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Statement of Policy

An expedited review shall be conducted for study protocols that (1) do not entail more than minimal risk to the study participants, and (2) do not have study participants belonging to a vulnerable group, and (3) the study procedures do not generate vulnerability. The results of the initial review shall be released to principal investigator within four weeks after the submission of all the required documents. The study protocol that underwent expedited review and approved shall be reported in the subsequent regular committee meeting.

Objectives of the SOP

Expedited Review aims to demonstrate due diligence and high standards in the system of protection of human participants.
Scope/Applicability

This SOP applies to initial review of protocols and post-approval submissions which do not entail more than minimal risk to study participants, whose participants do not belong to vulnerable groups, and where vulnerability issues do not arise. This SOP begins with the assignment of reviewers or independent consultant/s and ends with the inclusion of the review in the agenda of the next meeting.
Flowchart
	ACTIVITY
	RESPONSIBILITY
	TIMELINE

	[bookmark: _Hlk158289097]Step 1: Assignment of two (2) Primary Reviewers (one scientist to review the protocol's scientific and ethical aspects as well as the Informed Consent form and process, and a nonscientist to review the Informed Consent form and process. Independent Consultant/s (SOP 03 Appointment of Independent Consultants) may be consulted for their field of expertise.
	Chair
	1 day

	Step 2: Notification of Reviewers or Independent Consultant/s
	Staff
	1 day

	Step 3: Provision of study documents and evaluation forms (Form 011 and Form 012) to reviewers
	Staff
	1 day

	Step 4: Accomplishment and submission of evaluation forms
	Reviewers
	1-2 weeks

	Step 5: Consolidation and Finalization of review results
	Chair
	3 days

	Step 6: Communication of review results to the researcher (SOP # 21 Communicating REC Decisions)
	Chair and Staff 
	1 day

	Step 7: Filing of documents in the protocol file (SOP # 23 Management of Active Files)
	Staff
	1 day

	Step 8: Inclusion of the Review in the Agenda of the next meeting (SOP# 18 Preparing the Meeting Agenda)
	Chair and Staff
	1 day





Description of Procedures

Step 1 - Assignment of two (2) Primary Reviewers (one scientist to review the protocol scientific and ethical aspects as well as the Informed Consent form and process, and a nonscientist to review the Informed Consent form and process. Independent Consultant/s  where His / her expertise is necessary for an adequate review of the study protocol.  If the expertise is not present among the REC members. It necessary to designate an independent consultant (see SOP on Appointment of Independent Consultants (SOP 03)).
Step 2 – Notification of Reviewers or Independent Consultant/s: Prompt notification provides an opportunity to assess conflict of interest, availability, and suitability of reviewers. The response from the assigned reviewers should be received within two days after notice.
Step 3 - Provision of documents and evaluation form to reviewers: The REC Staff gathers the pertinent documents (for initial submissions: the complete submission package; for post approval submissions: the pertinent information from the retrieved protocol and the report itself). The documents and evaluation forms would be sent by any of the following by email, courier, or post.
Step 4 -Accomplishment and Submission of Evaluation forms: The reviewers are trained in completing the assessment forms in a most comprehensive and informative manner. The reviewers are to give their recommendations after two weeks of receipt of documents. The completed assessment forms may submit either by mail, courier or post. 
Step 5 - Consolidation and Finalization of the review results: The Chair consolidates and finalizes the review results. If the 2 reviewers considerably differ in opinion about the study, the Chair may have the final say. If any primary reviewer disapproved the proposal, it will be referred to full board review.
Step 6 - Communication of review results to the researcher: See SOP on Communicating REC Decisions (SOP# 21)
Step 7 - Filing of documents in the protocol file: See SOP on Managing Active Files (SOP# 23)
Step 8 - Inclusion of the Review in the Agenda of the next REC regular meeting: See SOP on Preparing the Meeting Agenda (SOP# 18)


Forms:
SOP 4 Form 011 Protocol Evaluation Worksheet
SOP 4 Form 012 Informed Consent Evaluation Worksheet
Form 008 Decision letter template

History of SOP
	Version No.
	Date
	Authors
	Main Change

	01
	02/18/17
	
	

	02
	09/21/22
	krva
	Revision of SOP
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