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1. STATEMENT OF POLICY

All research protocols reviewed and approved by the committee recommended for early
termination are reported to EVHRDC ERC for approval of the termination. The Principal
Investigator (PI) needs to report the proposed termination date, participants enrolled to
date, summary of the results to date, and the reason for termination with justification.

Researches may be terminated early or prematurely because of various reasons, such as
poor participant recruitment, frequent occurrence of adverse reactions, insufficient
funding, etc. In these cases, early protocol termination may be recommended by the Data
Safety Monitoring Board (DSMB), the scientific director, the sponsor, the PI, the ERC itself,
and/or other authorized bodies. A plan for early termination shall include reason/s for
termination and also strive to ensure the safety and privacy of already recruited
participants. Applications for early termination shall undergo full board review.

2. OBJECTIVE/S OF THE ACTIVITY

To review early termination reports and decide on how to proceed with the termination
plan, with primary consideration on the safety and well-being of recruited study
participants and adherence to the principles of fairness for all parties concerned.

3. SCOPE / APPLICABILITY

This policy applies to the review of early termination reports. This SOP begins with the
receipt of the application or recommendation for early termination and documentation in
the logbook, and ends with the documentation of the final early termination report and
updating of the database.

4. ROLES AND RESPONSIBILITIES

Compliance is the responsibility of the principal investigator (PI), ERC Staff Secretary and

the ERC Members.

Principal Investigator - Submits the form for Early Study Termination with other protocol

related documents.



ERC Staff Secretary – determines the completeness and acknowledges receipt of

documents.

ERC Chair - Identify the primary reviewers.

5. WORKFLOW

ACTIVITY RESPONSIBILITY

Step 1: The Principal Investigator submits the early study

termination application
Principal Investigator

Step 2: Check approval given by ERC from the protocol

files and collect relevant information
Primary Reviewers

Step 3: Review the termination package and make

recommendations
Primary Reviewers

Step 4: Discuss with full board for appropriate decision
Primary Reviewers,

ERC Members

Step 5: Communicate ERC decision ERC Staff Secretary

Step 6: Filing of protocol-related documents and

updating of the Protocol Database
ERC Staff Secretary

6. DESCRIPTION OF PROCEDURES

6.1 The Principal Investigator submits the early study termination application

Application or recommendation for early termination may also be submitted by

the DSMB, the scientific director, the sponsor, the ERC itself, and/or other

authorized bodies shall be received by the ERC staff secretary and documented

in the logbook. The PI is informed to prepare and submit a protocol termination

package. After submission of the package by the PI, it is checked for

completeness by the ERC Member Secretary. The package should include the

following:

● Form 17.1 Early Study Termination Report

● Form 14.2 Progress Report, up until application for early termination

● The request for termination memorandum should contain a brief

written summary of the protocol, its results, and accrual data

6.2 Check approval given by ERC from the protocol files and collect relevant

information

The primary reviewers of the approved protocol or a designated ERC member

studies the retrieved protocol files and acquires other information pertinent to

the study, particularly its current status.



6.3 Review the termination package and make recommendations

The primary reviewers/designated ERC members conduct a full review of the

contents of the early termination protocol package, and make recommendations

on how study termination will be carried out. Of primary importance are the

safety data for participants that have already been recruited, as well as a plan

that includes steps and procedures on how the safety and well-being of these

participants can be ensured moving forward.

6.4 Discuss with full board for appropriate decision

The ERC shall discuss the protocol in a full board meeting. After taking into

consideration all comments and recommendations from all members present in

the meeting, the decision may be one of the following:

● Acceptance of the decision for termination without further question or

action

● Request for additional information regarding the application for

termination

The staff secretary prepares a draft of the full board decision based on the

minutes of the meeting, which will then be signed by the ERC Chair.

6.5 Communicate ERC Decision

After the committee makes a decision on the early termination of the protocol

and officially signed by the ERC Chair, the staff secretary informs the PI of this

decision within seven (7) working days.

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

The ERC Staff Secretary keeps copies of the finalized early termination report for

documentation and updates the database accordingly.

7. FORMS AND TOOLS

Form 14.2 Progress Report
Form 17.1 Early Study Termination Report
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