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* Government of india 30074/25/06/13
N _—\ v
Directorate General of Health Services

Central Drugs Standard Contro| Organization
Office of Drugs Controller General {India)
(Global Clinjcal Trial Division)

FDA Bhawan, Kotla Road, New Delhj-{ 10002
Te No: 01 123236965, Fax: 01123236971

E-mail: dci@nb.nic.;‘n, cdscog@amaii.com

File No: CT/88/12-DCG (1) Dated: Zo[ %) / 2

To,
Mis. Klinera Corporation India Pt Ltd.
401, Hill View Indl, Estate, Amrut Nagar,
L.8.B. Marg, Ghatkopar (W), Mumbai-400 086.

Subject: Clinical tria) (Phase-I1l) with Tenofovir Disoproxit Fumarate (300 mgr 250 mg/150 mg)
Ora! Tablet & (40 mg per gram) Oral Powder (Protocol Na: GS-US-174-0144
Amendment Q2 dated 08 Nav 2012y - regarding. '

Clinical Trial Permission No: GCT/01/13

Reference: Your letter no. nil dated 13/06/13 on the subject mentioned above,
3ir,

This Directorate has Nno objection to your conducting the subject mentioneg clinical trial as per
the provisions of Drugs & Cosmetics Rules under supervision of the investigators mentioned
below.

1. Dr. Seema Alam, Institute of Liver and biliary Sciences, Vasant Kunj, New Delhi-
110070,

- Dr. Neelam Mchan, Medanta-The Medicity, Sector 38, Gurgaon-122001.

3. Dr. Potula Venugopai, King George Hospital, Near Collectiorate, Maharanipeta,
Visakhapatnam-SSOOOZ

4. Dr. Jampana Venkateswara Rao, Ganghi Hospital and Medical College, Musheerabad
Secunderabad-500033.

5. Dr. Shobna Bhatia, Seth Gs Medical College and KEM Hospital, Acharya Donde Marg,
Parel, Mumbai-400012.

6. Dr. Ajit Sood, Dayanad Medical College & Hospital, Tagore Nagar, Civil Lines,
Ludhiana- 141001, Punjab, India.

7. Dr. Sandeep Nijhawahan, Sms Hospital, J.L.N. Marg, Jaipur-302004, Rajasthan, India.

8. Dr. Pravin Rathi, Topiwala National Medical College & BY.L Nair Charitable Hospital,
Mumbai Central, Mumbai — 400008.

9. Dr. Naresh Bhatt, Colombia Asia Hospital, Yashwanthpur, 26/4, Brigada Gateway,
Malleswaram West, Bangalore-560055.

This clinical trig) permission is subject to the following conditions:
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¢. Clinical trials shall be registered at Clinical trials Registry of india before enroliing the fir:t
patient for the study ,( Piease refer www.ctri@nic.in)

d. Annual status report of each clinical trial, as to whether it is ongoing, completed or
terminated, shail be submitted to the Licensing Authority under Rute 21(b)[i.e. DCG{l)} and
in case of termination of any clinical trial the detailed reasons for the same shall be
communicated to the said Licensing Authority

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

f 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 crder of the said authority;

g. 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;

h. 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 inciuding 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 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,

i, Before initiation of the study, you are required to obtain approval of Ethics Committee which
is duly registered under the Provision of Drugs and Cosmetics Rules 1945,

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

Yourg faithfully,

Drugs Controller General (India)

Copy forwarded for information to: -

1. Deputy Drugs Controller (), CDSCO (West Zone), 4th Floor, Zonal FDA Bhawan, GMSD
Comp. Bellasis Road, Mumbai Central, Mumbai — 400 008.
2. ADC(l), CDSCO, Intl. Air Cargo Complex, Sahar, Andheri, Mumbai — 400 099.

Page 2 of 2




