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1. Purpose

The purpose of this Standard Operating Procedure (SOP) is to provide instructions on the
review of Study Completion Report for every study previously approved by the Institutional
Ethics Committee (IEC).

2. Scope

This SOP applies to the review of the Study Completion Report which is an obligatory
review of each investigator’s activities presented to the IEC as a written report of study
completed.

3. Responsibility

It is the responsibility of the IEC Chairperson/ Member secretary to review the study report
and notify it or request for further information, if necessary.

4. Flow chart
No. Activity Responsibility
1. | Manage completion report package upon receipt and IEC Secretariat

distribute to member secretary/chairperson

2. Assign reviewers and review the annexure/ related Member-Secretary
documents of completion report

3. | Written communication of the IEC to investigator Member-Secretary
Prepared By I Reviewed By - \ Approwed By ‘
. — : 1 S - - : . . |
| o AL |
e | Jow | ‘
F N s = —_— -1 ¢ p—
Dr. R. Geetha '| Dr. L Kannan '. i .
' Dr. S.
Member secretary of IEC l Member of IEC i é.h:irls)::stzsltl;s;;“
|




TAGORE MEDICAL COLLEGE Institutional Ethics
Review of Study Completion Reports
TMCH/EC/SOP/11
Amendment No: 00 Issue No: 01 Issue Date: 02/11/2020 PAGE 3 OF 5

5. Detailed instructions

5.1 Manage completion report package upon receipt and distribute to member
secretary/chairperson

» The Secretariat will receive 1 copy (soft and hard) of Study Completion Report filled
as per the format from the Principal Investigator. The study completion report is
expected from the investigator within 1 month of completion of the study at the site.
A brief study report containing data analysis from all centres can be submitted by the
investigator once available from the sponsor.

= It is the responsibility of the IEC Secretariat to review the report for completeness. If
necessary, the IEC secretariat will retrieve the master file from the archiving with
permission of the Member Secretary.

* The Secretariat shall forward the Study Completion Report along with Study
Completion Report Form and sends it to the Member secretary.

5.2 Assign reviewers and review the annexure/ related documents of completion report

» The completion report submission may undergo expedited review or full board review
as deemed appropriate by the IEC Chairperson/ Member Secretary

« The Chairperson and the Member Secretary will review the report, Study Completion
Report

» Form and Study Completion statement and notify it to the other [EC members at the
forthcoming full board meeting or the Chairperson / member secretary can designate
two other IEC members to review the Study report and related documents. If deemed
necessary, the Chairperson/member secretary may keep the report for discussion at
the forthcoming IEC meeting.

» The Secretariat will send the Study Completion Report Form and Study Completion
statement for regulatory studies to the designated IEC members if required.
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» In case there is a significant finding during the review process by the designated IEC
members this will be communicated to Principal Investigator. It is the responsibility
of Principal Investigator to provide the required information to the IEC.

5.3 Written communication of the IEC to investigator
5.3.1 During the Board meeting
» The Secretariat shall request the IEC member(s) designated the task to review a copy
of the Final Report to present his/her comments.

= The Member Secretary entertains any discussion of the study.
= If appropriate to the discussions, the Chairperson may call for voting for final decision

or whether to request further information or to take other action with the mvestigator.

5.3.2 After the Board meeting

* The Secretariat will note the decision in the meeting minutes and the study shall be
considered as closed if decision by IEC is “Noted”.

» The IEC decision is notified to the investigator as
a) noted in the IEC records
b) request for additional information / clarification

= Once the report is accepted by IEC the decision will be communicated to-the PI
within 14 days of the date of the receipt from the investigator /full board meeting.

* The Administrative Officer will archive the entire study protocol for a period of 5
years from the date of completion of the project if the decision is noted and closed.

= For thesis / dissertations no dues certification will be stamped only after confirming
the submission of study completion report.
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