Clinical Trial NOC No: GCT/47/18

GOVERNMENT OF INDIA 18222/08/06/16
Directorate General of Health Services

Central Drugg Standard Control Organization
Global Clinjeal Trial Division
FDA Bhawan, Kotia Road, New Delhi- | 10002
Te No: 04 123236965, Fax: 01 123236971
E-mail: dei@nic.in

. File No CTi24/16.006()

File No: CT24116-nCG (1) Date: %0l ] PEERTE

To,
Mrs. Klinera Corporation India,
401, Hill View Indl, Estate, Amyut Nagar,
L.B.S. Marg, Ghatkopar (W), Mumbaji - 400 085,

Subject: Permission for conducting a clinjega) trial titled A Phase 3, open-iabel study to investigate

the efficacy ang safety of Sofosbuvir/VeIpatasvir Fixed Dose Combination for 12 weeks in
subjects with Chronic Hepatitis C Virug (HCV) infection”.- regarding.

Reference: vour letter No. nil dated 02/06/2016 on the subject mentioned above.
Sir,

School, Parel, Mumbai-400012, Maharashtra.

3. Dr., Ajay Duseja, Post Graduate Institute of Medical Education
Chandigarh-1600 12, Punjab,

4. Dr, Sanjiv Saigal, Medantg The Medicity, Gurgaon, Sector-38, Gurgaon, Haryana~]22001.

5. Dr, Pradeep Amrose, YR Gaitonde Medical Centre and Research Foundation, Voluntary Health
Services, Rajiv Gandhj Salai, Taramani, Chennai - 600§ 13,

6. Dr.PN. Rao, Asian Institute of Gastroenterology 6-3-661, Somajiguda Hyderabad - 500082,

.. 7. Dr. Abraham Koshy, Lakeshore Hospital and Research Centre Ltd., NH-47 Bypass, Maradu,
Nettoor P.Q. Kochi - 682040, Kerala,

8. D, Dharmesgh Kapoor, Global Hospitals, 6-1-1070/1 to 4, Lakdi~ka-pool, Hyderabad, Telangana-
4

500004,
9. Dr. Ajit Sood, Dayanang Medical College and Hospital Tagore Nagar, Civij Lines, Ludhiana.
141001, Pun;

10. Dr. Bhabadey Goswamj, Institute of Digestive ang Liver Diseases, Disp

ur Hospitals pyy, Lid.,,
Ganeshguri Guwahat; - 78 1006, Assam,

4. Clinical trja] shall be conducted iy compliance with the approved protocolg

» fequirements of Schedule v,
Good Clinjcal Practice Guidelines issued by this Directorate ang other

applicable regulations,
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b.

C.

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

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

Annual status report of each clinjcal 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 oceurring during clinical trial study to the subject, after due analysifs, 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 DAR
and the procedures prescribed under Schedule Y, and the details of compensation provided in such cases shal)
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 scize any record, data, document, books, investigational drugs, etc. related to clinical trial and provide
adequale 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 [nvestigator(s) for
conducting the study shall be made available to this directorate before initiation of each of the (rial 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 trial
or imply that based on the clinical trial data
country will awtomatically be granted to you.

s with the drug does not convey
generated with the drug, permission to market this drug in the

faithfully,

{Dr. G. N. Singh)
Drugs Controller Gefieral (India)
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