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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-110002
Tel No: 01123236965, Fax: 01 123236971
E-mail: dei@nic.in

File No: CT/20/14 - DCG (1) Dated: | ¢ [ ol / /15

To, e
' M/s Maya Clinicals, oo T e
~ H-No: 6-3-252/1/7/1,

Plot No-545, APM Square, Erramanzil,

Opp IIPM, Krishna Oberoi Road, Banjara Hills,

Andhra Pradesh-500 082.

Subject: Permission for conducting a clinical trial entitled “A prospective,
multicenter, double-randomised, double-blind, 2-parallel groups,
phase 3 study to compare as first line therapy efficacy and safety of
masitinib in combination with gemcitabine, to gemcitabine in
combination with placebo, followed as second line treatment by
masitinib in combination with Folfiri 3 versus placebo in combination
with Folfiri 3 in the treatment of patients with non resectable locally

advanced or metastatic pancreatic cancer”.. regarding.

Clinical Trial NOC No.:- GCT/16/15

Reference: - Your letter No, AB12005/2014/001 dated 02 May 2014 on the subject
mentioned above.

1. Dr. Kayal Smita, Jawaharlal Institute of Postgraduate Medical Education &
Research, Dhanvanthari Nagar, Puduchery - 605 006.

2. Dr. M. Gopichand, City Cancer Centre, 33-25-33, Suryarao pet, Vijayawada-
520 002, Andhra Pradesh.

3. Dr. Ramavath Balasankar, MNJ Institute of Oncology & Regional Cancer
Center, Red Hills, Hyderabad-500 004. Andhra Pradesh.

4. Dr. Rajendra Arora, Sujan Surgical Cancer Hospital and Amravati Cancer
Foundation, 52 /B, Shankar Nagar, Main Road, Amravati - 444606,
Maharastra,

9. Dr. Jasmin C Vasavada, Shubham Hospital, 2nd floor, Opp. Bank of Baroda,
Near Sardar patel's statue, Naranpura, Ahmedabad-380 014, o

6. Dr. Ajay Kumar Sharma, Acharya Tulsi Regional Cancer Treatment &
Research Institute, S.p Medical Coliege and Associated Group of Hospitals,
Bikaner-334 003, Rajasthan.
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Dr. Murali Krishna Voonna, Mahatma Gandhi Cancer Hospital and- Research
Institute, 1/7, MVP Colony, Visakhapatnam - 530 017, Andhra Pradesh.

Dr. 1. K Rajeev, Sri Venkateshwara Hospital, #86, Hosur Main Road,
Madiwala, Bangalore — 560 068, Karnataka.

Dr. V Venkata Sampath, Sri Venkateswara Institute of Medical Sciences

(SVIMS), Alipiri, Thirupathi - 517 507, Andhra Pradesh.

Kindly note that the 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 abtained before initiation of the study;

Clinical trials shall be registered at Clinical trials Reg1stry 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 ten days of its occurrence

as per Appendix X! and in compliance with the procedures prescribed in Schedule

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 quuirements 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.
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{

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

commiittees.

with the Investigator etc, However, under no circumstances the number of trials
should be more than three at a time,

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, : '

preserved. This is applicable to the new subjects to be enrolled in  all clinical
trials including Global Clinical Trials. Al} the Sponsors /Investigators
/Institutes/Organizations and other stake holders Involved in conduct of clinical

Yours faithfully,

(Dr.
Drugs Controller Gen

.N. Singh)
ral (India)
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