Tata Medical Center

14 Major Arterial Road (EW) TATA I.\;IEDECALCENTER

Newtown, Rajarhat, Kolkata - 700 160 - ,:_ AT
Tel.: + 91 33 66057000, Email : info@tmckolkata.com e
www.tmckolkata.com

To,

Institutional Review Board

Tata Medieal Center

i4, Major Arterial Road (EW)

New Pown Rajarhat Kolkata-700160 N

Study Title: A Phase [V, Prospective, Open Label, Multi-C8ntre Study ol Vorasidenib in
Indian Adult and Pacdiatric Participants 12 Years and Older with Grade 2 Astrocytoma and
Oligodendroglioma with a Susceptible IDH1 or IDI2 Mutation following Surgery including
Biopsy. Sub-Total Resection, or Gross Total Resection.

Study Number:SER-VOR-001
Subjeet: Lithics Committee Submission of Study documents for Review & Approval.

Dear Sir/Mam,

With reference to the above-mentioned study, kindly find enclosed the lollowing documents for
arnittee review and approval;

| SL Na. Study Doenment i Yersion ’ Date
| [ : SER-VOR-MT Study Protocol 1.0 N _ Dated24 Apr2026 J
| 2 | ProtocolSignaturePage NA Signeddated08 Jul 2020
L3, I Presceribing Information - NA Aug 2024 (
1. | SER-VOR-001 Site specificinformed 1.0 21 Jul 2026 7 |
Consent Form- English
5, SER-VOR-001 Site specific Informed | 1.0 | 220012026
Consent Form- Hindilf ()1\\‘11(1_ - ]
0. SER-VOR-001 Site specilic Informed I 1.0 | 22Jul2026
Consent Form-lindi Backward '
7. SER-VOR-001 Site specific Informed | 1.0 ’ 22ul2026 |
Consent I-'orm-lﬁlindi e - ___{ )
# SER-VOR-001 Site specific Informed | 1.0 | 22Jul2026
onsent Form- Bengalilforward ‘ }
PGV OR-00T Site specifie Informed 10 [ 22Jul2026
| Consear conn-tengali Backward '
L T SER-VOR-001 Site specilic Informed 1.0 221ul2026
CCansent Forni-Bengali |
I1. Translation Certificate Site qpcmf'cln_f_(;ﬁnd o 220ul2026
Consent Form (IForward, Backward and
Final)- Bengali & [lindi I
12, | SER-VOR-001 Site specific Child’s Assent | 1.0 | 21 Jul 2026 |
i Form- Lnglish ' ‘
[3. ' SER-VOR-001 Site specific Child's Assent | 1.0 220ul2026
i | Form- Hindil orward ‘
1| SER-VOR-001 Site specific Child’s Assent | 1.0 [ 22Jul2026 |
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| SER-VOR-001 Site specific Child’s Assent

HindiForward
G001 Site speeific Child's Assent

Vit dsecowand

vl

I.t '.}ll

SER-VOR-001 Site specific Child’s Assent |

Db orin- Hindi
FForm- Bengalilforward

Form- Bengali Backward

SER-VOR-001 Site specific Child’s Assent
FForm- Bengali

Lranslation Certificate Site specifie Child's
Assent Form (Forward, Backward and

Finaly Bengali & Hindi
L VOR-001 Site 'ul‘JLLlflL Parental
titerried Consent Form- Lnglish

01 Site speeilie Parental
Cbor e« onsenlt Form- HindiForward
| SER-VOR-0UT Site specilic Parental
fntorned Consent Form- Hindi Backward
SER-VOR-001 Site spccirhcr Parental
Informed Consent Form- 1inci
| SER-VOR-001 Site specilic Parcntal
Inlormed Consent Form- Bengalilfor \Vc\ld
SER-VOR-001 Site specilic Parental
Inlornied Consent Form- Bengali Backward
SER-VOR-D01 Site specilic Parental
Informed Consent Form- Bengali

Iranstation Certilicate Site Specific Parental
Clonsent Form (Forward.

i Final)- Bengali & Hindi
\ co bdast Achard
IVIRC o Lor Rimpa Basu Achari
Goal b Ripa Basu Achari
Undertakingbythelnvestigator
SER-VOR-001 Draft CRE
SIR-VOR-001 Dralt CTA
SER-VOR-00T StudyDairy Fnglish
SER-VOR-001 StudyDairy
EI’nr\\ ard
iSI:R-\’(JIHH)I StudyDairy IHindi to English-

il%;ld-,\\:ml

Iinglish to Hindi-

001 StudyDairy English to THindi-

| SER-VOR-001 Site specific Child’s Assent |

SIR-VOR-001 Site specific Child's Assent |

1.0

NA
CNA
| NA
1.0
0.1
0.1

1.0
1.0

il.o’

1.0

[ 22Jul2026

22Jul2026
221012026
22Jul2026
22Jul2026
22Jul2026

22Jul2026

21 Jul2026
220ul2026
2210120206
.22‘Jrul2-(525 o
220ul2026
22Jul2026

22Jul2026

22Jul2026

COR Jul2026

26May 2026

02 Jan 2024
SignedDated08 Jul2026
24Apr 2026

130 Jun 2026

29 Jun 2026

03 Jul 2026
04 Jul 2026

04 Jul 2026
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Final

G001 StudyDairy English to 1.0 03 Jul 2026
Larward !
K wudy Dairy Bengali to 1.0 04 Jul 2026 |
|ln!|:'l]\\nd . |
40, SER-VOR-001 StudyDairy English to 1.0 - 04 Jul 2026
, JBcngz:l'~I-‘inu] l
A1, %E R-VOR-001 Study Dairy-Translation 1.0 04 Jul 2026

L ‘ertificate (Forward, Backward and Final)-
: ‘HLI]P‘III and Iindi

‘; 42, i])(‘(}l Protocol Submission Sereenshot | NA 29 Apr 2026

We would like to inform that we will submit below documents to your good office belore the

SIV:
b I\ wal [eller
b Finl CRI ol SER-VOR-001
¢ Inswunce Policy ' o
de €71

The study will be conducted as per New Drug Clinical ‘I'rial Rules2019, 1CIHI  GCP
euidelines.

Request you to kindly acknowledge the receipt.

Kind regards. q - HM
V\fm" s

Dr. Rimna Buasu ,-'\(‘h:n\'.\f
Po ekt 4 cu bt

It

I acknowled ¢ the receipt of above mentioned document on behalf of the Ethics Committee

J Date recew(_d Name of the Personnel

| :

‘ Seal of the Ethics Com'r'nfiﬁaée:
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