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Section 01

Introduction
All research involving human participants, 
identifiable data, or biological materials must 
receive prior ethical approval.

The Application Process Aligns With:

National regulatory 
frameworks

Institutional REC 
standards

Full research lifecycle oversight

submission conduct closure



Section 02

Unlike basic guidance, eREC follows a full lifecycle model, meaning approval is not a one-time event.

The Complete Research Lifecycle

02

Review and Approval

03

Study Implementation

01

Initial Application

04

Ongoing Monitoring 
& Reporting

05

Amendments & 
Compliance Reporting

06

Study Closure


Approval is not a one-time event. Applicants must comply at every stage.



Stage 1

Initial Application
Before Starting Research

Initial Protocol Submission Form

Full Expedited Exempt

Important Note
Approval is typically valid for 1 year only and must 
be renewed if the study continues

This corresponds to the standard 
protocol submission structure including:

Investigator details (PI, co-investigators, supervisors)

Study abstract and methodology

Participant numbers and duration

Full submission checklist (protocol, consent forms, tools, etc.)



section 03

Selecting the Correct Initial Review Type
Study Type Form to Use Description

High risk / 

vulnerable populations

Full Review Full REC committee review

Minimal risk Expedited Review Chair/designated reviewers

Very low risk / 

exempt categories

Exemption Request Administrative determination



Stage 2

During the Study
Once approved, continuous compliance is required.

Form: Continuing Annual 
Review Application

Must be submitted at least 1 month before expiry

No automatic extensions are granted

Failure leads to study suspension or termination

Includes:

Study progress summary

Participant enrollment data

Risk updates

Adverse events and deviations

Important Note

Review must be as 
rigorous as initial review

Form: Progress Report
Used for periodic updates on:

Recruitment status

Study implementation

Challenges

Outcomes and dissemination



Stage 3 - CRITICAL

Safety Reporting
These are mandatory and time-bound obligations.

Serious Adverse Events (SAEs)
Form: Serious Adverse Event Reporting Form

3 days for SAEs 7 days for other adverse events

Includes:
Nature of event (death, hospitalization, 
disability, etc.)

Causality assessment

Impact on study

Required protocol/consent changes

Protocol Deviations / Violations
Form: Protocol Deviation/Violation Report

Must be reported within 7 days of awareness

Includes:
Description of deviation

Impact on:


Participant safety

Data integrity


Corrective and preventive actions



Stage 4

Amendments and Study Changes
Protocol Amendment / Modification
Form: Amendment Form

Proposal Re-Submission
Form: Re-Submission Form

Required BEFORE implementing changes Used when:

Responding to REC review comments

Exception: urgent safety changes 

(must still be reported immediately)

Must include:
Response table to reviewer comments

Revised protocol with tracked changes

Updated documents

Examples:
Change in methodology

New study sites

Revised consent forms

Change in investigators



Stage 5

Special Situations 
During Study

Used when:

Study approval was terminated or lapsed

Study Re-Activation / Re-Opening
Form: Study Re-Opening Form

Extension of Study Duration
Form: Extension Request

Requires:
Explanation of termination

Corrective action plan

Confirmation of compliance before resuming

Required if study exceeds approved duration

Must include justification and new timeline



Stage 6

Study Closure
Final Report and Close-Out

Form: Study Close-Out Termination Form

Must be submitted when study is completed or terminated

Requirements: All study activities must cease

Summary Must Include:

Participants

Adverse events

Findings and dissemination



Decision guide

Decision Guide: Which Form Should You Use
These are mandatory and time-bound obligations.

Situation Form to Use

Starting a new study

Responding to reviewer comments

Study ongoing (annual requirement)

Providing periodic updates

Changing protocol

Study exceeding duration

Study stopped and restarting

Adverse event occurs

Protocol not followed

Study completed

Initial Application

Re-Submission

Continuing Review

Progress Report

Amendment

Extension

Re-Opening

SAE Report

Deviation Report

Close-Out



Applicants MUST:

1 Not start research before approval

2 Submit annual review on time 

3 Report SAEs within 3 days

4 Report deviations within 7 days

5 Obtain approval before amendments

6 Submit final report at closure

Critical

Critical Rules
These are mandatory and time-bound obligations.

Failure May Result In:

Suspension

Termination

Institutional sanctions



Avoid these

Common Errors
These are mandatory and time-bound obligations.

01

Selecting wrong review category

02

Missing required documents at submission

03

Late continuing review submission

04

Failure to report adverse events

05

Implementing changes without approval

06

Not formally closing the study



Thank You
The eREC process is not just about approval


it is about continuous ethical oversight.

Think of your application as entering a regulated lifecycle, not a one-time submission.
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