. File Nd:CT/23/ 13-DCG(]) - " Clinical Trial NOC No:- GCT/ 13/-14

- | 7619/20.02.14
Government of India
2eveinment 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: 01 123236965, Fax: 01 123236971

E-mail: dei@nb.nic.in

File No:CT/2 13-DCG{1) . Dated: O 2 l oJ”’f 1y

To
/s. BIOCAD India Pwvt Ltd
163/C, 3w Cross,3d Phase,JP Nagar
Bengaluru—5600078, Karnataka, India.

Subject:- Permission for conducting a phase III clinical trial entitiled
“International multicentre double blind randomized clinijcal study
evaluating the efficacy and safety of BCD-020 (CJsc BIOCAD, Russia)
and MabThera® (F. Hoffmann-La Roche Ltd., Switzerland) in patients
with rheumatoid arthritis who had an inadequate response or
intolerance to other DMARDs including one or more TNF inhibitor
therapies” regarding, :

Clinical Trial NOC No.:- GCT/13/14 . . -

the following investigators and as per the Protocol No: BCD-020-2 versions 2.2
dated 06 Sep 2013 submitted to this Directorate,
1. Dr. SK. Das, Department of Rheumatology, KG Medical University, RALC
Campus Lucknow-226018.
2. Dr. Bhavesh Jesalpura, AMC MET Medical College and Sheth LG General
Hospital, Maninagar, Ahmedabad, Gujarat-380008,
3. Dr. Anil Baburao Dhule, Government Medical College and Hospital, Panchakki
Road, GHATI CAMPUS, Aurangabad—431001, Maharashtra.
4. Dr. Arvind B Goregaonkar, Lokamaniya Tilak Munciple Medical College &
General Hospital, Dr.B.R.Ambedkar Road, Sion, Mumbai-400027.
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5. Dr. Ajay S Chandanwale, B.J. Medical College and Sassoon General Hospital,
Pune - 411001, Maharashtra.

6. Dr. Sushil H. Mankar, NKPSMS, Department of Orthopaedic, Digdoh Hills,
Hingna Road, Nagpur -440019, Maharashtra.

7. Dr. K. V. Putta Kempa Raju, Departmént of Orthopedics, Ground Floor, OPD
Block, Victoria Hospital, Bangalore Medical College and Research Institute,
Fort, Bangalore-560002.

8. Dr. V. 8. Negi, JIPMER, Dhanvantri Nagar, Puducherry-605006.

9. Dr. Ravinder Kumar, Department of Orthopedics, Gandhi Hospital,
Musheerabad, Séecundrabad-500003, Andhra Pradesh.

10.Dr. Rathindra Nath Sarkar, Kolkata Medical College # 88 College Street
Kolkata-700073, WB, '

11.Dr. Rajiva Gupta, Medanata Duke Research Institute, Medanta-The Medicity,
Sector-38, Gurgaon, Haryana-122001. '

12.Dr Pispati Ameet Prakash, Bhatia I—Iospité_l, Medical Research Society, Tardeo
Road, Mumbai-400007, Maharashtra. :

13.Dr, Nalawade Ajit Bapurao, Ruby Hall Clinic 40, Sassoon Road, Pune - 411001,
Maharashtra,

14.Dr Vishwanath Yaligod, Sépthagiri Institute of Medical Sciences and Research

Centre, #15, Chikkasandra, Hesaraghatta Main Road, Bangalore-560090,
‘Karnataka.

15.Dr. P. V. Vijayaraghavan, Sri Ramachandra Medical Centre, No.1, Ramchandra
Nagar, Porur, Chenna.i-EiOO 116, Tamil Nadu.

16.Dr. Debashish Danda, Department of Clinical Immunology and Rheumatology,
Christian Medical College, Vellore-632004, Tamilnadu. A

17.Dr. Bipin Kumar Mohapatra, Hi-tech Medical College & Hospital, Pandra,
Rasulgarh, Bhubaneswar-751025, Orrisa.

18.Dr. Gumdal Narasimulu, Yashodha Hospital, Raj Bhavan Road, Somajiguda,
Hyderabad-500082.

Kindly note that the clinical trial permission is subject to the following conditions:
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Clinical tria] shall be conducted in compliance with the approved Protocols,
requirements of Schedule Y, Good Clinjcal Practice Guidelines issued by this

Directorate and other applicable regulations;

Any report of Serious adverse event occurring during clinical trial study to the
subject, after dyue analysis, shall be forwarded within ten days of jtg occurrence as

In case of an injury or death during the study to the subjects, the applicant shajl
provide complete medical management and compensation in the case of trial related
injury or death in accordance with rule 199 DAB and the procedures prescribed

the said authority; s N

contractors and clinical tria] sites to mspect, search and seize any record, data,
document, books, investigational drugs, etc. related to clinical tria] and provide

adequate replies to any queries rajsed by the inspecting authority in relation to the
conduct of clinical triaf, '

Clinical trial shalj be conducted only at those sites which are institutes/hospitals

having adequate emergency [facilities and duly registered Institutionaj Ethics
Committees,
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k.

The sponsor shall ensure that the number of clinical trials an investigator can
undertake should be commensurate with the nature of the trial, facility available
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.

. You are also informed that audio visual recording of the informed consent process

of each trial subject, including the procedure of providing information to the subject
and his/her understanding on such consent is required to be done duly adhering to
the principles of confidentiality. Such audio-visual recording and related
documentation shall be preserved. All the sponsors /investigators
/institutes/Organizations and other stake holders involved in conduct of clinical
trials in the country are hereby directed to adhere to the above requirement of
audio-visual recording of informed consent process of trial subjects with immediate

effect.

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,

rd

(Dr. G.HN. Singh)
Drugs Controller Generyal (India)
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