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RudaCure Corporation
clo Ora, Inc
Attention: Hal Patterson

Senior Vice President
300 Brickstone Square Third Floor
Andover, MA 01810

Dear Mr. Hal Patterson

Please refer to your pre-investigational n
We also refer to your October 12, 2022,
discuss the development of RCI001. Oul
questions are enclosed.

Question 1:
Does the Agency agree that the CMC data are sufficient for initiation of the
proposed Phase 2 study?

FDA Response:
The proposed CMC data appears reasonable at this stage of development.

Question 2:

Does the Agency agree that the proposed non-clinical studies, the reports of
which will be included in the IND, are adequate to support initiation of the
proposed IND Phase 2 clinical study?

FDA Response: In general, the proposed and on-going nonclinical studies appear
reasonable, pending review of the finalized, completed study reports at the time of IND
Submission

Question 3:

Does the Agency agree that the design, objectives, study population, efficacy
endpoints, and safety procedures planned in the proposed IND initial Phase 2
study are acceptable for the indication of dry eye disease?

FDA Response: Your proposed study design, study objectives, study population,
efficacy endpoints and safety procedures are acceptable.

FDA Pre-IND meeting Letter

OIJAHXE XIRH RC0012 = 32710 2 L& 14 L 012 A 24 IND HIZES
EHZ 6t0 ASULE S Y& 142 Qo ST HLXL A BHEIFIQHMM =% 99.9%0] 2248t
JEA0| AFOUE GMP MAS 2FJoIU Y, Z=JHHE0I HIHATZ Xl S0 DP GMP AAHH|
S W™ELILCE 0l AN RCIO01C 2o I+ 9 M=ot HA BIX| Jl& J|Eo] XM=
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2349 12 FDA =0 Y& ZZEZ, O8N UY Ttg S & 29E 2 Pre-IND meetingS
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Ol MIHSH HRTH w1 S#Ast D JASULCH HM0l Iy o 2 = 94
AFOIE TR IL-17, IL-239] & A "WILE oM HacaT keratinocyte in vitro
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22 05 A0 THOIE R2d AgS HIECE 2 YUZ X 2AHN HEE S+
IS ASLICH

2 MOU HIZE HiEHC= MEH0I SE0|%UE NS Soll BHS=01 ARSI SEGHH 21806t
H=ohafS EEE JIMoRsUL



NIEAHIO|Q  AHDHIOIRRHA IS 8 Aot

Al Drug Platform as a Service

§

A3gld

CDA

s CDAMIZ

Sll=H S HSEEE 2| ol 3 62 AHIFHI0I22H CDAZE HIZ6t] & XI=0 MHE2 EHI0|
= & A= Racl Jlg 23 DIEE UASIRSLICEH AHIFHI0IR= 20090 S = HH0IL #IX
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EHE HIHN (DeepMatcher)E ERot! USULE SEHFNH= AHIFHIOIQ2HC] HEUE E6H0
RACT mutation EFIO| &I ME2Z MOIZ2t0! 2t S FHISt X LT
AMHIFHIOIRHME Al 2SHE2 Ao Yot ME AE & S2 &5 I e 227 U,
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Q . | Al Hit Identification '/;%?k\' In-vitro Assay w{,{\ Report
ee /-' '\\H_ _y 5 _‘5/'
Model 1 Modal2
ZINC [TV = S
' Bl J gl
DeepMatcher® 5 v | | : wsa
(DMC) 'l ~ ..# “'—;;—.sc % :
. . "l
E &4 %1
i ::Km
Milmk ; ;ﬁw:\r B
DeepMatcher® platform® £8 c3s $Egd o2 Viool Ap e R Y2 Y
10 7} StgHEofl Tt screening 21 Hd 25 HE g A5 2o AS
Al AOFJHE EEHE DeepMatcher™ (EX: AlHIFHHI0IR)
Head and Neck Cancer
A159v J C1BY f C18F
i [l RAC1 P29S
WI B RAC1 P29L
Melanoma . . RAC1 E21D
P295 / P29L / NOZK
) Col(;rec;alCCancer . RACT N9ZK
[l RAC1 P140L
Prostate Cancer | '
oI Germline Testicular Cancer . RAGY ol
G112V GI2R/ P34R/ Q&R QB1K D RAC1 PB7L
[[] RAC1 STIF
D RAC1 V14E

o

RAC1 Variations and Frequency in Cancer.
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