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INTERNATIONAL SEARCH REPORT Tatcrmational application No.
PCT/US 23/87326

A, CLASSIFICATION OF SUBIECT MATTER
IPC - INV. AG1P 25/00, AG1P 25/14, A61K 31/428 (2023.01) -

ADD. AB1K 9/48 {2023.01)

CPC - INV. AG1P 25/00, AB1P 25114, AB1K 31/428

ADD. AG1K 9/485

B. D3 SEARCHED

Minimum documentation searched (classification system followed by classification symbols) . ' o
See Search History document . . .

Documentation searched oﬂm\' than minimum documentation to the extent that such documents are included in the fields searched
See Search History document '

Electronic data base consulied during the international scarch (name of data base and, where practicabls; search terms used)
 See Search History decument :

C. DOCUMENTS CONSIDERED TO BE RELEVANT . :

combined with one or more other such documents, such combination

special reason (as specified
b (o8 pe ) being obvious to a person skilled in the art

“0"  dooument referring toan oral disclosure, use, exhibitionor other means )
“p"  document published prior to the international flling date but Jater than  “&”  decument member of the same patent family

Category* Citation of document, with indication, where appropriate, of the relevant passages Relevant to claimm No.
X " lus 20210023081 A1 (BIOHAVEN PHARMACEUTICAL HOLDING COMPANY, LTD.) 28 125 .
January 2021 (28.01.2021); entire document, especlally abstract, [0018], [0029], [0035}, [0037],
[0054], [0061]-[0082] - :
’ ' - 1-25
A - | W0 20217151079 A1 (University Of Virginla Patent Foundatlon) 29 July 2021 (22.07.2021);
entire documant
A Us 2021/0308111 A1 (WITH GREAT POWER, LLC.) 07 October 2021 (07.10.2021)f entire 1-25
document . ' -
A IS 2020/0216857 A1 (CRISPR THERAPEUTICS AG} 09 July 2020 {08.07.2020); artire 1-35
desument '
|:| Further documents are listed in the continnation of Bax C. I:] See patent family annex.
*  Special categories of cited documents: : ’ “T* later document published fier the international filing date l:]t;lpﬁuriﬁ.
“A” dacument defining the general state of the art which is not considered date and not in cordflict with the application but cited to u
to be of particular relevance the principle ar theory underlying the invention
“D* documest cited by the applicant in the international application “N"  document of particular relevance; the claimed invéntion cannot be
“E* earlier application or patent but published on or afler the international censidered novel or cannot be considered to involve an inventive step .
filing date ) ‘ . when the dovument is taken alone
“L* document which may throw doubts on priority claim(s) or which "*¥™ document of particular’ relevance, the claimed invention cannot
is cited 10 establish-the publication data of another citation or other .be considered to involve an inventive step when the docwnent, is

the priority date claimed o
Date of the actual completion of the international search Date of mailing of the international search report
06 September 2023 _ NOV 14 2003

. ) § . . #

Name and mailing address of the ISA/US . Authorized officer , .
Mall Step PCT, Atin: ISA/US, Comimissioner for Patents ’ . Kari Radriqdez .
P.0O. Box 1450, Alexandria, Virginia 22313-1450 -~ ) - :
Facgimile No. 571-273-8300 Telephone No. PCT Helpdesk: 571-272-4300

Form PCT/ISA/210 (second sheet) (July 2022}
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INTERNATIONAL SEARCH REPORT - International application No.
| poTMUS 23/67328

Rox No. Il  Observations where certain claims were found unsearchable (Coatinuation of item 2 of first sheet)

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

1. D Claims Nos.:

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

2, D Claims Nos.: '

because they relate to parts of the international application that do not comply with the prescribed requirements to such an
extent that np meaningful international search can be carried out, specificaily:

3. D Claims Nos.:

because they are dependent claims and are not drafied in accordance with the second and third sentences of-Rule 6.4(z).

Box No. [l Observations where unity of invention is lacking (Continuation of item 3 of first sheet)

This International Searching Authority found multiple inventions in this international application, as follows: :
This application contains the following inventions or groups of inventions which are not sa linked as to form a single genaral inventive
concept under PCT Rule 13.1. In drder for all inventions to be searched, the appropriate addltional search fees must be paid.

Group I: Clalms 1-25, directed to a method for treafing spinocerebeliar ataxia genotype type 3 in a patiant

Group 1I: Claims 26-29, directed fo a dosage form.

The inventions listad as Graups IH| do not relate to a single ganeral inventive concept under PCT Rula 13.1 bacause, undar PCT Rule
13.2, they lack the same or .onrresponding special technical features for the following reasons:

“**Sea Supplemental Box™*

. D As all required additional search fees were timely paid by the applicant, this international search report covers all searchable
claims. ’

2. D Ag all searchable clmms could be searched without effort justifying addmonal fees, this Authority did not invite payment of
additional fees.

D As only some of the requu'ed 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, Ne required additional search fees were timely pa:d by the applicant. Consequently, this international search report is restricted
to lhe invention first mentioned in the claims; it is covered by claims Nos.:

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

D The additional search fees were accompamed by the applicant’s protest but the applicable protest
fee was hot paid within the time limit specified in the invitation.

D No protest accomparied the payment of additional search fees.

Form PCT/ISA/210 {conl:inuatiun of first sheet (2)) (Tuly 2022)
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INTERNATIONAL SEARCH REPORT ' . International applicatiuﬁ Neo.

PCT/US 2387328

Continuation of Bex Il Observations where untty of invention is lacking

Spaclal Technical Features:-

Group | requires a mefhod for treafing spinocerebellar ataxia genotyps type 3 in a patient in need thereof, comprising administering to
the patient a dosage form comprising an effective amount of trariluzole hydrochioride monohydrate, not raquired by group Il

Common Tt;chnical Faatures:

Groups | and Ji share the technical feature of a dosaga form comprsing troriluzole hydrochlorida monchydrate in an amount effective to
treat spinocerebellar ataxia genctype type 3 in a patient in need thereof. Howaver, these shared technical features do not represent a
contribution over prior arf, because the shared technical feature is obvious over US 2021/06230561 A1 to BIOHAVEN
PHARMACEUTICAL HOLDING COMPANY LTD. (hersinafler *BIOHAVEN". BIOHAVEN teaches a dosage form comprising trorfuzole
in an amount effeclive to treat spinocereballar ataxla genotype type 3 in a patient in need thereaf (abstract, *Disclosed are methods of
tresting ataxia by administering to a patlent In need thereof a riluzcle prodrug such as troriluzole”; para [0019], "In ong aspect, the ataxia
is Spincoerebellar ataxia ("SCA") selected from... SCA3": para [0035], "In ane aspect, the riuzols prodrug 18 administered to the patiant
in the form of a capsule™); but does not explicitly teach trorliuzale as troriluzole fiydrochioride monohydrate. Hawever, it would have been
obvious to one of ordinary skill in the art to use troriluzale hydrochioride monchydrate by routine experimentation to optimize delivery of
stable and effective troriluzole {para [0054], "Pharmaceutically acceptabia salts Include those derived from pharmaceutically acceptable
inorgaric or organic bases and acids®; para [0061H0062], "Certain prefemed riluzole prodrugs have the structure... including...
hydrates... pharmaceutically accaptable salts, and complexes thereaf™). 3

As the sharad tachnical faatures were known in the art at the time of the Invention, they cannot be considered comman tachnical
features that would otherwise unify the groups. Therefore, Graups |-l lack unity under PCT Rule 13.

Form PCT/ISA/210 (extra sheet} (July 2422}
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