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HKU Clinical Trial Register

 Online Study Registration Form

Note:
To register a study, the Principal Investigator (PI) submits the completed Form attaching a copy of the Ethics Committee approval letter as a supporting document in an email to the address hkuctreg@hku.hk. It is the responsibility of the PI to ensure the information submitted is accurate and complete. For company-sponsored study, the PI is responsible for seeking agreement from the sponsor for the posting of the study details.
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Administered by the Clinical Trials Centre
Li Ka Shing Faculty of Medicine

The University of Hong Kong

Version: S20070402
Online Study Registration Form

1. Name of Study

	1.1
	Scientific title (should include study design, name of intervention, condition being studied and study outcomes)

	
	

	
	

	1.1.1
	Research protocol number
	     
	

	
	

	1.2
	Short Title (for lay public / easy quote)

	
	     


2. Applicant (Principal Investigator) 
	2.1
	Title:
	     
	Surname:
	     
	First name:
	     

	

	
	Name in Chinese:
	     
	

	

	2.1.1
	Staff:

	
	 FORMCHECKBOX 

	University staff
	Position:
	     

	

	
	 FORMCHECKBOX 

	HA staff
	Position:
	     

	

	
	Department/Unit:
	     

	
	

	2.1.2
	For student project:

	
	 FORMCHECKBOX 

	Full-time University student
	 FORMCHECKBOX 

	Undergraduate University student

	
	
	
	
	

	
	 FORMCHECKBOX 

	Part-time University student
	 FORMCHECKBOX 

	Post-graduate University student

	
	
	
	
	

	
	Name of Programme (Submit supporting document):
	     

	

	
	Name of academic supervisor: 
	     
	School/ Faculty:
	     

	

	
	Name of site supervisor:
	     
	Department/Unit:
	     

	
	
	

	2.2
	The PI’s primary affiliated institution/hospital:

	
	HA
	University
	Others, specify: 

	
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	

	2.3
	Qualifications and relevant experience

	
	     

	

	2.4
	Phone number: 
	     

	

	2.5
	Fax number: 
	     

	

	2.6
	E-mail: 
	     

	

	2.7
	Mailing address: 
	     


3. Co-investigators
	Surname


	First name
	Title
	Relevant qualifications
	Department
	Institution/Hospital

	
	
	
	
	
	HA site
	University
	Others, specify

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	     
	     
	     
	     
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     


4. Study Site(s)
	4.1
	Is this a local or international trial?
	 FORMDROPDOWN 


	

	4.2
	Is there a plan to involve more than one HA cluster?
	 FORMDROPDOWN 


	
	

	4.3
	Study sites in HK
	Department
	HA hospital (fill in more rows if necessary)
	Other sites, specify:

	4.3.1 
	Applying site 
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	4.3.2
	Collaborating site(s)
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	
	
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	
	
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	
	
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	
	
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     


5. Parallel Ethics Review for Cross-cluster Study
	5.1
	Has the protocol been reviewed by an IRB?
	 FORMDROPDOWN 


	
	

	5.1.1
	If yes, what is the IRB decision?
	 FORMDROPDOWN 



6. Milestones

	6.1
	Proposed study start date:
	   /      (mm / yyyy)

	
	
	

	6.2
	Proposed study end date or date of last follow-up of all recruited subjects, whichever is later: 
	   /      (mm / yyyy)


	
	
	

	6.3
	Expected final report date to the IRB:
	   /      (mm / yyyy)


7. Scientific basis
	7.1
	Aim of study:

	
	     

	
	

	7.2
	Hypothesis (e.g. Compared to x control, y intervention leads to a greater rate of z outcome)

	
	     

	
	

	
	
	Outcome measure(s)
	Time-point

	7.3
	Primary outcome(s)
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     

	7.4
	Secondary outcome(s)
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     

	
	
	     
	     


8. Study subjects 

	8.1
	Inclusion criteria:

	
	     

	
	

	8.2
	Exclusion criteria:

	
	     

	
	

	8.3
	Sample-size and rationale for calculation:

	
	Sample size =      , 
based on the following rationale:      

	
	

	8.4
	Number of subjects to be recruited locally in relation to this application:

	
	n =       in applying site.

	
	

	8.5
	How will subjects be identified and recruited?

	
	     


9. Study Design and Methodology

	9.1
	Study design: 
	 FORMDROPDOWN 
; and  FORMDROPDOWN 


	
	
	

	
	If others, specify: 
	     

	
	

	9.1.1
	Methods of assignment:
	 FORMDROPDOWN 


	
	

	9.1.2
	Control:
	 FORMDROPDOWN 


	
	

	9.1.3
	Degree of masking:
	 FORMDROPDOWN 


	
	

	9.1.4
	Group assignment:
	 FORMDROPDOWN 


	
	

	9.1.5
	Phase of study:
	 FORMDROPDOWN 


	

	9.2
	Disease group (choose the most appropriate one)
	 FORMDROPDOWN 


	

	9.2.1
	Key conditions under study (e.g. asthma; DM etc) 
	      ;       ;       ;       ;      

	
	

	9.3
	Study article

	Article
	Type
	Generic name
	Duration of exposure
	Dosage
	Route of administration
	Is it licensed in HK?
	Was it produced under GMP?

	1
	 FORMDROPDOWN 

	     
	      FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	2
	 FORMDROPDOWN 

	     
	     
 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	3
	 FORMDROPDOWN 

	     
	     
 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	4
	 FORMDROPDOWN 

	     
	     
 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	5
	 FORMDROPDOWN 

	     
	     
 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	6
	 FORMDROPDOWN 

	     
	     
 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	Control
	 FORMDROPDOWN 

	     
	     
 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 



10. Source of Funding

	10.1
	Commercial source:
	 FORMDROPDOWN 

	Donating body (if applicable):

	
	
	
	

	
	
	Name (1)
	     

	
	
	
	

	
	
	Name (2)
	     

	
	
	

	10.2
	Non-commercial source:
	Type of funding
	Granting body (if applicable):

	
	
	
	

	
	
	 FORMDROPDOWN 

	     

	
	
	
	

	
	
	 FORMDROPDOWN 

	     

	
	
	
	

	
	
	 FORMDROPDOWN 

	     

	
	
	
	

	
	
	 FORMDROPDOWN 

	     


11. Research Organization and Indemnity 

	11.1
	The organization/individual responsible for securing the arrangements to initiate and/or manage a study*:

	
	     

	

	
	

	11.2
	 Collaborating parties that jointly take on the responsibilities for the study:

	

	
	Collaborating party (1)
	     

	
	

	
	Collaborating party (2)
	     

	
	

	
	Collaborating party (3)
	     


12. Details of Institutional Review Board (IRB)
	12.1
	Name of IRB:
	

	

	12.2
	IRB Reference Number:
	

	

	12.3
	Date of approval:
	


	13. Status of recruitment:  FORMDROPDOWN 



	14. Effective from 1 July 2005, the International Committee of Medical Journal Editors (ICMJE) requires registration in a publicly accessible trial registry as a condition of consideration for publication in their member journals. Would you like to fulfil this requirement and agree to have such information posted publicly on the website hosted by The University of Hong Kong?

Remark: For company-sponsored study, permission from the sponsoring company is required.
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

I/We understand that the information submitted in this Study Registration Form will be included in the HKU Clinical Trial Register for the purpose of internal record. I/We further understand that such information may be presented in form of summary statistics.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
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