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‘File No CT/1 6/16-DCG(i) Clinical Trial NOC No: GCT/44/16

GOVERNMENT OF INDIA F 2999/19.04.16
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: 01 123236971
E-mail: dei@nic.in

File No: CT/16/16-DCG (1) Date: 1 q } ;p/ no/t,
To,
M/s Novo Nordisk India Pvt, Ltd.,

Plot No: 32, 47-50, EPIP Area, Whitefield,
Bangalore-560066, India

Subject: Permission for conducting a Phase Illa clinical trial titled “A Trial Investigating the
Cardiovascular Safety of Oral Semaglutide in Subjects with Type 2 Diabetes.”- regarding.

Reference: Your letter No. NN/RA/SPTP/090 dated 31/March/16 on the subject mentioned above, .
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: NN9924-4221 version 3.0 dated 12/02/2016 to this Directorate.

. Dr. Harshada U Kudalkar, Diabetes Unit, 6™ Floor, BanooCoyaji Building, KEM Hospital Research
Centre, SardarModliar Road, Rasta Peth, Pune-41 1011,

2. Dr. Jubbin J Jacob, Endocrine & Diabetes Unit, Room No 3200/3201 (New Ward 15), Dept. of
Medicine, Christian Medical College and Hospital, Brown Road, Ludhiana, Punjab-141008.

3. Dr. Navneet Shah, Sterling Hospital, Sterling Hospital Road, Memnagar, Ahmedabad-380052,
Gujarat,

4. Dr. Nikhil
110029.

5. Dr. Rakesh Sahay, Dept. of Endocrinology, 2™ Floor, Gloden Jubliee Block, Osmania Medical
College and Osmania General Hospital Afzalgunj, Hyderabad-500 012,

6. Dr. Satinath Mukhopadhyay, IPGME & R, Ronald Ross Building, 4% Floor, Room No. 9, 9A, 244,
AJC Bose Road, Kolkata-700020.

7. Dr. Sujeet Jha, Max Super Speciality Hospita
Road, Saket New Delhi-1 10017,

8. Dr. Tirthankar Chaudhury, Apollo Gleneagles Hospitals, 58, Canal Circular Road, Kolkata-700054.

9. Dr. Tiven Marwah, HCG Multi-Specialty Hospital, Mithakhaliellisbridge, Ahmedabad-380006.

10. Dr. Tushar Bandgar, Dept. of Endocrinology, Seth GS Medical College & KEM Hospital, Parel,
Mumbai-400012,

L. Dr. Vaishali Deshmusk, Deenanath Mangeshkar Hospital and Research Cente
Building Ground Floor S8 OPD, Erandawane, Pune-Maharashtra-411004.

12, Dr, Bipin Kumar Sethi, Care Outpatient Centre D No. 8-2-620/A-E, Room No: 125/126, Road No:
10, Banjara Hills, Hyderabad-500034, Telangana,

Tandon, Dept. of Endocrinology & Metabolism, AIIMS, Ansari Nagar, New Delhi-
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13.Dr. Chandni Radhakrishnan, Department of General Medicine Government Medical Colie:
Kozhikode-673008,

14. Dr. R M. Anjana, Madras Diabetes Research Foundation No 4, Conran Smith Road, Gopalapuram, \
Tamil Nadu Channai-600 086. o

15. Dr. Bhagwat Nikhil Madhusudan, Department of Endocrinology, College Building 4™ Floor, Room
No. 19 Topiwala National Medical College & B.Y.L Nair Charitable Hospital, Dr, A.L. Nair Road,
Mumbai-400008.

16. Dr. Sambit Das, Apollo Hospital, Bhubaneswar Plot No, 251, SAINIK School Road, Unit 15,
Bhubaneswar-751005.

17. Dr.Ankush Desai, Dept. of Medicine, Goa Medical College Bambolim, Goa, 403202,

18. Dr. Harish Kumar, Amrita Institute of Medical Sciences & Research Centre, AIMS- Ponekkara, P.O, Kochi,
Kerala-682041.

Kindly note that the clinical trial permission is subject to the following conditions;

a. Patients with Type-2 diabetes with HbA1C >10.0 % shall receive standard of care along with
Insulin and the study medication.

b. 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.

d. 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 tl‘iéi, 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 occutring during clinical trial study to the subject, after due

analysis, shall be forwarded within 14 days of its occurrence as per Appendix XI and in compliance
with the procedures prescribed in Schedule Y.

g- 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
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drugs, ectc. related to clinica] trial  and provide adequate replies to any queries raised by the
inspecting authority in relation to the conduct of clinical tria],

J- Clinical trial shall be conducted only at those sites which are institutes/hospitais having adequate
emergency facilities and duly registered Institntiona) Ethics Committees,

k. The detajls of payment/honorarium/ﬁnancial support/fees paid by the Sponsor to the Investigator(s)

for conducting the study shall be made available to thig directorate before initiation of each of the
trial sites,

trials of New Chemical Entity or New Molecular Entity including procedure of providing
information o the subject and his understanding on such consent, shai be maintained by the
investigator for tecord. Provided that in case of clinjog] trial of anti-HIy and anti-Leprosy drugs, only
audio recording of the informed consent process of individya] subject including the procedure of
broviding information to the subject and his understanding on such consent shall be maintained by

m. It may kindly be noted that merely granting permission (o conduct clinical trialg with the drug doeg
ot convey or imply that based on the clinical tria] data generated with the drug, Permission to market
this drug in the country wil} automatically be granted to you. “

You faithfully,

(Dr.
Drugs Controlley

:N. Singh)
eneral (1)
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