Tele No.011-23236965
F. No. ND/CT/24/000089 Fax.No.011-23236973

Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
(New Drugs Division)

FDA Bhawan, Kotla Road,

New Delhi-11 0002
To

M/s. Sun Pharmaceutical Industries Limited,
Tandalja Vadodara Vadodara (India) - 390012

Subject: Application for grant of permission to conduct Phase-IV study of
Elagolix 200 mg tablet titled- “A Prospective, Multi-Centric, Single-Arm, Open-
label, Phase IV Study to Assess the Safety and Efficacy of Elagolix for
Treatment of Moderate to Severe Pain Associated with Endometriosis”
Protocol no. ICR/24/012, Version no.: 1.0, Dated: 04-10-2024 - regarding.

Sir,

With reference to your application no. ND/CT04/FF/2024/46119 dated 07-NOV-
2024; please find enclosed herewith the permission in Form CT-06, vide No.
CT/ND/03/2025 to conduct the subject mentioned clinical trial under the provisions of
New Drugs and Clinical Trial Rules, 2019.

This permission is subject to the conditions, as mentioned below.

Yours faithfully
RAJEEV SINGH | et
RAGHUVANSHI "

(Dr. Rajeev Singh Raghuvanshi)
Drugs Controller General (India)

- PAIETV SINGH RAG-UVANSH
940530

Conditions of permission

(1) Clinical trial at each site shall be initiated after approval of the clinical trial
protocol and other related documents by the Ethics Committee of that site,
registered with the Central Licencing Authority under Rule 8;

(i) Where a clinical trial site does not have its own Ethics Committee, clinical trial
at that site may be initiated after obtaining approval of the protocol from the
Ethics Committee of another trial site; or an independent Ethics Committee for
clinical trial constituted in accordance with the provisions of Rule 7:
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(iif)

(vi)

(vii)

(viii)

(ix)

(xi)

(xii)

Provided that the approving Ethics Committee for clinical trial shall in

such case be responsible for the study at the trial site or the centre, as the
case may be:

Provided further that the approving Ethics Committee and the clinical
trial site or the bioavailability and bioequivalence centre, as the case may be,
shall be located within the same city or within a radius of 50 kms of the clinical
trial site;

In case an ethics committee of a clinical trial site rejects the approval of the
protocol, the details of the same shall be submitted to the Central Licensing
Authority prior to seeking approval of another Ethics Committee for the
protocol for conduct of the clinical trial at the same site;

The Central Licencing Authority shall be informed about the approval granted
by the Ethics Committee within a period of fifteen working days of the grant of
such approval,

Clinical trial shall be registered with the Clinical Trial Registry of India
maintained by the Indian Council of Medical Research before enrolling the
first subject for the trial;

Clinical trial shall be conducted in accordance with the approved clinical trial
protocol and other related documents and as per requirements of Good
Clinical Practices Guidelines and the provisions of these rules;

Status of enrolment of the trial subjects shall be submitted to the Central
Licencing Authority on quarterly basis or as appropriate as per the duration of
treatment in accordance with the approved clinical trial protocol, whichever is
earlier;

Six monthly status report of each clinical trial, as to whether it is ongoing,
completed or terminated, shall be submitted to the Central Licencing
Authority;

In case of termination of any clinical trial the detailed reasons for such
termination shall be communicated to the Central Licencing Authority within
thirty working days of such termination;

Any report of serious adverse event occurring during clinical trial to a subject
of clinical trial, shall, after due analysis, be forwarded to the Central Licencing
Authority, the chairperson of the Ethics Committee and the institute where the
trial has been conducted within fourteen days of its occurrence as per Table 5
of the Third Schedule and in compliance with the procedures as specified in
Chapter VI of the New Drugs and Clinical Trials Rules, 2019;

In case of injury during clinical trial to the subject of such trial, complete
medical management and compensation shall be provided in accordance with
the Chapter VI of the said Rules and details of compensation provided in such
cases shall be intimated to the Central Licencing Authority within thirty
working days of the receipt of order issued by Central Licencing Authority in
accordance with the provisions of the said Chapter;

In case of clinical trial related death or permanent disability of any subject of
such trial during the trial, compensation shall be provided in accordance with
the Chapter VI and details of compensation provided in such cases shall be
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(xiii)

(Xiv)

(xvi)

(xvii)

(xviii)

intimated to the Central Licencing Authority within thirty working days of
receipt of the order issued by the Central Licencing Authority in accordance
with the provisions of the said Chapter;

The premises of the sponsor including his representatives and clinical trial
sites, shall be open for inspection by officers of the Central Licencing
Authority who may be accompanied by officers of the State Licencing
Authority or outside experts as authorized by the Central Licencing Authority,
to verify compliance of the requirements of these rules and Good Clinical
Practices Guidelines, to inspect, search and seize any record, result,
document, investigational product, related to clinical trial and furnish reply to
query raised by the said officer in relation to clinical trial;

Where the New Drug or Investigational New Drug is found to be useful in
clinical development, the sponsor shall submit an application to the Central
Licencing Authority for permission to import or manufacture for sale or for
distribution of new drug in India, in accordance with Chapter X of these rules,
unless otherwise justified; |
The Laboratory owned by any person or a company or any other legal entity
and utilized by that person to whom permission for clinical trial has been
granted used for research and development, shall be deemed to be registered
with the Central Licensing Authority and may be used for test or analysis of
any drug for and on behalf of Central Licensing Authority;

The Central Licencing Authority may, if considered necessary, impose any
other condition in writing with justification, in respect of specific clinical trials,
regarding the objective, design, subject population, subject -eligibility,
assessment, conduct and treatment of such specific clinical trial;

The sponsor and the investigator shall maintain the data integrity of the data
generated during clinical trial.

Informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and
Informed Consent Form (ICF) complete in all respect & must be got approved
from the respective Ethics committee and submitted to CDSCO before
enrolling first subject at the respective site.
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FORM CT-06
(See rules 22, 25, 26, 29 and 30)

PERMISSION TO CONDUCT CLINICAL TRIAL OF NEW DRUG OR
INVESTIGATIONAL NEW DRUG

The Central Licensing Authority hereby permits M/s. Sun Pharmaceutical
Industries Limited, Tandalja Vadodara Vadodara (India) - 390012 Telephone
No.: 0265-6615500, 0265-6615600, 0265-6615700 FAX: 0265-2354897 E-Mail:
IRA@SUNPHARMA.COM to conduct clinical trial of the new drug as per Protocol
Number: ICR/24/012, Version no.: 1.0, Dated: 04-10-2024 in the below mentioned

clinical trials sites.

2. Details of new drug or investigational new drug and clinical trial site:

Names of the new drug or|Elagolix 200 mg tablet

. Bl i) rug:

Therapeutic class: GnRH antagonist

Dosage form: Tablets

Composition: Each film coated tablet contains:

Elagolix sodium equivalent to Elagolix
200 mg
Excipients g.s.

Indications: For the management of moderate to
severe pain associated with
endometriosis

Details of clinical trial sites-

Sr. | Name of Principal Investigator & Trial | Ethics Committee Name/

No. | Sites Registration Number

1. | Dr. Suchitra Narayan (Associate | Institutional Ethics  Committee,
Professor) Jawahar Lal Nehru Medical College,
Jawahar Lal Nehru Medical College, | Ajmer
Department of Gynecology, Kala Bagh, | ECR/1156/Inst/RJ/2018/RR-22
Ajmer-305001, Rajasthan

2 | Dr. Neena Gupta (Professor) Ethics Committee G.S.V.M Medical
G.S.V.M Medical College, Department | College, Kanpur
of Gynaecology, Room No.03, Ground | ECR/680/Inst/UP/2014/RR-20
floor, Swaroop Nagar, Kanpur-208002,
U.P India

3 | Dr. Isukapalli Vani (Professor) Institutional Ethics Committee, King
King George Hospital, Department of | George Hospital, Visakhapatnam
Gynaecology and Obstetrics, | ECR/197/Inst/KGH/2013/RR-20
Maharanipeta, Visakhapatnam-530002,
Andhra Pradesh, India

4 | Dr. Patel Vidhiben Vasudevbhai | Institutional Ethics ~ Committee
(Consultant Gynecologist) Aatman Hospital, Ahmedabad
Sheth Vadilal Sarabhai General Hospital | ECR/1565/Inst/GJ/2021
& Sheth Chinai Maternity Hospital, Ellis
bridge, Ahmedabad-380006, Gujarat

5 | Dr. Manohar R (Associate Professor) | Institutional =~ Ethics = Committee,
Mandya Institute of Medical Science, | Mandya Institute of Medical
Department of Obstetrics, 1st floor, | Sciences, Mandya
Room No.3), Mysore-Bangalore | ECR/405/Inst/KA/2013/RR-21
highway, Mandya
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6 | Dr. Amrita Chaurasia (Associate | Institutional Ethics Committee; MLN
Professor and Department Head) Medical College, Prayagraj
Motilal  Nehru  Medical  College, | ECR/922/Inst/UP/2017/RR-22
Department of Gynaecology, Second
floor, HOD room, George Town Civil
lines, Prayagraj, UP-211002

7 | Dr. Madhavender Jain (Consultant | Institutional — Ethics  Committee
Gynecologist) Maharaja Agrasen Hospital, Jaipur
Maharaja Agrasen Super speciality | ECR/1222/Inst/RJ/2019/RR-22
Hospital Central  Spine,  Clinical
Research Department, Basement floor,
Room No. B11, Agrasen Aspatal Marg,
Sector 7, Vidyadhar Nagar, Jaipur-
302039, Rajasthan

8 Dr. Neepu Chaurasia (Gynecologist) Krishna Ethics Committee, Varanasi
Gangoshri  Hospital, Department of | ECR/1842/Inst/UP/2023
Gynaecology, Ground Floor, OPD
No.03, Lane 4, Gurudham Colony,
Bhelupur,  Varanasi-221010, Uttar
Pradesh

9 | Dr. Sweety Saigal (Consultant) Ethics Committee Brij Medical
Brij Medical Centre Pvt. Ltd, Department | Centre Pvt Ltd., Kanpur
of Gynaecology, 94 E Near Panki Police | ECR/642/Inst/UP/2014/RR-20
station, Panki Kanpur-208020, UP o

10 | Dr. Jasani Krupali Babubhai Riddhi Medical Nursing Home
(Consultant Gynecologist) Institutional ~ Ethics ~ Committee,
PHC, Prajana Health Care, 205-208, 2™ | Ahmedabad
Floor, Agam Avenue, near Adani CNG | ECR/886/Inst/GJ/2016/RR-19
Pump, Ahmedabad-380005, Gujarat

11 | Dr. Vidya V. Bhat (Medical Director) Institutional  Ethics  Committee,
Radhakrishna Multispeciality Hospital | Radhakrishna Multispeciality
and IVF Center, 3-4, Sunrise Tower, | hospital and IVF Center, Bangalore
J.P. Road, Girinagar, Bangalore-560085 | ECR/1307/Inst/KA/2019

12 | Dr. Dash Mrinal Kanti (Senior | Institutional Ethics  Committee
Registrar  and Palliative = Care | Sparsh Hospital, Bhubaneswar
Specialist) ECR/520/Inst/KA/2014/RR-20
Sparsh Hospital & Critical Care Pvt. Ltd.,
Basement, OPD Room No.8, A/407,
Sahid Nagar, Bhubneshwar-751007,
Qdisha

3. This permission is subject to the conditions prescribed in part A of Chapter V of

the New Drugs and Clinical Trials Rules, 2019 under the Drugs and Cosmetics Act,
1940.

Digitally signed by RAJEEY SINGH RAGHIUVANSHI

DH:c=IN, 0=CENTRAL DRUGS STANDAD CONTRCL
ORGANISATION, cu=CENTRAL DRUGS STANDAFRD CONTROL
ORGANISATION,
2.5430=42d718551¢0381bb%a263343 73d02514b1 1besnaclf

0877348040034320361b, postalCoda=110002, st=Delhl,
seralNumber=657{5e47d940935deioI bdcs02doetfar3cal 2a
131262294{25701124315013, (n=RAJEEV SINGH

(Dr. Rajeer; Singh*Raghuvanshi)
Central Licensing Authority

Stamp
New Delhi

Page 2 of 2



