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1. STATEMENT OF POLICY

The ERC must be clear, informative, and timely in communicating its decisions. The ERC
shall communicate its decisions to the researcher within 30-60 working days after the
receipt of a complete set of submission documents. The communication document shall
include clear instructions/recommendations for the guidance of the researcher, must be
written on the official stationery of the ERC, and signed by the chair.

The decisions in the review of protocols are as follows but not limited to: approved
(Form 27.1 Approval Letter), minor or major modification/s (Form 27.2 Letter of
Modification), and disapproved (Form 27.3 Notification of ERC Decision).

2. OBJECTIVE/S OF THE ACTIVITY

The activity aims to ensure consistency, efficiency and transparency in the process of
communicating the ERC decision to the Principal Investigator.

3. SCOPE/APPLICABILITY

This provides instructions related to the preparation of ERC communication to the
Principal Investigator and the management of such documents.

4. ROLES AND RESPONSIBILITIES

Compliance is the responsibility of the ERC and consortium ERC Staff Secretary, and the
ERC Chair.

ERC Chair - checks and signs the decision letters and forms.

ERC Staff Secretary - prepares the approval letter, letter of modification, notification of
ERC decision form, form for document receipt and recommended action, letter of
approval of amendments and the certificate of exempt from review.



5. WORKFLOW

ACTIVITY RESPONSIBILITY

Step 1: Finalization of recommendations of the

committee
ERC Members

Step 2: Transfer of information from meeting minutes to

ERC decision forms or templates

ERC Member

Secretary, ERC Staff

Secretary

Step 3: Approval of the ERC decision documents ERC Chair

Step 4: Transmittal of ERC decision to researcher ERC Staff Secretary

Step 5: Filing of protocol-related documents and

updating of the Protocol Database
ERC Staff Secretary

6. DESCRIPTION OF PROCEDURES

6.1 Finalization of recommendations of the committee

● Full Review – See SOP No. 06 Full Review for the finalization of the ERC

recommendations.

● Expedited Review – See SOP No. 07 Expedited Review for the finalization

of the ERC recommendations.

● Exempt from Review – See SOP No. 08 Exempt from Review for the

finalization of the ERC recommendations.

6.2 Transfer of information from meeting minutes to ERC decision forms or

templates

After the finalization of the reviewers’ recommendations and approval of the

minutes, the ERC staff secretary, under the supervision of member secretary,

prepares the:

● Form 8.2 Certificate of Exemption from Ethics Review

● Form 27.1 Approval Letter

● Form 27.2 Letter of Modification

● Form 27.3 Notification of ERC Decision

● Form 27.4 Letter of Approval of Amendments

● Form 27.5 Letter of Document Receipt and Recommendation of Further

Action

● Form 27.6 Letter for Clarificatory Interview



6.3 Approval of the ERC decision documents

The ERC chair reviews, approves and signs the decision documents within 7

working days from the decision of the committee for full review or the decision of

the Primary Reviewers for expedited review.

6.4 Transmittal of ERC decision to researcher

After the approval, the ERC staff sends the signed results of the review via email

(online). The process including the signing of the decision documents takes 7

working days after approval of the decision documents.

6.5 Filing of protocol-related documents and updating of the Protocol Database

All meeting deliberations and decisions regarding a protocol are filed in the

specific protocol folder. Likewise, copies of the assessment forms of that

particular protocol are filed in this folder. Filing follows a protocol file index or

recording chronologically. This folder is then kept in a locked filing cabinet in the

ERC office. Digital folders of each protocol of active documents are kept in a

Protocol Google Drive. Once the protocol is completed or terminated, this

protocol is transferred to the ERC’s Google drive and hard drive. The ERC protocol

database is then updated.

7. FORMS AND TOOLS

Form 8.2 Certificate of Exemption from Ethics Review

Form 27.1 Approval Letter

Form 27.2 Letter of Modification

Form 27.3 Notification of ERC Decision

Form 27.4 Letter of Approval of Amendments

Form 27.5 Letter of Document Receipt and Recommendation of Further

Action

Form 27.6 Letter for Clarificatory Interview
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