Nil File No. FDC/MA/19/000025 Tele. No. : 011-23236965 |
Government of India Fax No. :011-23236973
Directorate General of Health Services
Central Drug Standard Control Organization
(FDC Division)

FDA Bhawan, Kotla Road
New Delhi-110002

Dated.:
To,
M/s. Alkem Laboratories Ltd., T m
Alkem House, Devashish Senapati Bapat Marg, - o
Lower Parel, Mumbai-400013. '
Subject: Permission for conducting phase Il clinical trial with FDC of

Pantoprazole Sodium [P + Aspirin IP (20mg + 81mg & 20mg + 150mg)
capsules (Vide Protocol No. ALK21-ASP1, Version No. 1.0, dated
03.12.2018) -regarding.

CTNo. CT/Drugs/87/2019

Sir,

Please refer to your online application no. FDC/Form44/FF/2018/11623 dated
11.02.2019 on the subject matter. This Directorate has no objection to your conducting
clinical trial with the said drug under the supervision of following investigators mentioned

and as per the Vide protocol no. ALK21-ASP1, Version No. 1.0, dated 03.12.2018
submitted to this Directorate.

1. Dr. B. Tantry Vishwanath, Dept. of Gastroenterology, Kasturba Medical College
Hospital, Ambedkar Circle, Mangalore-575001, Karnataka.

2. Dr. Nitin Patki, Maharashtra Medical Foundation Joshi Hospital, 778, Shivaji
Nagar, Opposite Kamla Nehru Park, Pune-411004.

3. Dr. Naveen Jamwal, Dept. of Cardiology, Dr. Ram Manohar Lohia Institute of
Medical Sciences, Vibhutikhand, Gomtinagar, Lucknow-226010.

4. Dr. Kamal Harishchandra Sharma, Sanjivani Superspeciality Hospital Pvt. Ltd., 1,
Uday Park Society, Nr. Sunrise Park, Vastrapur, Ahmedabad-380015, Gujarat.

5. Dr. Vinod Kumar Dixit, Dept. of Gastroenterology, Institute of Medical Sciences,
Banaras Hindu University, Varanasi, U.P. 221005.

6. Dr. Bhabadev Goswami, Institue of Digestive & Liver Disease, Dispur Hosptial Pvt.
l.td., Ganeshguri, Guhawati-781006, Assam.

7. Dr. Dawney Zachariah, Lourdes Hospital, Ernakulam, Kochi-682012, Kerala.

8. DR. Ajaykumar U Mahajan, Dept. of Cardiology, Lokmanya Tilak Municipal
Medical College and General Hospital, Sion, Mumbai-400022,

9. Dr. Vimal Mehta, GB Pant Institute of Postgraduate Medical Education &
Research, Jawahar Lal Nehru Marg, New Delhi-110002.

10.Dr. Baiju Rajan, Dept. of Cardiology, Govt. Medical College, Thiruvananthapuram
Kerala-695011.

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;

b. Approval of the Ethics Committee duly registered with the office of DCG (I}
shall be obtained before initiating the clinical trial.

c. Clinical trials shall be registered at Clinical trials Registry of india before
enrolling the first patient for the study;

d. 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 saig Licensing Authority; =
Any report of serious adverse event occurring during clinical trig| study to the
subject, after due nalysis, shall be forwarded within fourteen days of its
Gccurrence as per Appendix XI and in compliance with the procedures
prescribed in Schedyle Y

In case of an injury or death during the study to the Subjects, the applicant shal
provide complete medical management and compensation in the case of trig|
related injury or death in accordance with rulg 122 DAB and the procedures
Prescribed under Schedyle 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, confractors ang sub-contractors and clinical trig| 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 ctoncerned, to verify compliance to the

—

in case of clinical trial of anti-HIV ang anti-leprosy drugs, only audio recordin:

shall be maintained by the investigator for record, as per Government of India,
Gazette Notification vide G. 8. R. no. 611(E) dated 31.07.201s,

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,

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 datg
generated with the drug, permission to market this drug in the country will
automatically be granted to you,

Firm should present the resuits of BE study before the committee before

initiation of the clinical trial.

Copy to:-

Yours faithfully,

\%

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

All Zonal/Sub Zonal offices of CDSCO



