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HKU Clinical Trials Registry (HKUCTR)
 Online Study Registration Form
Note:
To register a study with HKUCTR, the Principal Investigator (PI) should complete and submit this form together with the approval letter issued by the corresponding research ethics committee as a supporting document to the HKUCTR Administrator of The University of Hong Kong Clinical Trials Centre (HKU-CTC) via 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 to seek permission from the sponsor prior to publishing the study details.

	1. Name of Study

	1.1
	Official Scientific Title:

	
	     

	
	

	1.1.1
	Brief Title (for lay public / easy quote): 
	     

	
	

	1.2
	Research Protocol Number: 
	     

	

	2. Applicant (Principal Investigator)

	2.1
	Title:
	     
	Surname:
	     
	First Name:
	     

	

	
	Name in Chinese 
(if any):
	     
	

	

	2.1.1
	Affiliation:

	

	
	 FORMCHECKBOX 

	University Staff
	Position:
	     

	

	
	 FORMCHECKBOX 

	HA Staff
	Position:
	     

	

	
	 FORMCHECKBOX 

	Others, specify:
	     
	
	Position:
	     

	

	
	Department/Unit:
	     

	

	2.1.2
	For Student Project Only:

	
	 FORMCHECKBOX 

	Full-time University Student
	 FORMCHECKBOX 

	Undergraduate University Student

	
	
	
	
	

	
	 FORMCHECKBOX 

	Part-time University Student
	 FORMCHECKBOX 

	Post-graduate University Student

	
	
	
	
	

	
	Name of Programme 
(should submit supporting document):
	     

	

	
	Name of Academic Supervisor: 
	     
	School/ Faculty:
	     

	

	
	Name of Site Supervisor:
	     
	Department/ Unit:
	     

	

	2.2
	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
	Email: 
	     

	

	2.7
	Mailing Address: 
	     

	


	3. Sub-investigator(s)

	Title
	Surname
	First Name
	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 

	     

	    
	     
	     
	     
	     
	 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 
	Other Sites (e.g. university), please specify:

	4.3.1 
	Applying Site (1):
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	
	Applying Site (2):
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	
	Applying Site (3):
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	
	Applying Site (4):
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	
	Applying Site (5):
	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 

	     

	

	5. Milestones

	5.1
	Proposed Study Start Date:
	   /    /      (dd / mm / yyyy)

	
	
	

	5.2
	Proposed Study End Date or Date of Last Follow-up of All Recruited Subjects (whichever is later): 
	   /    /      (dd / mm / yyyy)

	
	
	

	5.3
	Expected Final Report Date to the IRB/EC:
	   /    /      (dd / mm / yyyy)

	

	6. Scientific Basis

	6.1
	Background and Rationale of Study:

	
	     

	
	

	6.2
	Aim of Study:

	
	     

	
	

	6.3
	Outcome Measure(s)

	

	
	Primary Outcome(s)
	     

	

	
	Secondary Outcome(s)
	     

	

	7. Subject Eligibility and Sample Size of the Study

	7.1
	Inclusion Criteria:

	
	     

	

	7.2
	Exclusion Criteria:

	
	     

	

	7.3
	Number of Subjects to be Recruited at this Study Site:

	
	n =       in applying site.

	

	7.4
	How will subjects be identified and recruited?

	
	     

	

	

	7.5
	Status of Subject Recruitment:
	 FORMDROPDOWN 


	

	7.6
	Sample-size and Rationale for Calculation:

	

	
	Sample Size:
	     

	

	
	Rationale:
	     

	

	8. Study Design and Methodology

	8.1
	Study Design: 
	 FORMDROPDOWN 
  and   FORMDROPDOWN 


	

	
	If others, specify: 
	     

	

	8.1.1
	Methods of Assignment:
	 FORMDROPDOWN 


	

	8.1.2
	Control:
	 FORMDROPDOWN 


	

	8.1.3
	Degree of Masking:
	 FORMDROPDOWN 


	

	8.1.4
	Group Assignment:
	 FORMDROPDOWN 


	

	8.1.5
	Phase of study:
	 FORMDROPDOWN 


	

	8.2
	Disease Group 

(choose the most appropriate one) 
	 FORMDROPDOWN 


	

	8.2.1
	Key Conditions under Study 

(e.g. asthma; DM; etc.) 
	      ;       ;       ;      ;      

	

	8.3
	Study Article
	

	

	8.3.1
	Is there any study article involved? 

(if yes, please complete 8.3.2)
	 FORMDROPDOWN 


	

	8.3.2
	Study Article Details

	

	Article
	Type
	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 1
	 FORMDROPDOWN 

	     
	      
 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	Control 2
	 FORMDROPDOWN 

	     
	      
 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	Control 3
	 FORMDROPDOWN 

	     
	     
 FORMDROPDOWN 

	     
	 FORMDROPDOWN 

	 FORMDROPDOWN 

	 FORMDROPDOWN 


	

	8.4
	Will a Certificate for Clinical Trial be obtained from the Hong Kong Department of Health for the study?
	 FORMDROPDOWN 


	

	8.5
	Will the study register with a Primary Registry recognized by the WHO ICTRP or with www.ClinicalTrials.gov?
	 FORMDROPDOWN 


	

	8.5.1
	If yes, please provide us with the registry website address AND study identifier/reference no. assigned by the registry.
	Registry website:      
Study identifier/reference no.:      

	

	9 Source of Funding

	9.1
	Commercial Source:
	 FORMDROPDOWN 


	

	9.1.1
	Sponsored Trial:
	 FORMDROPDOWN 
 

	

	
	
	Name of Sponsor / Donating Body (if applicable)

	

	
	Sponsor (1)
	     

	

	
	Sponsor (2)
	     

	

	
	Sponsor (3)
	     

	
	
	

	9.2
	Non-commercial Source:
	 FORMDROPDOWN 


	

	
	Sponsored Trial:
	 FORMDROPDOWN 


	

	
	Type of Funding
	Name of Donating / Funding / Granting Body 

(if applicable)

	
	

	
	 FORMDROPDOWN 

	     

	
	

	
	 FORMDROPDOWN 

	     

	
	

	
	 FORMDROPDOWN 

	     

	

	9.3
	Other Funding Sources (e.g. personal funded study) (provide name(s) and background information)

	
	

	
	Name of Funder:
	     

	

	10. Study Sponsorship

	10.1
	Primary Sponsor (An individual, organization, group or other legal entity which takes responsibility for initiating, managing and/or financing a study):

	
	     

	
	

	10.2
	Secondary Sponsor(s)/ Collaborator(s) (additional individuals, organizations or other legal persons, if any, that have agreed with the primary sponsor to take on responsibilities of sponsorship):

	

	
	Secondary Sponsor/ Collaborator (1):
	     

	
	

	
	Secondary Sponsor/ Collaborator (2):
	     

	
	

	
	Secondary Sponsor/ Collaborator (3):
	     

	

	11. Information of Research Ethics Committee (REC)

	11.1
	Name of REC:
	

	

	11.2
	IRB Reference Number:
	

	

	11.3
	Date of Approval:
	

	

	12. Declaration by the Principal Investigator

	12.1
	Pulication of Study Information on HKUCTR:
	

	
	Effective from 1st July 2005, prospective registration of clinical trials with any of the Primary Registries recognized by the World Health Organization International Clinical Trials Registry Platform (WHO ICTRP) or with the U.S.-based registry (www.ClinicalTrials.gov) before trial initiation is a prerequisite for a manuscript of interventional clinical trials to be considered for publication by the the International Committee of Medical Journal Editors (ICMJE) member journals or other peer-reviewed scientific journals which adopt the same policy. Would you like to comply with this requirement and agree to have such study information posted publicly on HKUCTR hosted by HKU-CTC although it is not a Primary Registry under  WHO ICTRP?

	
	Remark: For company-sponsored study, permission from the sponsoring company should be obtained prior to public disclosure of study information.

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	

	12.2
	Management of Study Information: 

	
	I understand that the information submitted in this Online Study Registration Form will be included in HKUCTR for the purpose of internal record. I further understand that such information may be presented in form of summary statistics.

	
	
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No

	13. Personal Data Disclosure Statement

	By submitting this form, you (i) express your interest in registering your clinical trial with HKU Clinical Trials Registry (HKUCTR) (www.hkuctr.com), (ii) agree The University of Hong Kong Clinical Trials Centre (“HKU-CTC”) to keep, process and use your information for the purposes relating to the registration; and (iii) agree HKU-CTC to contact you for follow up. 

Your information provided in this form will be protected under the Personal Data (Privacy) Ordinance (“Ordinance”). Except for the information disclosed in the public domain (i.e. www.hkuctr.com) for compliance with the minimum 20-item trial registration dataset requirements set out by the International Committee of Medical Journal Editors (ICMJE) and World Health Organization International Clinical Trials Registry Platform (WHO ICTRP), other information of yours will be kept on a confidential basis by HKU-CTC, will be used only for the aforesaid purposes, and will not be disclosed to any third party without your prior consent. Under the Ordinance, you have the right to request access to and/or correction of your personal data. Any request should be made to HKU-CTC’s Personal Data Protection Coordinator (Email: pdpcctc@hku.hk; Tel: 2255-2550). If you have any question about your rights under the Ordinance, you may contact the Office of the Privacy Commissioner for Personal Data of Hong Kong.
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