F. No. CT/09/19-DCG(l)

F. No. CT/19/000011
Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization
(Global Clinical Trial Division)
FDA Bhawan, Kotla Road, New Delhi-110002
Te No: 01123236965, Fax: 01123236971
E-mail: dci@nic.in
To,
M/s. Sanofi-Synthelabo (India) Private Limited,
Sanofi House, CTS No. 117-B, L&T Business Park,
Saki Vihar Road, Powai, Mumbai - 400072, India.

Subject: Clinical trial titled “A 26-week, randomized, open-label, parallel-group
comparison of SAR341402 Mix 70/30 to NovoMix®30 in adult patients with
diabetes mellitus using pre-mix insulin analogs” regarding.

Reference: Your Application No. GCT/Form44/FF/2019/13359 (GCT/09/19) dated
12/Feb/2019.

Sir,

This Directorate has no objection to your conducting the subject mentioned
clinical trial as per the provisions of Drugs & Cosmetics Rules under supervision of
the investigators mentioned below and as per the Protocol No: EFC15082, Version
Number 1, dated 25/September/2018 submitted to this Directorate.

1. Dr. Ajay Aggarwal, Fortis Hospital, A-Block, Shalimar Bagh, New Delhi-
110088.

2. Dr. Anirban Sinha, Medical College and Hospital, Department of
Endocrinology, 88, College Street, MCH Building, 4" Floor, Kolkata, West
Bengal-700073, India.

3. Dr. Aparna Kodre, Noble Hospital Pvt. Ltd., 153, Magarpatta City Road,
Hadapsar, Pune-411013.

4. Dr. Balamurugan Ramanathan, Kovai Diabetes Speciality Centre &Hospital,
No. 15, Vivekananda Road, Ramnagar, Coimbatore-641099, Tamilnadu,
India.

5. Dr. Bipin Kumar Sethi, CARE Hospitals, Care Out Patient Centre, #8-2-
620/A-E, Road No. 10, Banjara Hills, Hyderabad-500034, India.

6. Dr. Chittaranjan S Yajnik, Diabetes Unit, KEM Hospital Research Centre,
Diabetes Unit 6th Floor Banoo Coyaji Bldg, KEM Hospital Research Centre,
Sardar Moodliar Road, Rasta Peth, Pune-411011.

7. Dr. Chandni R, Department of General Medicine, Government Medical
College, Kozhikode, Kerala-673008, India.

8. Dr. Dheeraj Kapoor, Artemis Hospital, Sector-51, Gurugram, Haryana-
122001.

9. Dr. Harish Kumar, Amrita Institute of Medical Sciences and Research
Centre, AIMS-Ponekkara, P.O, Kochi-682041, Kerala, India.
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10.Dr. Jugal Bihari Gupta, Eternal Hospital, Unit of Eternal Heart Care Centre &
Research Institute Pvt. Ltd.,, 3 A, Jagatpura Road, Near Jawahar Circle,
Jaipur-302017, Rajasthan India.

11.Dr. Kiran Pal Singh, Fortis Hospital, Sector-62, Phase VIII, Mohali-160062.

12.Dr. Mallikarjun Vamadevappa Jali, Diabetes Centre, KLES Dr. Prabhakar
Kore Hospital & MRC, Nehru Nagar, Belagavi-590010, Karnataka, India.

13.Dr. Manish Gutch, Mother and Child State Referral Hospital (A Unit of Dr.
Ram Manohar Lohia Institute of Medical Sciences), Amar Shaheed Path,
Gomti Nagar, Lucknow-226002.

14.Dr. Naval Kishore Vikram, Department of Medicine, All India Institute of
Medical Sciences, Ansari Nagar, New Delhi-110029, India.

15.Dr. Paturi Vishnupriya Rao, Kumudini Devi Diabetes Research Center,
Ramdevrao Hospital, Kukatpally, Telangana-500072.

16.Dr. Pravin Dinkar Supe, Supe Heart & Diabetes Hospital & Research
Center, Opp. Adhar Ashram, Gharpure Ghat, Near Runghta High Schooal,
Ashok Stambh, Nashik-422002, Maharashtra, India.

17.Dr. Rajesh Rajput, Department of Endocrinology, PGIMS Rohtak, Haryana-
124001.

18.Dr. Rakesh Kumar Sahay, Osmania General Hospital, Department of
Endocrinology, Osmania General Hospital, Osmania Medical College,
Afzalgunj, Hyderabad, Telangana, India.

19.Dr. S. R. Aravind, DIACON Hospital (Diabetes Care & Research Centre)
359-360, 19" Main, 15t Block, Rajajinagar, Bangalore-560010.

20.Dr. Sreenivasa Murthy. L, Life Care Hospital & Research Centre,
#2748/2152 M.L.N Enclave, 16" E cross, 8" Main, D Block, Next to
Corporation Bank, Sahakar Nagar, Bangalore-560092.

21.Dr. Sujit Bhattacharyya, The Calcutta Medical Research Institute, 7/2,
Diamond Harbour Road, Kolkata~ 700027.

22.Dr. Surender Kumar, Sir Ganga Ram Hospital, SGRH Marg, Rajinder Nagar,
New Delhi-110060, India.

23.Dr. Vaishali Chetan Deshmukh, Deenanath Mangeshakar Hospital and
Research Center, Erandwane Near Nall Stop, Pune-411004.

24.Dr. Deepak Khandelwal, Department of Endocrinology, Maharaja Agrasen
Hospital, West Punjabi Bagh, New Delhi-110026.

25.Dr. Faraz Farishta, Thumbay Hospitals, (New Life) 16-6-104 to 109, Old
Kamal Theater, Chadharghat, Hyderabad-500001.

26.Dr. Kirtikumar Dharmshibhai Modi, Department of Endocrinology, Care
Hospitals, 5-4-199, Jawaharlal Nehru Road, Nampally, Hyderabad,
Hyderabad-500001, Telangana, India.

27.Dr. Prabha Adhikari M R, Yenepoya Medical College & Hospital, Yenepoya
(deemed to be University), University Road, Deralakkatte, Mangalore-
575018, Karnataka.

28.Dr. Pramila Kalra, M S Ramaiah Medical College & Hospitals, M S Ramaiah
Nagar, MSRIT Post, Bangalore-560054.

Note that the clinical trial permission is subject to the following conditions:

a. The PK/PD of an adequate number of Indian subjects as part of the
study.

b. The upper age limit of subjects should be 65 years.

c. Theinvestigators should be at least MD/DNB (Medicine).
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d.

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.

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 fourteen days of its
occurrence as per Appendix Xl 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 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
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.

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 Investigator(s) for conducting the study shall be made available to this
directorate before initiation of each of the trial 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
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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.

0. 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.

p. Informed Consent Documents (ICD) viz. Patient Information Sheet (PIS) and
Informed Consent Form (ICF) complete in all respect as per the requirements
specified in Appendix V of Schedule Y of the Drugs and Cosmetics Rules,
1945 must be got approved from the respective Ethics committee and
submitted to CDSCO before enrolling first subject at the respective site.

Yours faithfully,

Digitally signed by S ESWARA REDDY
DN: c=IN, 0=CENTRAL DRUGS STANDARD
CONTROL ORGANIZATION .,

2.5.4.20=cec9e6dd3ecf4caa36d3ae9e432d59a6f
4c3a02cb467e76d5edcdb3a731ee144,

~  SousDGHSEID 4432120, postalCode=110002,
walra H;éi}u EPWARA REDDY
Date: 2019,04.04 17:23:04 +05'30'

Drugs Controller General (India)
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