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Ref. No. TFDAOD 16/ CTR/0015 /03 13= February, 2017

Professor Karim P. Manji,

Principal Investigator,

Department of Paediatrics and Child Health,
Muhimbah University of Health and Allsed Scences,
F.0, Box 65001,

DAR ES SALAAM.

RE: AFPROVAL TD CONDUCT A 5TUDY ENTITLED “ESTABLISHING THE OPTIMAL
DOSE OF THERAPEUTIC ZINC SUPFLEMENTATION FOR THE TREATMENT OF
ACUTE DIARRHEA IN UNDER FIVE CHILDREN - A DOSE RESPONSE TRIAL IN
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1. Approval is hereby granted for vou to conduct the above study,
2. The approved

mdymlmeh.lenm_ﬂmh and Amana district hospitals-
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Al relevant information, documents and records pertaining 1o the trial should be
retained at the clinical trial site for a period of not bess than 20 vears afler
completion of & traal and made avalable upon request by TFDA

Any amendment of the protocol, product or Investigators Brochure should be
reparted to TFDA and approval obtained before its implementation.

All serious adverse events should be reported in writing within 14 days and for fatal
ones within 24 hours of their sccurrence in any of the study sites.

Permits for Importation of Investigational Medicinal Product(s) should b\e obtained
before importation. The productis) should be inspected and approved at the port of
eniry.

Copies of publication(s) of any part of the study should be submitted.

4. The validity of this permit expires on 12% February, 2020,

3. Looking forward to your continued cooperation.
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are tted to TFDA. Reparts of be submitted as
- produced and within three weeks after the end of the period
the final study report within 60 days of conclusion of the trial.
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(i) You submit to TFDA copies of publications of any part of the study.




INSTITUTIONAL ETHICS COMMITTEE

SUBHARTI MEDICAL COLLEGE & HOSPITAL
SWAMI VIVEKANAND SUBHARTI UNIVERSITY

SUBHARTI PURAM, N.H. 58, DELHI—HARIDWAR, BY PASS ROAD, MEERUT. PIN-250005
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No.SMC/EC/2016/ 8 L‘ Date: 16.12.2016
CERTIFICATE
To

Dr. Sunil Sazawal

Executive Director Center for Public Health Kinetics
214 A, Basement Vinoha Puri Lajpat Nagar —II
New Delhi — 110024

Dear Dr. Sazawal

The Institutional Ethics Committee, Subharti Medical College & Hospital Meerut reviewed and discussed
your research protocol entitled “Establishing the optimal dose of therapeutic zinc supplementation for the
treatment of acute diarrhea in under five children — a dose response trial in a South Asian and a Sub-Saharan
African setting ” on 15.12.2016.

The following documents were reviewed:

1. Research Protocol version 3 & 4

2. Patient Information Sheet and Informed Consent Form in English & Hindi
3. Investigator’s Brochure,
4

Proposed methods for patient accrual including advertisement (s) etc. proposed to be used for the
purpose. N/A

5. Principal Investigator’s current CV.
6. Insurance Policy / Compensation for participation and for serious adverse events occurring during the
study participation. N/A
7. Investigator’s Agreement with the Sponsor. N/A
8. Investigator’s Undertaking (Appendix VII). N/A
The following members of the Ethics Committee were present at the meeting held on 15.12.2016
1. Dr. Umesh Kumar Singh (Principal, KSCP) Chairman
2. Dr. P.P. Khosla (Professor & Head, Pharmacology) Member
3. Dr. Shashi Prateek (Professor Obs & Gyne.) Member
4. Dr. Sandeep Chaudhary (Professor Psychiatry) Member
5. Ms. Sarika Tyagi (Asst Professor, SPSIL) Member
6. Sh. V.K. Sharma (Bharat Vikash Parishad NGO) Member
7. Mr. Sardar Ahmed (Director Subharti Media Ltd.) Member
8. Dr Deshraj Singh (Ethicist& Philospher sanskriti Vibhag) Member

9. Dr A. K Srivastava (Professor & Head, Forensic Medicine) Member Secretary
We approve the project to be conducted in its presented form. Ethics Committee also expects to be informed about the
progress of the study, any SAE occurring in the course of the study, any changes in the protocol and patient information /
informed consent and asks to be provided a copy of the final report.
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(Dr. A. K. Srivastava)
Member Secretary
Ethics Committee.

Yours sincerely




	TFDA Approval Certificate1
	TFDA Approval Certificate2
	TFDA Approval Letter1
	TFDA Approval Letter2

