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| 14137/15.10.19 | File No. 4-27/2012-DC-~
| | Government of India .
Directorate General pf Health Services
Central Drugs Standard Fontrol Organization
(FDC Diyision)

FDA Bhawan, Kotla Road
New Delhi-110002

Dated: jyl1)wne

To,
M/s. Sun Pharma Laboratories Ltd.,g
Plot No. 754, Setipool, P.O. Ranipool,
East Sikkim-737135. ;

= e : : "
Subject: Permission for conducting Phase IV Clinical Trial with FDC o
Glimepiride IP + Voglibose IP + Metformin HCI IP (as ER) (1 mg + 0.2mg +
500mg & 2mg + 0.2mg + 500h19) uncoated bilayered table.t (Vide Protocol
No. ICR/19/005, Version No. 1.0, dated 18.09.2019) -regarding.

CTNo. CT/Drugs/123/2019
I

Sir, | .
Please refer to your letter no. Sﬂ’LLDP/10/81 dated 14.10.2019 on the subject
mentioned above. This Directorate has o objection to your conducting clinical trial with
the said drug under the supervision of fdllowing investigators mentioned and as per the
Vide ICR/19/005, Version No. 1.0, dateq 18.09.2019 submitted to this Directorate.

|

1. Dr. Indira Pattnaik, Sparsh Hospital &fCriticaI Care Private Limited A/407, Back Side of
Kalyan Jewellers, Sahid Nagar, Bhubaneswar, Odisha- 751007.

2. Dr. Samir Sahu, IMS & SUM Hospital'S ‘0" A University, K8, Kalinga Nagar, Bhubaneswar-

3. Dr. Gouranga Sarkar IPGME&R, SSKM Hospital 244, A.J.C. Bose Road, Kolkata- 700020,
West Bengal. i

4. Dr. Shobhit Shakya, RML Institute of Medical Sciences Vibhuti Khand, Gomti Nagar,
Lucknow- 226010, UP. f

9. Dr. .B. Thrilok Chander, Gandhi ;Medical College, Gandhi Hospital Musheerabad
Secunderabad, Telangana- 500003. |

6. Dr. Redewad Nagnath Kerba, B.J. Govt. Medical College & Sassoon General Hospitals
Near Pune Railway Station, Pune- 411001, Maharashtra.

7. Dr. Balamurugan Ramanathan, Kovai Diabetes Speciality Centre and Hospital No. 15,
Vivekananda Road, Ram Nagar, Coimbatore- 641009, Tamil Nadu. .

8. Dr. Dilip Shah, Vijay Vallabh Hospital and Medical Research Centre, 423, Tirupati Nagar.
Phase 1, Bolinj, Virar (West), Distt- Palghar, PIN- 401303.

9. Dr. Kodre Aparna Nilesh, Noble Hospitals Pvt. Ltd, Pune-153, Magarpatta City Road
Hadapsar, Pune- 411013, Maharashtta.

10. Dr. Jayesh Shah, Hi-tech Multispeciality Hospital Sector-3D, Plot No. 1180, Gh Road, Nr.
Gh-11/2 Bus Stand, Gandhinagar, Gujarat- 382003.

11.Dr. K. Neelaveni, Osmania General Hospital, Osmania Medical College Afzalgunj
Hyderabad- 500012, Telangana. ,

12. Dr. Sanjay Saran, Department of Eng ocrinology, Room No-43A, 4" Floor, Dhanvantri OPL
Block, SMS Hospital, Jaipur- 302004 ! .

13. Dr. Ahirrao Preetam Kashinath, SHree Siddhivinayak Maternity & Nursing Home, Unity
Complex, 2nd Floor, Opp. K.T.H.M., College, Gangapur Road, Nasik 422002, Maharashtra.

14. Dr. Madhukar Gaikwad, OPD No. 24, Department of Medicine, St. George's Hospital, F
D'Mello Road, Behind GPO, Fort, Mumbai-400001.
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The clinical trial permission is subject to the following conditions:-

_ Clinical trial at each site shall be initiated after approval of the clinical trial protocol
and other related documents by the Etﬁ\ics Committee of that site, registered with the
Central Licencing Authority under rule 8:

 Where a clinical trial site does not have its own Ethics Committee, clinical trial at that
site may be initiated after obtainingﬂ approval of the protocol from the Ethics
Committee of another trial site; or an independent Ethics Committee for clinical trial
constituted in accordance with the provisions of rule 7:

i. Provided that the approving Ethicllt‘, Committee for clinical trial shall in such case
be responsible for the study at the trial site or the centre, as the case may be:

i Provided further that the approving Ethics Committee and the clinical trial site or
the bioavailability and bioequivalence centre, as the case may be, shall be
located within the same city or within a radius of 50 kms of the clinical trial site;

. In case an ethics committee of a Clinicél trial site rejects the approval of the protocol,
the details of the same shall be submitted to the Central Licensing Authority prior to
seeking approval of another Ethics Qommittee for the protocol for conduct of tf
clinical trial at the same site; |
_ The Central Licencing Authority shall e informed about the approval granted by the
Ethics Committee within a period of fifteen working days of the grant of such
approval; !
_ Clinical trial shall be registered with the Clinical Trial Registry of india maintained by
the Indian Council of Medical Research before enrolling the first subject for the trial;
Clinical trial shall be conducted in accordance with the approved clinical trial protoco!
and other related documents and as! per requirements of Good Clinical Practices
Guidelines and the provisions of these rules;
_ Status of enrolment of the trial subjects shall be submitted to the Central Licencing
Authority on quarterly basis or as appropriate as per the duration of treatment in
accordance with the approved clinical trial protocol, whichever is earlier,
. Six monthly status report of each clini¢al trial, as to whether it is ongoing, completed
or terminated, shall be submitted to the Central Licencing Authority.
In case of termination of any clinical trial the detailed reasons for such termination
shall be communicated to the Central Licencing Authority within thirty working days ~f
such termination;
Any report of serious adverse event occurring during clinical trial to a subject of
clinical trial, shall, after due analysis, be forwarded to the Central Licencing Authority,
the chairperson of the Ethics Committee and the institute where the trial has been
conducted within fourteen days of iit-s occurrence as per Table 5 of the Third
Schedule and in compliance with the procedures as specified in Chapter VI,
In case of injury during clinical trial to the subject of such trial, complete medical
management and compensation shall be provided in accordance with Chapter VI and
details of compensation provided in such cases shall be intimated to the Central
Licencing Authority within thirty working days of the receipt of order issued by Central
Licencing Authority in accordance with;the provisions of the said Chapter;
in case of clinical trial related death or permanent disability of any subject of such
trial during the trial, compensation shall be provided in accordance with Chapter Vi
and details of compensation provided ;in such cases shall be intimated to the Central
Licencing Authority within thirty working days of receipt of the order issued by the
Central Licencing Authority in accordance with the provisions of the said Chapter;
. The premises of the sponsor includingihis representatives and clinical trial sites, shall
be open for inspection by officers of| the Central Licencing Authority who may be
accompanied by officers of the State Licencing Authority or outside experts as
authorised by the Central Licencing Authority, to verify compliance of the
requirements of these rules and Good Clinical Practices Guidelines, to inspect,
search and seize any record, result,| document, investigational product, related to
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clinical trial and furnish reply to query raised by the said officer in relation to clinice
trial;

n. The laboratory owned by any person or a company or any other legal entity anc
utilised by that person to whom petmission for clinical trial has been granted used fo
research and development, shalll be deemed to be registered with the Centre
Licensing Authority and may be ysed for test or analysis of any drug for and or
behalf of Central Licensing Authority;

0. The Central Licencing Authority may, if considered necessary, impose any othe
condition in writing with justification, in respect of specific clinical trials, regarding the
objective, design, subject population, subject eligibility, assessment, conduct anc
treatment of such specific clinical tr;al;

p. The sponsor and the investigator shall maintain the data integrity of the date
generated during clinical trial.

q. Informed Consent Documents’ (ICD) viz. Patient Information Sheet (PIS) anc
Informed Consent Form (ICF) complete in all respect & must be got approved fror
the respective Ethics committee and submitted to CDSCO before enrolling firs
subject at the respective site. !

r.In addition to the requirement of obtaining written informed consent, an audio-videc
recording of the informed consent process in case of vulnerable subjects in clinica.
trial of New Chemical Entity or New Molecular Entity including procedure of providing
information to the subject and his understanding on such consent, shall be
maintained by the investigator for récord: 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 progedure of providing information to the subject and
his understanding on such consent shall be maintained by the investigator for record,
as per Government of India, Gaze%tte Notification vide G. S. R. no. 611(E) dated
31.07.2015; :

s. Firm should submit the result of |Phase IV study report within one year to this
office for review by the committee:.

Yours faithfully,

Yo

(Dr. V. G. Somani)
Drugs Controller General (India)

Copy to:-
All Zonal/Sub Zonal offices of CDSCO.



