KAKATIYA INSTITUTIONAL ETHICS COMMITTEE (KIEC)

Commitments:

(i) The Committee shall review. and accord its approval to a clinical trial and also
carry ongoing review of the trial at appropriate intervals, as specified -in Schedule
Y and the Good Clinical Practice Guidelines for Clinical Trials in India and other
applicable regulatory requirements for safeguarding the rights, safety and well- being
of the trial subjects.

(ii) In the case of any serious adverse event occurring to the clinical trial subjects during
the clinical trial, the Committee shall analyse and forward its opinion as per
procedures specified under APPENDIX XII of Schedule Y.

(i) The Committee shall allow inspectors or officials authorised by the Central Drugs
Standard Control Organisation to enter its premises to inspect any record, data or any
document related to clinical trial and provide adequate replies to any query
raised by such inspestors or officials, as the case may be, in relation to the conduct of

clinical trial.

(iv) We agree fO. maintain adequate and accurate records after the completion or
termination of the study for not less than five years from the date of completion or
termination of the trial (Both in hard and soft copies).
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