(OISR
imiD6L217y

PATENT COOPERA TION TREATY

From the INTERNATIONAL SEARCHING AUTHORITY ; PCT
To: :
o NOTIFICATION OF TRANSMITTAL OF
Zeinsk, hnan G THE INTERNATIONAL SEARCH REPORT AND
_ : THE WRITTEN OPINION OF THE INTERNATIONAL
100 Route 206 North SEARCHING AUTHORITY, OR THE DECLARATION

Mail Stop: SOM-PPK4-LLA-403
Peapadck, New Jersey 07977 .
ETATS-UNIS D'AMERIQUE

(PCT Rule 44.1)

Date ofmailing
day/month/year) .
11 October 2023 (11-10-2623)
Applicant's or agent's file reference . .
PC072879A FOR FURTHER ACTION See paragraphs 1 and 4 below
International-application No. Intemaﬁonal filing date
’ da /monh/ ear, :
PCT/IB2023/056844 ¥, year) 30 June 2023 (30.06-2023)
Applicant
PFIZER ING.

i m The applicant is hereby notified that the intermational search rnpon and 1he wrillen opinion of the- International Searching
Authorily have been established and are fransmitted herewith.

Filing of amendments and statement under Article 19:
The applicant is-entitled, if he so wishes, to amend the claims of the international application (see Rule 46):

When? The time limit for filing such amendmenis is normally twa months from the date of fransmitial of the
international search reporl. : )
How? Directly fo the International Bureau preferably ihro_ugh &PCT, or on paper o
Thie Intémational Bureau of WIPQ, 34 chemin des.Golombettes, 1211 Geneva 20, Swnzerland
For more detailed Instructions, see the PCT Applicant's G‘u’r'de, In'térn btional Phase, paragraphs 9.004 - 9.011.
2 D The applicant is hereby notified that no inlernaticnal search reporl w]ll He established and that the declaration under
Article 17{2){(a) 1o that effect and the written opinion of the Int¢ mai:onal Searching Authorily are iransmitled. herewith.
3, D With regard to any protest against payment of {an) addmor!al !ee(stj upder Rule 40.2, the applicant is notified that:
. . ! i
I:l the protest together with the decision thereon has been fransmitted to the International Bureau together with any
request 1o forward the 1exts of both ihe protest and the demsron‘ thereon to the designated Offices.
D no decision hag been'made yet on the prolest; the apphcant w:éli be nofified as soan as a decision is made.

.

4, Reminders
The applicant may submit comments on an informal basis on tl'!e wrsttén ppinion of the International Searching Authority
io the International Bureau. These comments will be made avanablp {o thei public after international publication. The
International Bureau will send acopy of such commenis to all deagnated Oiﬁ es unless an infernational preliminary
examination report has been or is 10 be established.

Shortly affer the expiration of 18 months from the priority date, the international application will be published by the

international Bureau. If 1he applicant wishes 1o avoid or postpone publlcanpn a nofice of withdrawal of the inlernational

application, or of 1he priority claim, must reach the International Bugeau be[or the completion of the technical preparations for

infernational publication (Rules 90bjs1 and 90bis.3}.

Within 19 months from he priofily date, hut only in respect of some demg:-lm d Offices, a demand for international preliminary

examination must be filed if the applicant wishes 1o postpane the entry into i§ national phase until 30 months from the priorily
H

date (in some Offices even later); otherwigg, the applicant must, within 20 months from the priority date, perform the
prescribed acts. for entry into the national phase before those deagnaled fices. In respect of other designated Offices, the
time lirmit of 30 months {of later) will apply even if no demand is filed within 18 monihs, For details about the applicable time
limits, Office by Office, see www.wipo.int/pet/enitexts/time_limits. h!ml and The PCT Applicant's Guide, National Chaplers.

Within 22 months from the priority date, the applicant may request that @ supplementary international search be carried
out by a different International Searching Authority that offers this Service [Rijle 45bis.1). The-procedure for requesting
supplementary international search is described in the PCT Appficant's Gufdg, interational Phase, paragraphs 8.006-8.032.

Name and mailing address of the International Searching Autharity | /Authorized officer
European Patent Office, P.B. 5818 Patentlaan 2 ] L
Q) NL-2280 HV Rijswijk BENITEZ SIERRA, Olga Maria
" Tel. (+31-70) 340-2040 Tel: +49 (0)B9 2399-5715
Fax: (+31-70) 340-3016
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ACTION 2

see Form PCT/SA/220
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International application No. International filing date (dfay/mon

!
PCTAB2023/056844 30 June 2023 {30—06—;’2023)

hi

ear)

{Earliest) Priority Date (day/month/year}

5.July 2022 (05-07-2022)

Applicant )

i
!
]

PFIZER INC.

H

H
This international search repart has been prepared by this Inlernational Searchi
according 1o Arlicle 18. A copy is being transmitleéd to. the [nternational Buregu.

6

i is also accompanied by a copy of each prior art dog

This international search repori consists of a total of

ument

sheets.

019 Authorily and is transmitted to the applicant

cited inthis report.

1. Basis of the report

a. With regard to the language, the international search was cal

ried out O

the international application in the language ir? whichiit v

a franslation of the inllemational application irE_la

11he basis of:

as filed

of a translation furnished for the purposes of Enternai-on

b. [ ]
e«
]
U

4. With regard 1o the title,

This international search report has been eslablishediiaking nig
authorized by or notified to this Authorily uhder Rule 91 (Rule 43

{
With regard to any nucleotide and/or amino acid seguence ¢
Certain claims were found unsearchable (See Box No. 1)
i

Unity of invention is lacking (see Box No Hf)

the iext is approved as submiiled by the applicant

theiext has been established by this Authority to read as foll

|

8. With regard to the abstract,

0

the text is approved as submitted by the appticant ;

{he text has been established, according to Rule 38.23 by this

Ay
may, within one month from the date of mailing of this;{
i

internatiol

i

6. With regard to the drawings, :

a. the figure of the drawings fo bé published with the abstract 15‘i Figure

!
[]
[]

none of the figures is to be published with the absiract
i

as suggesied by the applicant i

as selected by this Authority, becalise the apélicani f
as selected by this Authority, hecause.this'fig{lre better ¢

b. [X]

OWS

Ng.

, which is the language

] search (Rules 12.3(a) and 23.1(b))

account the rectification of an'obvious mistake
.Bbis(a)).

sclosed in the infernational application, see Box No. |,

thorily as it:appears in Box No. 1V. The applicant
nal search report, submit comments to this Authority

ailgd {0.suggest a figure

haracterizes the inveniion

Form PCTASA/210 ffirst shaet) LInlv 20221 i




INTERNATIONAL SEARCH REPORT

Internalional application No,

PCT/IB2023/056 844

Box No. IV Text of the abstract (Continuation of item 5 of the first s

The invention relates to compounds o
pharmaceutically acceptable salts thereof
compositions conta'ining them; to procé:essgas
to intermediates used in such process;es. Th
invention may be useful in the treatment,
and amelioration of cancers, diseases, or ¢
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ula (V)-(VIl), or

o their use in medicine; to
for their preparation; and
e compounds the present
evention, suppression

Form PGTASA210 (continuation of first sheet (3)) {July2009)
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Box No. IV Text of the abstract (Continuation of item 5 of.‘tbe first sheet)
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Form PCT/ISA/210 {confinuation of first sheet (3)) (Juiy2009)




INFERNATIONAL SEARCH R EPORT - —
§ [nternational appllcallon No
i
g PCT/IR2023/056844
A. CLASSIFICATION OF SUBJECT MATTER . g
INV. A61P35/00 c07D519/00 ASlKSl/?S

ADD. & §
i

According to Intermational Patent Classification {IPC}) or to both national classificgtion and

1PE

B. FIELDS SEARCHED

Mirimum documentation. searched {classification system followed by classmcatlc n symbgls)

co7D

Documentation searched other than minfmum documentation to the exlent that stch docuiments are included in the fields searched.

|

i

Electronic data base consulled during the international search (rame of data baée and,
. B i

EPO-Internal, WPI Data

where practicable, search terms used)

C. DOCUMENTS CONSIDERED TO BE RELEVANT i

sades Belevant to ciaim No.

Category™ | Citation of document, with indication, where appropriate, of the reT%vant pas

:
i
i

A FELL JAY B. ET AL: “Identification of the 1-32

Covalent KRASG12C Inhibitor for the
Treatment of Cancexr", ;

JOURNAL OF MEDICINAL CHEMISTRY, E

, Pages 6679-6693, XPO55788024,
us g
ISSN: 0022-2623, DOI: !
10.1021/acs. jmedchem. 9002052
Retrieved f£rom the Internet:

s.jmedchem.%b02052>
the whole document

Clinical Development Candidate RTX849, a

vol. 63, no. 13, 6 April 2020 (2020-04-106)

URL:http://pubs.acs.org/doi/pd£/10.1021/ac

T
IZI Further docurnents are fisted in the. continuation of Box C. ) [;:I See patent family annéx.
* Special calegories of cited documents :
) T later

dat

"A" document defining the general state of the art which is not considered the

i
1o be of particular refevance §
"E* earlier application or patent but published on or after (he inlernationat .

dogument putlished after the iriternational filing date of priarity
e:aﬁd notin conflict with the application but cited {0 understand
pricciple or theory underlying the invention

X" documant of paricular relevance:;; the claimed invention cannot:be

filing dater I considbred nove! or cannot be considered fo involve an inventive

A docugwni whiclh an th_r%\.r doubls on prfiori!y ;Iaim{s} or whicréis slep when the document is laken alone
cited 1o establish the publicatioh date of another citation or other . 'Y document of padicular relevance:; the claimed invértion cannot be
special reason {as specified) i - considered fo involve an inventive step when the document is

"0" docisment refeiring to an oral disclosure, use, exhibition or other combiried with one or more other such documents, such combination
means beifig obvious to a person skilled in the ant

“P" document published pror to the international filing date but later than )
the priority date claimed &" document member of the same patent family-

Date of the actual completion of the intefnational search Date ofimailing of the international search report

28 September 2023

11/10/2023

Name and mailing address of the ISA/ Aulnorized officer

European Patent Office, P.B. 5818 Patentlaan 2
NL - 2280 HV Rijswijk

Tel. (+34-70) 340-2040,

Fax:-(+31-70) 340-3016

‘Hanisch, Inken




INTERNATIONAL SEARCH REPORT

i
i

International application No

2 PCT/IB2023/056844
C{Continuation). DOCUMENTS CONSIDERED TO BE RELEVANT
Category™ | Cifation.of docurment, wilh indication, whete appropriate, of the r‘eleiant passages Relgvant to claim No.
A WO 2022/132200 Al (MIRATI THERAPEUTICS [INC 1-32
[us]) 23 June 2022 (2022-06-23)
the whole document; in particular the
claims, the examples and table 5
X P WO 2023/046135 Al (JACOBIO PHARMACEUTICALS 1-32
' CO LTD [CN]) 30 March 2023 (2023+03-30)
the whole document; in particular the
claims and compounds I-6, 9, 13, |15, 19,
23 and 24
““““ a
X, P WO 2022/199587 Al (MEDSHINE DISCOVERY INC 1-3,
[CN]) 29 September 2022 (2022-09-29) |- 6-11,14,
15,20-32

the whole document, in particular the
claims and the figures |
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; International application No

H
Information on patent family members |

| . PCT/IB2023/056844
Patent document Publication l?atant family Publication
cited in search report date 7 imamber(s} dale
WO 2022132200 a1l 23-06-2022 Aq 2021401232 al 22-06-2023
CR { 13198885 Al 23-06-2022
EP % 4262807 Al 25-10-2023
IL i | 303446 A 01-08-2023
UsS 2023072276 AL 09~03-2023
WO 2?22132200'A1 23-06-2022
WO 2023046135 Al 30-03-2023  NONE

WO 2022199587 Al 29-09-2022 NQNE
H




. : Application Number
Information on Search Strategy Pp

Thet f information contained in this sheet may change during the pilot for improvin ;

NG UTunGss of this oW Service. ¥ ehang g e plo! proving PCT/IB2023/056844

'EPO FORM P4A42

i
|

i

) ’ i .
TITLE: CONDENSED PYRIDO4, 3-DPYRIMIDINE COMPOUNDS
i

APPLICANT: PFIZER INC. é

. | |

IPC CLASSIFICATION: A61P35/00, covn519/q9, A61K31/55
: |

|

EXAMINER: Hanisch, Inken.

CONSULTED DATABASES: REAXYS, WPI, NPL

CLASSIFICATION SYMBOLS DEFINING EXTENT OF THE SEARCH:
IPC:
CPC:

F1/F~TERMS: E

KEYWORDS OR OTHER ELEMENTS FEATURING THE | INVENTION:

inhibitors of KRAS G12C, KRAS G12D and KﬁAS Gl2V receptors; anticancer agents;
condensed pyrido-pyrimidine compounds; Kf}!AS, C-+K-RAS, CEFC2, K—RASZA, K-RASZB,
X-RAS4A, K-RAS4B, KI-RAS,; KRASL, KRAS2, NS, NS3, RALD, RASK2, X-ras, KRAS

proto—oncogene, GiPase, c—-Ki-ras2, OES, &—Ki—ras, K-Ras 2, 'C-X-RAS, K-Ras,
KXirsten RAt Sarcoma virus, Kirsten Rat Sércoma virus
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PATENT COOPERATION TREATY

From the
INTERNATIONAL SEARCHING AUTHORITY

To: : é : PCT

| WRITTEN OPINION OF THE
INTERNATIONAL SEARCHING AUTHORITY

(PCT Rule 43bis.1)

see form PCTASAR20

Date of matling
{dayirionthdrear) see form PCTASAR10 (second sheel)

Applicant's or agent's file reference ‘ FOR!FURTHER ACTION
see form PCTASARZ20 See paragraph 2 below '
i
International application No. International filing date (da yimonthiéar) Priority date {daymonthisear}
‘PCTAB2023/056844 30.06.2023 ; 05.07.2022

International Patent Classification {IPC) or both national classitication ahd IPC
INV. A61P35/00 CO7D519/00 AG1K31/55

Applicant
PFIZER INC.

1. . This opinion contains indications retating to the following items:

Box No. | Basis of the opinion
Box No. 1l Priority E
Box No. Il Non-establishment of opinion with regard to navelty, inventive step and industrial applicability

Box No. IV Lack.of unity of invention

Box No. V  Reasoned statement under Rule 43bis.1(a)(i) with regard to novelty, inventive step and industrial
applicability; citations dnd explanations supporting such statement

Box No. VI Gertain documents cited
Box No. VIt Certain defects in the international application
Box No. VIHl  Certain observations on the inl'emationeil application

2.  FURTHER ACTION

XK HOOKKX

if a demand for international preliminary examinalion is made, this ppinion will usually be considered tobe a
written opinion of the Intérnational Preliminary Examining iAuthorityi("IPEA") except that this does not apply where
the applicant chooses an Authority other than this one to be the |PEA and the chosen IPEA has notifed the
International Bureau under Rule 66.1bis(b) that writlen opinions of this International Searching Authority

will not be so considered.

if this opinion is, as provided above considered fo be a wniten apinion of the IPEA, the applicant is invited fo
submit to the IPEA a wrilten reply together, where appropnaie with amendments, béfore the expiration of 3 months
from the date of mailing of Form PCTASA220 or before the expitation of 22 months from the priority date,
whichever expires later. §
i

For further opliowns, see Form PCTASARZ20.

Name and mailing address of the 1SA: Date of completion of Authorized Officer

[ this opinion g p #,.w-e.,,,% y
Q) Eurapean Patent Office see form ; : o %;
- ) Hanisch,. lnken i _) F
£ D-g0298 Munich PCTASAZ10 ! % N
Tel. +49 892399 - 0 l Telephone No. -0 &”%'..,:,m-‘ﬁ
!

Fax: +49 89 2399 - 4485 g




WRITTEN OPINION OF THE
INTERNATIONAL SEARCHING AUTHORITY

infernational application No.

PCTAB2023056844

|

Box No. |

i

Basis of the opinion |

1. With regard to the laniguage, this opinion has been establish

& N

O

5. Additional comments:

a translation of the international application into Whlch

: - N
the international application in the language in wh|eh it was

purpeses of international search (Rules 12.3(a) and 23. 1

This opinion has been established taking into account th

S 1
by or notified 1o this. Authority under Rule 91 (Rule 43bis:1(a))

With regard fo any nucleotide andjor amino acid
opinion has been established on the basis of a sequence

a. O forming part of the international application

b. {1 furnished subsequent to the international filing da
search (Rule 13fer.1(a)), E

L1 accompanied by a statement to the effect that
disclosure in the international application as filed.
E
With regard to any nucleotide and/or amino acid sequenc
opinion has been established to the extent that a meanin
Standard ST.26 compliant sequence listing. ?

as filed.

on the basis of:
filed.

s the language of a translation furnished for the

ectification of an obvious mistake authorized

sequence disclosed in the international application, this

listing:

e for the purposes of international

the sequence listing does not go beyond the

¢ isclosed in the international application, this
aful opinion could be formed without a WIPQ

i
:
i
i
i
i
:
i

Box No. It Priority
1. K The validity of the priority claim has not been considered: because the International Searching Authority

3. Additional observations, if necessary:

does not have in its possession a copy of the earlier app
required, a translation of that earlier application. This opi
assumption that the relevant date (Rules 43bis.1 and 64,

This opinion has been established as if no priority had beer
hus for the purposes of this opinion, the international

has been found invalid {Rules 43bis.1 and 64.1).
filing date indicated above is considered to be the releva

ication whose priority has been claimed or, where
nign has nevertheless been established on the
1)lis the claimed priority date.

claimed due to the fact that the priority claim

nt date.




WRITTEN OPINION OF THE

INTERNATIONAL SEARCHING AUTHORITY

International application No.

PCTAB2023/056844

i

i

|

Box No.V  Reasoned statement under Rule 43bi§;.1 (a)(f)-with regard to novelty, inventive step or

industrial applicability; citations and explanations support

ng such statement

1. Statement

Noveity (N} . Yes:
Na:

Inventive step (I1S) Yes:
' No:

- Industrial applicability (IA) Yes:
No:

2. Citations and explanations

see separate sheet

Claims
Claims
Claims
Claims

Claims
Claims

Box No. VI Certain documents cited

1. Certain published documents (Rules 43bis.1 and 70.10)

and/or

~2. Non-written disclosures (Rules 43bis.1 and 70.9)

see form 210

%

Box No. VI Certain defects in the international applicatio

1]

The following defects in the form or contenis of the interngtional:ag

see separate sheet

plication have been noted:

Box No. VIII  Certain cbservations on the internati

blication

The following observations on the-clarity of the claims, description,
claims are fully supported by the description, are made:

see separate sheet

onal dpy

and drawings or on the guestion whether the




WRITTEN OPINION OF THE
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET)

International-application No.

PCT/IB2023/056844

Re ltem V.

Reference is made to the following documen

FELL JAY B. ET AL: "Identification of
MRTX848, a Covalent KRASG12

D1

JOURNAL OF MEDICINAL CHE
(2020-04-06), pages 6679-6693,
ISSN: 0022-2623, DOI: 10.1021/
Retrieved from the Internet:

URL:http://pubs.acs.org/doi/pdf/1

D2

Claims 21-24 relate to subject-matter consid

provisions of Rule 39. 1(|V) / 67.1(iv) PCT.

The patentability can be dependent upon the forn
example, does not recognise as patentable rlalms 1
treatment, but may allow claims to a product,

for use in a first or further medical treatment

Novelty

The compounds of current formulae (V) and
as well as those specific compounds not fall
current claim 19 are considered to be novel
said prior art due to their {optionally further f

heterocycle fused to the pyridopyrimidine bmycle

over D1 and D2,

Inventive Step

Both D1 and D2 disclose pyridopyrimidine d
due to their KRASG12C/Pan-KRAS inhibitin
page 725) and can be considered to be the

Form PCT/ISA/237 (Separale Shest} {Sheet 1) (EPO-Aprnit 2005)

WO 2022/132200 A1 (MIRATI Tt

|

ts:

th
C Inhil
MISTR
XPO55
ACS.jme

0.1021

H{ERAP

ered by

U

in par

i
(VI s
ng withi
over D
used} S
g

erivativ
g abi

closest

ity

e Clinical Development Candidate
vitor for the Treatment of Cancer”,
Y, vol. 63, no. 13, 6 April 2020
788094, US

2dchem.9b02052

lacs.jmedchem.9b02052

EUTICS INC [US]) 23 June 2022

s this Authority to be covered by the

lation of the claims. The EPO, for
0 the use of a compound in medical
ticular substances or compositions

5 claimed in current claims 1 and 16
in either general formula claimed in

i and D2: They essentially differ from
even- or eight-membered

y consequence, all claims are novel

es which have anticancer activity
(see e.g. D1 abstract, D2 table 5 on
prior art.




WRITTEN OPINION OF THE
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET)

International application No.

- PCT/IB2023/056844

Currently claimed compounds of formula (V
claimed in independent claim 19 have been

and KRAS G12V (see table 3 on current page 10

(V) as well as compounds 23, 24, 26, 29, 31

VIl below). They essentially differ from the disclo
one seven- or eight-membered heterocycle as clain
pyridopyrimidine core. The skilled person looking
centive

able to inhibit at least KRASG12C had no in
either of D1 or D2. As a consequence, the ¢
obvious over D1 and D2.

Re item VI.

Certain documents cited

as we
shov@n
1
and

i

fa

Jrrent o

Il as the additional compounds

to inhibit KRAS G12C, KRAS G12D

:jcompounds 27 and 33 re formula
32
S\

 re current claim 19, see also item
re of D1 and D2 due to their at least
ned being peri-iused to the

r further anticancer agents which are
to arrive at the current solution from
olution is considered to be non-

Certain published documents

i Application No - Publication

date

Filing date Priority date

WO 2023/ 046135 A1 (D3)

30-03-2023

! 27-09-2021
1 18-03-2022
| 29.06-2022
21-09-2022

26-09-2022

W‘O 2022/199587 A1 (D4)

29-09-2022

{ 24-03-2021
{ 18-09-2021

28-01-2022
{ 25-02-2022

22-03-2022

D3 which has been filed in-between the currently

(of 21-08-2022 and 11-10-2022, respectively

currently claimed third and fourth priority (of
and claims three priority dates which are ea
priority date (of 05-07-2022). D3, which disc

Form PGT/ISA/237 {Separate Sheet) (Sheet 2) (EPO-April 2005}

A

cl
) has |
11-10-
lier tha
0sSes g

aimed second and third priority dates
een published in-between the

2022 and 18-05-2023, respectively)

n the currently claimed earliest
eneral formulae and specific




WRITTEN OPINION OF THE e
INTERNATIONAL SEARCHING
AUTHORITY (SEPARATE SHEET)

International application No.

PCT/IB2023/056844

compounds of the desired activity anticipatin

g curre

nt subject-matter (see in particular

the claims-and compounds 1-6, 9, 13, 15, 19 23 and 24 of D3), may thus become

relevant for novelty at least mvotvmg all of it sub|
three priority dates (of D3} as well as for all current
the first two currentiy claimed priority dates. §Furtk
highly relevant for inventive step for all curr‘qg'n't su
first three currently-claimed priority dates. E

- D4 which has been filed prior to the currentlg clai
05-07-2022) «:T

dates (of 21-08-2022 and 11-10-2022, respectwe!y
matter which could be relevant for the assessmelgt
current compounds which are not entitled toione bf
dates, and which are considered to be a novel sele
D4, having the same activity.

RBe liem VH.

Current claims 22 and 23 are drafted as indepence
matter is considered to fall within the scope

H

It is noted that the description contains incor%porafio
P

passage relating to the spirit of the invention (see

Re Item VIII.

i
Claim 19 contains one specific compound which
current claim 1, see the first compound in Iiﬁe 20
27. In order to avoid casting any doubt on the sCope
should not be subject of an independent clat

s

Form PCT/ISA/237 (Separale Sheet} (Sheet 3) (EPO-April 2005}

el
bj

¢
and published in-between the qurrentl;

of curre

fe

mbutc

ect-matter entitled to one of its first
subject-matter not entitled to one of
more, D3 may be considered to be
ect-matier not entitled to one of the

od earliest priority date (of

/ claimed second and third priority:

} is considered to disclose subject-

of inventive step at least for those
the- first two currently claimed priority
ction from the disclosure of claim 1 of

ht claims, however, their subject-
nt claim 21.

ns by reference (see p.103) and a -
.103).

considered to fall within the scope of
ompounds, i.e. current compound

= of protection sought this compound
f a dependent claim. '




WRITTEN OPINION OF THE International application No.
INTERNATIONAL SEARCHING

AUTHORITY (SEPARATE SHEET) ~ PCT/IB2023/056844

The scope of current claim 30 is considered inot té) be clearly defined as the therapeutic
application of the molecules is functionally dafine@ by a mechanism of action (i.e. by
their capability of inhibiting KRAS G12C, KRAS G12D and KRAS G12V receptors),
which does not allow any practical application in the form of a defined, real treatment of
a pathological condition (disease).

The scope of the invention needs to be clearly defijed by the claims and them to be
fully supported by the description (Article 6 PCT).: In this respect, two issues are noted:

> First, the description contains subject-matter much broader than what is claimed,
see e.g. formulae (1)-(1V), embodiments E1{E62 and corresponding examples, as
well as prodrugs or metabolites (see eig. pafges 36, 37) and as such casts doubts
on the scope of the actual invention. This or}ir ion exclusively relates to the
subject-matter currently claimed.

» Second, current claim 31 appears to [gck a trde counterpart in the description. It is

i

noted that it differs from embodiment E93 (seg current page 25).
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Filing a demand
for international
preliminary
examination

" |
in principle, the WO/NSA will be consjid'ered to be the written opinion of the
International Preliminary Examining Authority (IPEA). Where the WO/ISA
issued by the EPO as iSA gives a positive opinion on the international
application and the invention to which it relates, filing a demand with the EPO
as IPEA.would normally be unrgwecesis ry, since a positive IPRP would anyway
be established by the IB based§ on the ﬁvOIISA (see also further below).

- If the applicant wishes to file a gdemén (for example, to allow him to argue his

case in international preliminary examihation with regard to objections raised in
a negative WO/ISA before the IPEA issues an IPER), this must be done before
expiration of 3-months after the date| of mailing of the ISR and WO/ISA or
22 months after priority date, whichever expires later (Rule 54bis PCT).
Amendments under Art. 34 PCT can be filed with the IPEA, normally at the
same time as filing the demand (Rule B66.1(b) PCT) or within the time limit set
for reply to any written opinion issued during international preliminary
examination by the IPEA. | iA

i ! - .
If a demand is filed ‘at the EPQ as IPEA and no comments/amendments have
been received by the time the EPO starts drawing up the IPER {Rule 66.4bis
PCT), the WO/ISA will be transformed| by the IPEA into an IPER (also called
the IPRP (Chapter ll) which would merely reflect the content of the WO/ISA
(OJ 10/2011, 532). The demand can still be withdrawn (Art. 37 PCT).

Pieése"also note that, when filing éam‘endments under Art. 34 PCT, such
amendments shall be accompanied by a letter which identifies the
amendments made and also the basis|for the amendments in the application

PnSa st U

as-originallyfiled{Rule-66:8ta) PETFailure to comply with This requirement

may-rest) eing igyiored in the IPER (IPRP (Chapter I1}),
see Rule 70.2(c-bfs) PCT. - ‘

Fiiing a request
for supplementary
international
search

End of the
international
phase

H i
The applicant may, with the IB, file a request for supplementary international
search under Rule 45bis.1 PCT. The present ISR and WO/ISA may also be
taken into account in the execution of that supplementary’in_temational search,
provided that these are available to the Authority charged with this task before
it starts the supplementary searcjh (Rule |45his.5 PCT).

This kind of request cannot ?Jé fiiénj specifying the ISA who did the
international search. L :

! : '
Moare information on this topic c:an bé; found in the PCT Applicant's Guide, -
Chapter 8 (http://www.wipo-.int/pc:tfenfqiuide/ipOB.htmi).

!
i
H
1
i

Where no demand is filed, at the end bf the international phase, the IB will
transform the WO/SA into the IPRP (PQT Chapter 1) (Rule 44bjs PCT), which
will then be transmitted. together with | possible informal comments to the
designated Offices. Where a demand is|filed, the WO/ISA is not transformed
into an IPRP (Chapter ) by the IB, but rather the IPEA will establish an IPER,
(the IPER is the same as the IPRP (PCT Chapter II), see Rule 70.15 PCT).

i
i

i
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For further information, please see Ru[e 46 PCT as well as form PCT/ISA/220.
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