Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
Office of Drugs Controller General (India)
(Global Clinical Trial Division)
FDA Bhawan, Kotla Road, New Delhi-1 10002

Te No: 01123236965, Fax: 01 123236971
E-maii; dcitinb, nic.in, cdscogl@igmail.com

I
File No: CT/143/12-DCG (1) Dated: ) AUG 201

To,
M/s. Asiatic Clinical Research Pvt. Ltd.,
169/53, 14Main Raod, 1%t Block East,
Jayanagar, Bangalore-56001] 1.

Subject: Clinical trial {Phase-Ill} with ART-123 (recombinant soluble Thrembomodulin alfa
-6 mg/ml in glass ampoules) as per Protocol No: 3-001 version 1.0 dated 23
May 2012; - regarding.

Clinical Trial Permission No: GCT/02/13

Reference: Your letter no. CT/SEP/DCGI/2012/03 dated 31.12.2012 on the subject
mentioned above.

mentioned below.

1. Dr, Kattadiyil Poulose, SUT Hospital Pattom P.O, Post Box-1052 Trivandrum, Kerala
695004

2. Dr. Mukesh Kumar Sarna, Medanta- Monilek Hospital and Research Centre, Sec-4,
Jawahar Nagar Jaipur Rajasthan 302004

3. Dr. Mradul kumar daga, Maulana Azad Medical College and Associated, L N Hospital, 129,
B. L. Taneja Block, Bahadur Shah Zafar Marg New Delhj 110002

4. Dr. Parasuram Krishnamoorthi Meenakshi Mission Hospital and Research Centre, Lake
Area, Melur Road Maduraj Tamilnadu 625107

5. Dr. S8ameer Jog Deenanath Mangeshkar Hospital and Research Centre, Erandawane Pune
Maharashtra

6. Dr. Pradeep Michea] D'costa King Edward Memorial Hospital 489, Rasta Peth, Moodliar
Road Pune Maharashtra 411011.

7. Dr. Sarat Kumar Behera Hi-tech Medical College & Hospital Pandara, Rasulgarh
Bhubaneshwar Qdisha 751010.

This clinical trial permission is subject to the following conditions:

a. 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 ;( Please refer www,ctriwnic.in

d. Annual status report of each clinical trial, as to whether it is ongoing, completed or
terminated, shall be submitted to the Licensing Authority under Rule 21(bjli.e. DCGy
and in case of termination of any clinical trial the detailed reasons for the same shall be
communicated to the said Licensing Authority
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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;

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

Upper age limit of the subjects should be 65 years.

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

Copy forwarded for Information

1.

Drugs controller (Karnataka), State Drug control Department, PB No. 5377, Palace Road,
Bangalore-560001.

2. Asstt. Drugs Controller (India), Palace Road, Bangalore-560001.
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