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Initial Checklist to Verify Completeness of Documents Submitted

For office use only-

1.

10.

Three (for PG dissertation/ Ph.D. thesis/ ICMR studentship) copies of the proposal for
ethics sub- committee.

Clinical research proforma along with gradation details assessment.

Consent form 3 for patients in English / Hindi / Gujarati language.

Consent form 2 filled with all the questions answered in complete sentences & simple
language.

In case the research involves a study product (such as a pharmaceutical or device under
investigation, an adequate summary of all safety, pharmacological pharmaceutical, and
toxicological data available on the study product, together with a summary of clinical
experience with the study product to date (e.g.: recent investigator's brochure published
data, a summary of the product's characteristics); (Product information)

Investigator(s) curriculum vitae (updated, signed, and dated)

Material to be used (including advertisements) for the recruitment of potential research
participants;(if needed)

A statement describing any compensation for study participation (including expenses
and access to medical care) to be given to research participants; (if needed)

A description of the arrangements for indemnity, if applicable.

A description of the arrangements for insurance coverage for research participants, if

applicable.

11. A statement of agreement to comply with ethical principles set out in relevant guidelines
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