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1. STATEMENT OF POLICY

Assigned Primary Reviewers are required to submit duly filled-up evaluation forms to
ensure an exhaustive evaluation of the study protocol’s scientific design, ethical issues,
and corresponding measures to reduce the risks to human participants, as well as
evaluation of informed consent processes and forms. The name of PR will be indicated
on the evaluation forms by the ERC Staff Secretary after submission of Pl of complete
protocol package.

The protocol evaluation forms and informed consent evaluation forms shall be
accomplished within 5-7 working days from receipt of the protocol package and shall be
submitted one (1) day before the scheduled meeting by the Primary Reviewer.

2. OBIJECTIVE/S OF THE ACTIVITY

Comprehensive review of study protocols submitted shall be ensured with the use of a
guided and detailed evaluation forms to cover all aspects such as scientific design and
ethical considerations in the conduct of the study and all essential elements in securing
informed consent from human participants. In addition to the review elements
described above, the primary reviewers shall ensure the study protocol’s compliance
with existing international and national guidelines and policies including, but not limited
to, the 2017 National Ethical Guidelines for Health and Health-related Research and
Data Privacy Act of 2012. The evaluation forms are designed to standardize the review
process and to facilitate the reporting of the findings and recommendations pertaining
to the study protocol as well as related documents.

3. SCOPE AND APPLICABILITY

This SOP shall cover the use of the Protocol Evaluation Form and Informed Consent
Evaluation Form in the review and evaluation of protocols and related documents



submitted to EVHRDC Ethics Review Committee for initial review and approval. This SOP
begins with the review exercise and accomplishment of the evaluation forms including
findings as well as recommendations and ends with the filing of the accomplished
assessment forms in the respective protocol folders. There are two (2) assessment
forms to be used for protocol review:

e Form 12.1 Protocol Evaluation

e Form 12.2 Informed Consent Evaluation

4. ROLES AND RESPONSIBILITIES

ERC members — shall fill up the study assessment forms after a thorough review of the
submitted protocols and other related documents. Members shall provide details on the
remarks section when indicated.

ERC Member Secretary - checks the completeness of the accomplished evaluation forms.
ERC Staff Secretary - collects and files the evaluation forms in the protocol file folder.

5. WORKFLOW

ACTIVITY RESPONSIBILITY

Principal Investigator,

Step 1: Accomplishment of study protocol and informed
ERC Members

consent evaluation form

Step 2: Submission of evaluation forms to the ERC staff Principal Investigator,
secretary ERC Members

Step 3: Inclusion in meeting agenda or preparation of

o ERC Staff Secretary
Approval/Decision letters
. . ERC Member
Step 4: Collation of all evaluation forms and
L o Secretary, ERC Staff
consolidation of findings
Secretary
Step 5: Filing of protocol-related documents and
ERC Staff Secretary

updating of the Protocol Database

6. DESCRIPTION OF PROCEDURES

6.1 Accomplishment of study protocol and informed consent evaluation form
The assigned Primary Reviewers and, in case of Full Review, all other ERC
members, accomplish completely and comprehensively Form 12.1 Protocol
Evaluation and Form 12.2 Informed Consent Evaluation after reviewing
the study protocol.



6.2

6.3

6.4

Submission of evaluation forms to the ERC staff secretary

The Primary Reviewers submit the accomplished evaluation forms one (1) day
before the meeting and present during the full board review meeting. The
Secondary Reviewers submit their evaluation forms during the meeting. The
same procedure shall be done during the expedited review meeting. All
blocks in the forms must be completely filled out, duly signed by the
reviewers before submission to the ERC (wet signature if hard copy,
e-signature for online submission). Submission may be through personal
submission at the ERC office or through an online platform provided that the
assessment forms contain the e-signature of the Primary Reviewer/ERC
members.

Inclusion in meeting agenda or preparation of Approval/Decision letters

The ERC staff secretary, after collection of all filled-out evaluation forms
performs the following functions:

For protocols under Expedited Review, Primary Reviewer assessment is
discussed/accomplished first during Expedited PR Review Meeting prior to
informing the PI. If approved, the decision is presented in the Full Board
Meeting by one of the Primary Reviewers. The staff secretary prepares the
Form 27.1 Approval Letter that is signed by the ERC Chair and sent to the
Principal Investigator. If there are revisions required, these are
communicated to the principal Investigator who has to resubmit the
revised protocol and related documents before approval is given.

For study protocols under Full Board Review, the staff secretary includes
the protocol in the agenda of the next ERC meeting for discussion and
decision. The Primary Reviewer presents the protocol to the members with
her/his comments. An independent consultant may be asked to elucidate
on the validity and ethics of the study also using the evaluation forms. An
approval letter is prepared, signed by the ERC Chair and sent to the Pl once
the protocol is approved. If there are revisions required, they are
communicated to the Principal Investigator who has to resubmit the
revised protocol and related documents before approval is given.

Collation of all evaluation forms and consolidation of findings

The ERC member secretary ensures all concerned Primary Reviewers and in
case of Full Board Review, all ERC members submit and sign duly
accomplished evaluation forms. The ERC staff secretary collects all the signed
forms.



6.5 Filing of protocol-related documents and updating of the Protocol
Database
All forms duly signed by the Primary Reviewers, ERC Members and the ERC
Chair are filed in the corresponding protocol folder.

7. FORMS AND TOOLS

Form 12.1 Protocol Evaluation Forms
From 12.2 Informed Consent Evaluation Forms
Form 27.1 Approval Letter
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