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1. POLICY STATEMENT

Appeals are requests submitted by researchers, sponsors, or funding agencies for the reconsideration of a
decision or action taken by the research ethics committee regarding a protocol or its related documents.
Addressing appeals demonstrates the openness of DLSMHSI-IEC members and their commitment to
transparency and fairness.

The IEC will consider the Pl's perspective on the feasibility and acceptability of IEC recommendations,
including cases of disapproval. All appeals will undergo Full-Board Review and will be resolved within thirty
(30) calendar days of receiving a fully documented appeal.

2. OBJECTIVES

This activity aims to outline the IEC's management of appeals to ensure fairness, transparency, and a
comprehensive ethics review process that considers the perspective of the PI. It also seeks to detail the
procedures for reconsideration and appeals of unfavorable decisions rendered by the IEC.

3. SCOPE

This SOP outlines the procedures for handling appeals to IEC decisions, beginning with the receipt of the
appeal and concluding with the communication of the committee's decision to the researcher and the
updating of the protocol records.

4. WORKFLOW
ACTIVITY RESPONSIBILITY
Step 1:  Receipt of an appeal |EC Staff
Step 2:  Retrieval of pertinent protocol files |EC Staff
Step 3:  Notification of IEC Chair and Primary Reviewers |EC Staff
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ACTIVITY RESPONSIBILITY
. Inclusion of the appeal in the agenda of the next regqular IEC :
Step 4: board meeting IEC Chair and Staff
Step 5:  Discussion and deliberation on the appeal IEC Chair and Members
Communication of IEC action to the Principal
Step 6:  Investigator/Researcher ~ (SOP  27:  Communicating | IEC Chair and Staff
DLSMHSI-IEC Decisions)
Step 7: Filing of all related documents (SOP 29: Management of IEC Staff

Active Files) and update of the protocol database

5. DESCRIPTION OF PROCEDURES

5.1.

5.2.

5.3.

5.4.

5.5.

Step 1 - Receipt of an appeal. The |IEC Staff receives the Letter of Appeal (IEC Form

036/V1/2025) of the Pl/researcher and enters the pertinent information into the logbook. Appeal

requests must be submitted to the IEC Chair in writing no later than thirty (30) calendar days

after the IEC has rendered the written decision letter.

Step 2 — Retrieval of pertinent protocol files. The IEC Staff retrieves the pertinent files for

reference in the review. These files include the initially submitted protocol, ICF, research tools,

and other related documents.

Step 3 - Notification IEC Chair and Primary Reviewers. The |EC Staff informs the IEC Chair

and Primary Reviewers about the receipt of the Letter of Appeal (IEC Form 036/V1/2025) and

awaits further instructions. The IEC Chair acknowledges the appeal request in writing within five

(5) working days of its receipt, providing details of the appeal process and outlining the required

documentation.

Step 4 - Inclusion of the appeal in the agenda of the next regular IEC board meeting. The

|EC Staff includes the appeal in the agenda for the next full-board meeting. They shall also

ensure the availability of the retrieved protocol and related documents during the meeting and

notify the Pl/researcher to be available on the scheduled date in case further clarification is

required.

Step 5 - Discussion and deliberation of the appeal.

5.5.1.  The Primary Reviewer provides a summary of the protocol and the previous
discussions related to the issues as context for the appeal.

5.5.2.  The IEC Chair presents the content of the appeal and facilitates the discussion.

5.5.3.  If needed, the Pl/researcher may be invited to provide further clarification on specific
issues.
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5.5.4.  After addressing the points for clarification, the Pliresearcher is asked to leave the
meeting to allow the committee to deliberate.
5.5.5.  The |IEC convenes to reach a decision, by consensus, on whether to accept any or all
of the points raised in the appeal.
5.6.  Step 6 - Communication of IEC action to the Principal Investigator/Researcher.
5.6.1.  Based on the deliberations, the IEC Chair summarizes the decision points.
5.6.2.  The IEC Staff then prepares the draft Notification Letter for Review Decision (IEC
Form 019/V1/2025) for approval by the IEC Chair. (Refer to SOP 27: Communicating
DLSMHSI-IEC Decisions)
5.6.3. The PI will receive the final Notification Letter for Review Decision (IEC Form
019/V1/2025) shall satisfactorily address all the conditions and concerns raised by the
IEC to receive ethical approval.
5.6.4.  The decision of the IEC shall be final and no further appeals will be granted.
5.7.  Step 7 - Filing of all related documents and update of the protocol database. The IEC
Staff files all the documents into the appropriate folder and updates the protocol database
accordingly.

6. GLOSSARY

6.1 Appeal — a request of a researcher/ investigator for a reconsideration of the |EC
recommendation.

6.2  Primary reviewer — a member of the |[EC who is assigned to do an in-depth evaluation of
research-related documents using technical and ethical criteria established by the committee.

6.3  Protocol database - a collection of information (e.g., regarding protocols) that is structured and
organized so that this can easily be accessed, managed, interpreted, analyzed and updated. It
is usually in an electronic platform used for tracking and monitoring the implementation of a
study.

6.4 Protocol File/Folder — an organized compilation of all documents (in physical or electronic
form) related to a study.

7. FORMS

IEC Form 036/V1/2025 Letter of Appeal
[EC Form 019/V1/2025 Notification Letter for Review Decision
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