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APPLICATION FOR APPROVAL OF A MAJOR STUDY AMENDMENT
GUIDELINE

This form should preferably be used for all major or substantial research amendments other than clinical trials of investigational medicinal products and should be completed in typescript by the Principal Investigator and submitted to the Health Research Ethics Committee.  
Minor or administrative amendments can be submitted as a letter of notification of amendment.

Please refer to the following extract from the HREC SOP for further explanation:

Amendments, sub-studies or addendums to studies are planned changes to a study protocol, made in advance. 

The following points apply to all planned changes to approved study protocols:

1. These changes should be submitted to the HREC 1 OR 2 as a requested “study amendment” using the application form for substantial/major amendments and not implemented prior to HREC approval. 

2. An exception to this would be where it is necessary to eliminate an immediate hazard to trial participants or when the change involves only administrative or logistical elements e.g. change of telephone number.

3. Minor amendments do not change the risk benefit profile of the study in any way. Examples of typical minor amendments:

a. Additional Investigators or study sites

b. Small changes in the Informed Consent

c. Change in background information or update of literature review

d. Extension of period of study

e. Other changes that do not affect study design and will not affect study outcomes or results

f. Administrative changes

g. Stricter inclusion or exclusion criteria.

4. Major or substantive amendments require a change(s) to the study methodology or procedure that may result in an alteration of the risk benefit profile of the study. 

Examples:
a. Change in study aims, objectives or design
b. Resulting changes to consent documents

c. Additional study procedures

d. Easing of inclusion or exclusion criteria

5. The final decision as to whether an amendment is minor or major and whether it requires expedited or full committee review rests with the HREC chairperson or a person delegated this authority by the HREC. The same criteria for expedited review of new applications apply to amendments.

	DETAILS OF PRINCIPAL INVESTIGATOR

	Name:
	

	Address:
	

	Telephone:
	

	Email:
	

	Fax:
	


	Full title of study:
	

	REC reference number:
	

	Date study commenced:
	

	Amendment number and date:
	


	Type of amendment (indicate all that apply in bold)

(a) Amendment to the protocol
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No
If yes, please submit the revised protocol with a new version number and date, highlighting changes in bold.
(b) Amendment to the information sheet(s) and consent form(s) for participants, or to any other supporting documentation for the study


Yes



No
If yes, please submit all revised documents with new version numbers and dates, highlighting new text in bold.




Is this a modified version of an amendment previously notified to the REC and given an unfavourable opinion?


Yes



No
	Summary of changes

Briefly summarise the main changes proposed in this amendment.  Explain the purpose of the changes and their significance for the study.  In the case of a modified amendment, highlight the modifications that have been made.

Does the amendment alter the risk-benefit profile of this study? Justify your answer.



	Any other relevant information

Applicants may indicate any specific ethical issues relating to the amendment, on which the opinion of the REC is sought.




	List of enclosed documents

	Document
	Version
	Date

	
	
	

	
	
	

	
	
	

	
	
	


	Declaration:
· I confirm that the information in this form is accurate to the best of my knowledge and I take full responsibility for it.

· I consider that it would be reasonable for the proposed amendment to be implemented.

Signature of Principal Investigator
......................................................

Print name



……………………………………….

Date of submission


……………………………………….
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