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FORM No. 6: Application for Protocol Amendment

	Instructions

The form can be Typed or handwritten. Completed form should be submitted to the IRB Secretariat in person or by email (fhsirb@gmail.com) 

1. Protocol information

	 Application No.
	

	Protocol title
	

	Principal Investigator
	

	Address Physical, email, and telephone)

	


	2. Protocol status (tick ()

	(
	Open to enrolment

	(
	No participants have been enrolled

	(
(
(
(
	Closed to enrolment (tick ()

Research-related activities are ongoing

Research-related activities are complete, long-term follow-up only

Research-related activities are complete, data analysis only


	3. Proposed changes will affect: (tick ( all the categories that apply)

	
	Protocol

	(
	Study objectives, design (including investigator’s brochure, clinical activities, study length)

	(
	Study instruments, questionnaires, interview schedules

	(
	Sample size

	(
	Recruitment methods

	(
	Eligibility criteria (inclusion and exclusion criteria)

	(
	Drug/device (composition, amount, schedule, route of administration, combination with other drugs/devices, safety information)

	(
	Data collection/ analysis

	(
	Principal Investigator. (Please attach revised conflict of interest and PI declaration statements. 

	(
	Consent form and information sheet

	(
	Recruitment materials (e.g. advertisements)

	(
	Administrative (e.g. change in sponsor’s name, change in contact information)

	(
	Other. Please specify:




	In your opinion, will there be any increase in risk, discomfort or inconvenience to participants?
	(  Yes



	(  No

	If yes, please provide a detailed justification/explanation:


	


	3.1 What follow-up action do you propose for participants who are already enrolled in the study?

	(
	Inform current participants as soon as possible

	(
	Re-consent current participants with revised consent/assent forms (append)

	(
	No action required

	(
	Other. Please describe:




	4. Detailed description of the change(s)

	Please attach, for each amendment, a summary of all changes which clearly indicates:

i. Old wording (e.g strikethrough text, CHANGED FROM and CHANGED TO)

ii. New wording (e.g. italicized, bold, tracked)

iii. Detailed rationale/ justification/ explanation for each change


	5. Documents for approval

	Please itemise on the following page all amendments, with revised version numbers and dates, which need approval. This page will be detached, signed and returned to the PI as notification of approval. Please add extra pages if necessary.


	Signature of PI:

	
	Date
	

	Signature of Supervisor (if PI is a student)
	
	Date
	


	Amendment Form

	Date
	

	IRB Study No.
	

	Protocol title
	

	Principal Investigator
	

	Address


	


List of Proposed Amendments with Revised Version Numbers and Dates

	



	IRB office use only 



	(  Approved

	(  Type of review: Expedited 
	(  Full committee 

	This serves as notification that all changes and documentation described above are approved.

	Signature

Chairperson of the IRB
	
	Date
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