GOVERNMENT OF INDIA
Directorate General of Health Services
Central Drugs Standard Control Organization
(Global Clinical Trial Division)
FDA Bhawan, Kotla Road, New Delhi-110002
Te No: 01123236965, Fax: 01123236971
E-mail: dci@nic.in

File No: CT/17/000013

To,
M/s. Klinera Corporation India,
401, Hill View Indl. Estate, Amrut Nagar,
L.B.S. Marg, Ghatkopar (W), Mumbai-400 086.

Subject: Permission for conducting a clinical trial titled “A phase 3, randomized, double-blind, -
placebo-controlled study evaluating the safety and efficacy of Selonsertib in subjects with
Nonalcoholic Steatohepatitis (NASH and Bridging (F3) Fibrosis)”— regarding.

Reference: Your letter No. GCT/Form44/FF/2017/2178 (GCT/16/17) dated 17/02/2017 on the subject
mentioned above.

Sir,

This Directorate has no objection to your conducting the subject mentioned clinical trial as per the
provisions of Drugs & Cosmetics Rules under supervision of the investigators mentioned below and as per
the Protocol No: GS-US-384-1943, Protocol Version Original, dated 19 December 2016 submitted to this
Directorate.

. Dr. Shiv Kumar Sarin, Institute of Liver and Biliary Sciences (An Autonomous society under
Government of Delhi), D-1, Vasant Kunj Marg, New Delhi-110070, India.

2. Dr. Abhijit Chowdhury, Dept. of Hepatology, School of Digestive and Liver Diseases Institute of
Post Graduate Medical Education and Research, Ronald Ross Building, 4tth Floor, 244, A.J.C.
Bose Road, Kolkata-700020, West Bengal, India.

3. Dr. Shalimar, All India Institute of Medical Sciences, Room Number-127, Old OT Block, Human
Nutrition Unit, AIIMS, Ansari Nagar, New Delhi-110029, India.

4. Dr. Ajay Duseja, Dept. of Hepatology, Post Graduate Institute of Medical Education and Research,
Sector-12, Chandigarh-160012, Punjab, India.

5. Dr. Sudhir Gupta, Dept. of Gastroenterology, Govt. Medical College & Super speciality Hospital,
Tukdoji road, Hanuman Nagar, Nagpur-440003, Maharashtra, India.

6. Dr. Rajiv Mehta, Surat Institute of Digestive Sciences, Vijay Nagar Gate No. 3, Beside Nirman
Bhavan, Opp. Gandhi College, Majura Gate, Ring Road Surat-395002, Gujarat, India.

7. Dr. Sandeep Nijhawan, SMS Medical and attached Hospital, JLN Marg, Jaipur-302004, Rajasthan,
India.

8. Dr. Ramesh Roop Rai, SR Kalla Memorial Gastro and General Hospital, 78-79, Dhuleshwar Garden
Behind HSBC Bank, Sardar Patel Marg, C-Scheme Jaipur-302001, Rajasthan, India.

9. Dr. Shah Samir Ramnik, Global Hospital-Super Speciality & Transplant Center (A unit of center for
Digestive & Kidney Diseases (India) Pvt. Ltd.), Dr. E. Borges Road, Hospital Avenue, Opp.
Shirodkar High School, Parel, Mumbai-400012, Maharashtra, India.

10. Dr. Dharmesh Kapoor, Global Hospitals, 6-1-1070/ 1 to 4, Lakdi-ka-pul, Hyderabad-500004, Andhra
Pradesh, India.
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I'.Dr. V.G Mohan Prasad, VGM Hospital, Institute of Gastroenterology, No. 2100, Trichy <oad,
Rajalakshmi Mills Stop, Coimbatore-64 | 005, Tamil Nadu, India.

12. Dr. Mohd. Aejaz Habeeb, Dept. of Gastroenterology and Hepatology, Deccan College of Medical
Science, Owaisi Hospital and Research Centre, Kanchanbagh, Hyderabad-500058, Telangana, India.

13. Dr. Shrikant Mukewar, Midas Multispeciality Hospital Pvt. LTD., Midas Heights,07,Central Bazar
Road, Ramdas Peth, Nagpur, Maharashtra-440010.

14. Dr. Anil Arora, Sir Gangaram Hospital, Liver Research Room, First Floor, Department of
Gastroenterology & Hepatology, Rajinder Nagar, New Delhi-110060.

I5. Dr. Sarat Chandra Panigrahi, Sparsh Hospitals & Critical Care (P) Ltd., A/407, Sahid Nagar,
Bhubaneswar, Odisha-751007.

16. Dr. Ajit Sood, Dayanand Medical College & Hospital, Tagore Nagar, Civil Lines, Ludhiana-141001,
Punjab.

17. Dr. JParimal Lawate, Jehangir Clinical Development Center Pvt. Ltd., Jehangir Hospital Premises, 32,
Sassoon Road, Pune-411001, Maharashtra.

18. Dr. Akash Shukla, Dept. of Gastroenterology, Seth GS Medical College and KEM Hospital, 11"
Floor, Room No. 1116, Acharya Donde Marg, Parel-400012, Mumbai, Maharashtra, India.

Kindly note that the clinical trial permission is subject to the following conditions:

Clinical trial shall be conducted in compliance with the approved protocols, requirements of
Schedule Y, Good Clinical Practice Guidelines issued by this Directorate and other applicable
regulations.

- Approval of the Ethics Committee shall be obtained before initiation of the study.

Clinical trials shall be registered at Clinical trials Registry of India before enrolling the first patient
for the study.

. Annual status report of each clinical trial, as to whether it is ongoing, completed or terminated, shall
be submitted to the Licensing Authority, and in case of termination of any clinical trial the detailed
reasons for the same shall be communicated to the said Licensing Authority.

Any report of serious adverse event occurring during clinical trial study to the subject, after due
analysis, shall be forwarded within fourteen days of its occurrence as per Appendix XI and in
compliance with the procedures prescribed in Schedule Y.

In case of an injury or death during the study to the subjects, the applicant shall provide complete
medical management and compensation in the case of trial related injury or death in accordance with
rule 122 DAB and the procedures prescribed under Schedule Y, and the details of compensation

provided in such cases shall be intimated to the Licensing Authority within thirty days of the receipt
of the order of the said authority.

. The premises of Sponsor including their employees, subsidiaries and branches, their agents,
contractors and sub-contractors and clinical trial study sites shall be open to inspection by the
officers authorized by the Central Drugs Standard Control Organization, who may be accompanied
by an officer of the State Drug Control Authority concerned, to verify compliance to the

requirements of Schedule Y, Good Clinical Practices guidelines for conduct of clinical trial in India
and other applicable regulations.

. The Sponsor including their employees, subsidiaries and branches, their agents, contractors and sub-
contractors and clinical trial study sites and the Investigator shall allow officers authorized by the
Central Drugs Standard Control Organization, who may be accompanied by an officer of the State
Drug Control Authority concerned, to enter with or without prior notice, any premises of Sponsor
including their employees, subsidiaries and branches, their agents, contractors and sub-contractors
and clinical trial sites to inspect, search and seize any record, data, document, books, investigational
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drugs, etc. related to clinical trial and provide adequate replies to any queries raised by the
inspecting authority in relation to the conduct of clinical trial.

Clinical trial shall be conducted only at those sites which are institutes/hospitals having adequate
emergency facilities and duly registered Institutional Ethics committees.

The details of payment/honorarium/financial support/fees paid by the Sponsor to the Investigator(s)
for conducting the study shall be made available to this directorate before initiation of each of the
trial sites.

_ An audio-video recording of the informed consent process in case of vulnerable subjects in clinical
trials of New Chemical Entity or New Molecular Entity including procedure of providing
information to the subject and his understanding on such consent, shall be maintained by the
investigator for record. Provided that in case of clinical trial of anti-HIV and anti-Leprosy drugs, only
audio recording of the informed consent process of individual subject including the procedure of
providing information to the subject and his understanding on such consent shall be maintained by
the investigator for record.

It may kindly be noted that merely granting permission to conduct clinical trials with the drug does
not convey or imply that based on the clinical trial data generated with the drug, permission to market
this drug in the country will automatically be granted to you.

Yours faithfully,

GYANENDRA Digitally signed by GYANENDRA

NATH SINGH

NATH SINGH Date: 2017.07.18 10:12:26 +05'30

(Dr. G. N. Singh)
Drugs Controller General (India)
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