or renal stenosis.); and
(i) presence and/or abundanca of various microbial specles in the oral microbiome of enimals in the classification of the cal, whersin he
various microblal species comprise the one or mare microbial species in the oral sample (para [00234]-[0037], presence of
microarganisms ih a dental sample from oral fuid... as indicating a disease or concltlon of the digastiva tract, urogenital, or renal
stenosis.); genserating a risk indicating a likalhood that the cat has the one or mere renalfurinary diseases based on one or more
matches batwesn the oral microbial profile snd the information in the database (para [0063]-[0064], [0089], determining data indicative of
a correlation betwean a microbiome af an anlmal and a conditfon of an animal based on prior data... using molecular markers in
determining a prognasis, treatment, or status of a condilion of en animal.); but does not specifically disciose thal the risk is a score.
Howaver, Alere Ing, further disgioses determining a correlation thal indlcates a tendency or severity toward a condition based on data
and a microbiome (para [0024]-[0025], [0083]). Further, Mars, incorporated discloses a method of sampling a microbioal species In tha
oral microbiome of cats {pg 2, In 25 to pg 3, In 11; py 10, In 25-28) for the purpose of determining a risk score (pg 25, In 32 to pg 26. In
8; pg 27, In 28 to pg 28, In 4, predicling futura risk... scora basad on oral bacterla and markers indicates likelihood that an animal has a
diseasa.). To a parson of ordinary skill in the art, sefect among known ways of representing a status or condition in a cat as taught by
Mars, Incorporated for use in the method as in Alere Inc. would have been abvious in order to amelforate the condition and prolong
sutvival of the cat (Mars, Incorporated: pg 14, in 18-29), because Alere and Mars, Incorporated are directed lowards methods of
determining a cenditien in a cat using cral micrebial samples,

The only feature shared by Groups ( and Il that would otherwise unify the groups Is obtalning an oral microbial profile for a cat, the oral
micrablal profile camprising one ar more microbial spacias presant in an oral sample of the cat and a quantity or sbundancs of the ene
or more microbial species in the oral sample. However, this shared technical festure doas not represant a contributicn over prior art,
because the shared technical feature ig anlicipated by Alera Ins, Alere Inc. dlscleses obtalnlng an oral microbial profile for a cal, the oral
microbial prefile comprising one or more microblal spacles present in an oral sample of the cat and a quantity or abundance of the ene
or more microbial species in the oral sample (para [0030]-[0036], [0052], abundance of microbial spacies in a oral fluid of a faline.).

The only feature shared by Groups Il and LIl that would atherwise unify the groups is generaling an oral microbial profils for the cat
based on the Idantifisd ane or more microbial species and their respective abundances. However, this shared 1achnical feature does not
represent a contribution over prior art, because the shared technical feature is enticipated by Alere Inc. Alere Inc, discloses generating
an oral microbial profile for the cat based on the identified one or more microbial species and their respective abundances (para [0030]-
[0036], [0052], [2D20], microbiome profile.).

As the tachnical fagturas ware known In tha art at the tima of tha invantion, this cannot be considered a special technlcal featura that
woulki otherwise unify the groups.

Graups |, It, and |1l therefore lack unity under PCT Rule 13 because they do not share a same or corresponding special technical
feature.

Form PCT/ASAS210 (extra sheet) (July 2022)
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