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Statement of Policy

The REC shall require the submission of a set of pertinent documents for an application for ethical review to be accepted. A preliminary evaluation shall determine whether a research proposal is exempted from or needs to undergo ethical review based on the NEGHHR 2022 The Research Ethics Review Process Guideline 3.1. Subsequent amendments to a protocol that was exempted from review shall be submitted for a preliminary evaluation to determine whether the revised protocol can still be “exempted from review

Objectives of the SOP

Management of Initial   Submissions ensures that study documents are complete, properly recorded, and properly evaluated to determine appropriate action or type of review

Scope/Applicability

The REC shall accept for initial review only study protocol submitted by the faculty, staff, and students of the institution. This SOP begins with the receipt of study documents for initial review and ends with entry of protocol information in the database.

Flowchart

	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	Step 1: Receipt of study documents for initial review and determination of completeness of submission. Entry into the logbook. Coding.
	Staff
	1 day

	Step 2: Determination of type of Action/ Type of Review
a. Exemption from Review 
b. Expedited Review (SOP on Expedited Review (SOP# 04))
c. Full Review (SOP on Full Review (SOP# 05))
	Chair
	1 day

	Step 3: Preparation of a protocol folder;
Entry into the database
	Staff
	1 day





Description of Procedures

Step 1 - Receipt of study documents for initial review and determination of completeness of submission: The REC office is open from 8:00 AM to 5:00 PM during which the Staff accepts study documents. The Staff checks completeness of the documents based on the checklist (Form 013). If incomplete, the Staff informs the proponent of the missing documents. 
Entry into logbook: The REC logbook is an official document of having received particular documents on a specific date and time. It includes information on (1) title of the study, (2) name of proponent, (3) date of submission, (4) name of receiver and (5) Action. It is also includes the name and signature of the individual who actually submitted the documents in case s/he is not the proponent. 
Coding: If the documents are determined to be complete, the staff with the supervision of the member secretary assigns a protocol code such that if , for example, Mr. Juan De la Cruz submitted a protocol on HIV in 2015 and it was the 5th study protocol received for the year, then the code for the documents will be 2015-05.   This code is the ID number of the protocol and cannot be assigned to any other protocol. When referring to the protocol in communications or presentations, the code is lengthened to include the proponent and topic as follows, 2015-05 -DelaCruz-HIV, to become more informative. 
Step 2 - Determination of type of Review/Action:  The Chair conducts a preliminary review of the protocol to determine whether it is Exempted from Review or for  review as Expedited or Full.   
Categorization of Protocols
	The REC Chair ensures that the protocol submitted for review have been approved by the technical review committee. The REC Chair classifies the study protocol review as either Full Board Review, Expedited, or Exempted. He/ she shall screen the protocols for their completeness and epending on the risk involved in the research protocols.
A. Exempt from review
The term used to denote that a protocol does not need to undergo either full or expedited review after a preliminary assessment by a designated member of the REC. “Exempt from Review” is a decision made by the REC.
	
	A.1. Protocols that neither involve human participants nor identifiable human tissue, 
biological samples, and data (e.g. meta-analysis protocols) shall be exempted from ethical review.

A.2. Provided that the following do not involve more than minimal risks or harms, these protocols may be considered by the REC for Exemption from review.

A.2.1. Protocols for institutional quality assurance purposes, evaluation of public service programs, public health surveillance, educational evaluation activities, and consumer acceptability tests;

A.2.2. Research that only includes interactions involving survey procedures, interview procedures, or observation or public behavior (including visual or auditory recording) if the following criteria are met:

A.2.2.1. There will be no disclosure of the human participants’ responses outside the research that could reasonably place the participants at risk of criminal or civil liability or be damaging to ‘their financial standing, employability, or reputation; and

A.2.2.2. The information obtained is recorded by the investigator in such a manner that the identity of the human participant cannot readily be ascertained, directly or through identifiers linked to the participant.
			A.2.3. Protocols that involve the use of publicly available data or information.
	B. Expedited review – for minimal/low-risk protocols
		Minimal/low risk health research that requires personal information:
· About a topic that should not result in causing social stigma
· Does not involve vulnerable populations
· Retrospective studies using anonymized data from medical records
· Studies using simple questionnaires without identifiers
· Laboratory research that uses anonymized human tissue / specimen
C. Full-board review – for moderate to high risk protocols which may be about the following:
· Human health research involving moderate to high risks to human participants
· Intervention studies involving experimental treatments like clinical trials
· May involve vulnerable populations who should be protected
· Involves private information that may cause stigma

If the Chair decides that the protocol is exempted from review, s/he directs the REC staff to follow the procedure to communicate the decision to the researcher (SOP # 21 Communicating REC Decisions).
 If the Chair determines that the protocol should undergo either Full or Expedited review, then the REC staff proceeds to follow either SOP # 04 Expedited Review or SOP # 05 Full Review. 
Step 3 - Preparation of a Protocol Folder: The staff files the protocol documents in a protocol folder and labels it accordingly. (SOP # 23 Managing Active Files)
Entry into the database: In the latter case, there will be a need for subsequent entries in a database as described in SOP # 23 Managing Active Files.


Forms:
SOP 6 Form 013 Application Form
SOP 6 FORM 31 CHECKLIST FOR Exemption from Ethical Review
	Logbook
History of SOP
	Version No.
	Date
	Authors
	Main Change

	01
	02/28/2017
	
	

	02
	06/21/2019
	krva
	Exempt from review criteria

	03
	09/21/2022
	krva
	Revision of SOP

	04
	02/08/2024
	krva
	Exemption criteria
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