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Institutional Review Board of the University of Hong Kong/Hospital Authority Hong Kong West Cluster 
香港大學及醫管局港島西醫院聯網研究倫理委員會
Address: Room 901, Administration Block, Queen Mary Hospital, 102,  Pokfulam Road, Hong Kong.

Tel: 2255 4162    2255 3923     2255 4086

HKU/HA HKW IRB Document

Clinical Research Ethics Review Application Form
for

Expedited Review for Multi-center Trial approved by another Cluster REC 
Expedited Review Form for Multi-center Trial approved by another Cluster REC

Complete and submit this form together with a copy of the full review and approval documents by another REC.

(Download the updated form from the [QMH / HKWC] intra-net or HKU internet for use)
Selected information (about logistics and not study design) will be passed to the HA Central Register of Clinical Research to facilitate risk management and procurement of insurance.
1. Background Information 

	1.1
	Study title
	

	
	

	1.2
	The trial has been reviewed and approved by
	

	
	

	1.3
	Investigators and study sites involvement

	
	
	Title and Name
	Study site

	
	Principal investigator
	
	

	
	Co-investigators
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	

	1.4
	Has the protocol been amended after approval?
	
	Yes
	
	No

	
	

	1.5
	Has any serious adverse event been reported? 
	
	Yes
	
	No


2. Enclosed Documents (Tick as appropriate)
	a) Initial Application Dossier reviewed and approved by another Cluster REC
	

	
	

	
	
	Research Protocol

	
	

	
	
	Principal Investigator’s short Curriculum Vitae

	
	

	
	
	Subject Consent Form

	
	

	
	
	Investigator’s Brochure

	
	

	
	
	Written information to be given to subject

	
	

	
	
	Recruitment advertisement
	
	Questionnaire
	
	Information sheet

	
	

	
	
	Others:

	
	

	
	
	Investigator’s Conflict of Interest Declaration

	
	

	
	
	Indemnity agreement

	
	

	
	
	Insurance policy statement/certificate

	
	

	b) REC approval letter
	

	
	

	Reference no. of protocol approved by other REC
	

	
	

	c) Conflict of Interest Declaration by applicant investigators
	

	
	

	d) Protocol amendment document
	

	
	

	e) SAE reports received
	

	
	

	f) Others: 
	


3. Declaration by investigator(s)

1. The information supplied is to the best of my knowledge and belief accurate.

2. I shall comply with the principles enunciated in the 1996 or a later version of the Declaration of Helsinki.

3. I understand that approval by the research ethics committee shall be renewed every 12 months.

4. I agree to report to the HKU/HA HKW IRB any planned change in the study, and do not implement any change without receiving prior approval, except to eliminate immediate hazard to research subjects or when the change involves only logistical or administrative issues.

5. I agree to report to the HKU/HA HKW IRB any unanticipated problems involving risks to subjects such as a severe adverse event within 48 hours of its identification.

6. I agree to report to the HKU/HA HKW IRB any new information on the project that adversely influences the risk/benefit ratio.

7. I agree to report study progress to the HKU/HA HKW IRB as requested, and to submit a final report at the end of the project.

8. I agree to keep all study documents for a period of at least three years after study closure.

9. I agree to ensure that all associates, colleagues, and employees assisting in the conduct of the study are informed about their obligations in meeting the above commitments.

10. I agree to maintain adequate accurate records and to make them available for audit/ inspection.

	
	Title and Name
	Signature
	Date

	Applicant
	
	
	


4. Endorsement by Chief of Service or Head of Department (or authorised representative)

1. I endorse this application and authorise the study to be undertaken in my department upon approval by the HKU/HA HKW IRB.

2. I am in the opinion that the investigator(s) within my department/unit are appropriately qualified within the disease/therapeutic area involved, and are capable of undertaking this study in terms of their workload and time available, and that the study site(s) under my supervision have access to adequate facilities and supports for the research to be conducted in a safe manner.

	Title and Name
	Signature
	Date

	
	
	


Where the Chief of Service or Head of Department is an investigator, this section should be signed by the Hospital Chief Executive/ Faculty Dean, or their deputies.
For HKU/HA HKW IRB Office Use:
	Date Received: 
	
	
	Reference Number:
	

	
	(dd/mm/yy)
	























