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 Title: Clinical Research Ethics Review Application Form 
Document No.: HA RE001F3
                
 
Ella
Hospital Authority 
Clinical Research Ethics Review Application Form 
Applying Cluster *
If submit the application via e-mail / CD-ROM / USB, download the Application Form in PDF format from  the  web-site.  Enter  all  information  required,  attach  relevant  application  dossier  files  to  the required fields and submit the electronic file of this document to Cluster REC office. Maximum PDF file size for submission is 10MB.
Instructions to applicant 
1. 
Cluster Research Ethics Committee/Institutional Review Board (“REC/IRB”) is dedicated to oversee clinical studies conducted by Hospital Authority ("HA")/University personnel in the  Cluster  with  the  aim  of  protecting  the  rights,  safety  and  well-being  of  the  human  subjects recruited for the studies.   The Applicant / Principal Investigator must be designated to take the final responsibility for protecting the rights, safety and well-being of subjects recruited from the Cluster. 
2. 
If  submit  the  application  via  online  system,  enter  all  information  required  and  upload  relevant application dossier files to the required fields. 
3. 
4. 
This form is only fully functional with Adobe Reader 9.0 or above. Please download the latest version of Adobe Reader through [Adobe Website]. Do not use an older version of the Form and do not use an older version of Adobe Reader lest it may upset data extraction from built-in "structure data fields". This form can only support retrieval of the following attachments  - [1] Common Image files, [2] HTML and XML files, [3] Media files, [4] Microsoft Office files (except *.mdb files), [5] PDF files, [6] Text files.
9. 
Selected  information  will  be  passed  to  the  HA's  and  University's  Central  Register  of  Clinical Research for the purpose of central record and risk management. 
5.
This Form does not support certain symbol and text format adjustment. For example, enter text “beta” instead of symbol “β” or copy and paste “β” from another source, and use symbol ^ to indicate “power”, e.g. 4x10^3 instead of 4x103.
7. 
For information on research ethics and methodology, visit [HA intranet] or [HA internet].
8. 
The handling and storage for data containing personal identity must comply with HA Clinical Data Policy Manual in [HA Health Informatics intranet] and other prevailing HA policies and if applicable university policies. 
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6.
Research protocol, investigator brochures, consent forms, and written materials to subjects must be uniquely  identified,  for  example,  by  Application  Reference  Number,  document  numbers,  version numbers and dates.
Application Reference No.
(For Office Use)
10.
Reminder 
1. 
Hospital Authority as a Research Institution 
The HA is a body corporate established under the Hospital Authority Ordinance (Chapter 113 of the laws of Hong Kong).  In addition to the primary responsibilities of establishing, managing, controlling and developing the public hospital system in Hong Kong and advising the Hong Kong government on healthcare policies and strategies, the HA also has the responsibility to promote, assist and take part in research relating to hospital services (Chapter 113, Section 4(f)(ii) of the laws of Hong Kong). 
2. 
Local Regulation on Clinical Studies of Pharmaceutical Products 
Clinical  studies  of  pharmaceutical  products  are  regulated  in  Hong  Kong  under  the  Pharmacy  and Poisons Regulations (Chapter 138A Regulation 36B of the laws of Hong Kong). For the purpose of regulatory  compliance,  a  Certificate  for  Clinical  Trial  ("CTC")  shall  be  obtained  before  initiation  of clinical study of pharmaceutical product.
PART I: OUTLINE OF APPLICATION
1. Name of Study
1.1
Scientific Title (<500 characters)*
Clinical Research Ethics Review Application Form
Fields mark with asterisk (*) are mandatory fields
1.1.1
Research protocol number
1.2
Short Title (for lay public / easy quote)*
1.3
Key Words (for searching purpose, e.g. disease name, drug name, etc.)*
2. Applicant (Principal Investigator)
2.1
Title
Surname
First name
Name in Chinese
2.2
Position of the Principal Investigator (PI)
HA staff
Position
University staff
Position
Department/
School/Faculty
University
Hospital
*
*
*
Site Coordinator (If the PI is not situated in the applying HA site, it is recommended to assign a qualified HA staff for site coordination.)         
(e.g. Mr, Mrs, Ms, Miss, Dr)
2.2.1         
2.2.2         
Department/Unit
HA Employee
University Employee
2.2.3         
Full-time student
Part-time student
Undergraduate student
Post-graduate student
Name of Program
2.2.4         
For student project only
Institute
Department/
School/Faculty
Name of site supervisor
Hospital
Department/Unit
Name of academic supervisor
Department/
School/Faculty
Institute
Supporting document from academica
2.2.4.1         
2.2.4.2         
2.3
PI's primary affiliated hospital/institution
HA
University
Others, specify:
*
2.4
Qualifications and relevant experience (<1,000 characters or attach document)*
Attachments
2.5
2.6
2.7
E-mail address*
(<500 characters)
Fax number
Phone number
(Please fill in all relevant email addresses of the PI, site-coordinators and other relevant members that are responsible to the communication related to the clinical research and ethics application.)
2.8
Mailing address
3. Other investigators 
    (If the PI is not situated in the applying HA site, it is recommended to assign a qualified HA staff for site coordination)
Remove Course
Title
Surname
First name
Relevant Qualifications
Department
Responsibility
Hospital/Institution    
More invest-igator
HA Site		
Institution	
Others, specify
4. Study Site(s)
4.1
4.2
Is this a local or international trial?
Will the study be conducted in HA hospitals/institutions?*
4.2.1
Is there a plan to involve more than one HA site?
*
4.3
Study sites
4.3.1
Applying sites in HA 
Remove Course
Cluster
Hospital
Department
Other sites, specify
 Add/Remove 
Collaborating site(s) in HA
4.3.2
Remove Course
Cluster
Hospital
Department
Other sites, specify
 Add/Remove 
4.3.3 
Study at sites out-of-HA 
Remove Course
Country/City
Hospital
Department
Other sites, specify
 Add/Remove 
5.1
Has the protocol been reviewed by another Cluster REC/IRB?
5.1.1 
What is REC/IRB decision?
(Please attach supporting document, e.g. approval letter)
No / Unknown
Yes
Attachment
5. Parallel Ethics Review for Cross-cluster Study
*
*
*
6.1
Proposed study start date
6.2
6.3
Tentative final report date to Cluster REC
Proposed study end date or date of last follow-up of all 
recruited subjects, whichever is later
6. Timetable
7. Brief Summary of Study*
(< 6,000 characters, use language that can be understood by laypersons. Technical terms are not recommended and no referral to protocols/other documents is allowed)
*
8. Major Ethical Issues
(< 6,000 characters, use language that can be understood by laypersons. Technical terms are not recommended and no referral to protocols/other documents is allowed)
PART II: STUDY DETAILS (No referral to protocols/other documents is allowed)
9. Scientific basis
Background, current evidence and key references* (< 30,000 characters)
9.1
9.2
Aim of study* (< 30,000 characters)
9.3
Hypothesis (e.g. Compared to x control, y intervention leads to a greater rate of z outcome)* (< 30,000 characters)
9.4
Outcome measure(s)
9.4.1
Primary outcome(s)*
(< 30,000 characters)
9.4.2
Secondary outcome(s)
(< 30,000 characters)
In what way will the research contribute to knowledge or healthcare development?* (< 30,000 characters)
9.5
10. Study subjects
10.1
Inclusion criteria* (< 30,000 characters)
Exclusion criteria* (< 30,000 characters)
10.2
10.3
Sample-size and rationale for calculation*
Sample size*(< 600 characters)
based on the following rationale*
(< 30,000 characters) 
10.4
Number of subjects to be recruited locally in applying site*
10.5
How will subject be identified and recruited* (< 30,000 characters)
11.  Ethical Review for Study 
11.1
Applicant's Preference
Full Review
Expedited Review
11.2
Justification
(< 1,000 characters)
12. Risk Assessment whether Expedited Review is suitable
Yes
No
12.1
Will study incur extra clinical intervention(s) to subjects?*
12.2
Will study impose additional risk to subjects?*
12.3
Will study raise sensitive / important privacy concerns?*
12.4
Will the study involve the following vulnerable subjects?
12.4.1
Foetuses in Uteri / non-viable foetuses / abortus*
12.4.2
Infants (age 0 to <1)*
12.4.3
Children (age 1 to <13)*
12.4.4
Adolescents (age 13 to <18)*
12.4.5
Pregnant / lactating women*
12.4.6
Persons related unequally to investigators. e.g. student, employee*
12.4.7
Mentally-deprived group*
12.4.8
Others*
Specify
(The Cluster REC/IRB has full authority to decide the type of ethical review to be conducted)
12.5
Are there any special precautions to protect the interest of vulnerable subjects? (<1,000 characters)
12.6
Will study impose potential hazard to clinical staff?*
12.6.1
Control measures to protect the clinical staff (<1,000 characters)
13.2
13.2.1
Key conditions under study ( e.g. Asthma; DM; etc.)
Disease group (choose the most appropriate one)*
13. Study Design and Methodology
13.1
Study design*
and
If others,  specify
13.1.1
Control*
13.1.2
Group assignment*
14. Methods of Data Analysis*  (<30,000 characters)
15. Handling and Storage of Personal Data
15.1
How will the personal data be handled and stored during and after the study?* (<2,000 characters)
15.2
Who will be responsible for safekeeping of the personal data during and after the study?* (<2,000 characters)
15.3
Who will have access to the personal data during and after the study?* (<2,000 characters)
15.4
How long will the personal data be kept after the study?* (<2,000 characters)
15.5
Plan arrangement for the personal data after completion of the aforesaid storage period?* (<2,000 characters)
PART III: STUDY DETAILS (Sections 16 to 19 are applicable for Prospective Study only)
16. Study Article and Arrangements
Study design
16.1.1
How does the procedure/treatment differ from current treatment practice?
*
if others, specify
16.1.2
Methods of assignment
*
16.1.3
Degree of masking
*
16.1.4
Phase of study
*
16.2
Study article
16.2.1
Is there any study article?
*
16.1
Study article details
16.2.2
Remove Course
Article
Type
Name
Duration of exposure    
Dosage
Route of administration
Was it produced under GMP?
 Add/Remove 
Remove Course
Control
Study article licence registration
16.2.3
Remove Course
Article
Type
Name
Same indication registration
Other indication registration    
Hong Kong
In oversea
Overseas Country
Hong Kong
In oversea
Overseas Country
Remove Course
Control
16.2.4
Will a Certificate for Clinical Trial (“CTC”) be obtained for the Study? 
If no, justification (<500 characters)
16.3
Will the study register in public domain trial registry, e.g. ClinicalTrials.gov
1
?*
If yes, Responsible party/parties for registration, e.g. sponsor, PI 
If no, justification (<500 characters)
16.4
16.5
Has a Phase I study been done?
*
16.6
Number of extra visits / admission on top of usual care
*
Is there a plan to apply for a clinical trial approval from State Food 
and Drug Administration (SFDA) in the People's Republic of China
2
?
*
16.7
If yes, by whom
Will any of the study interventions / procedures be performed by persons other 
than the investigators?
*
If yes, where
16.8
Will biological samples be stored for future use?
*
16.8.1
What is the purpose to store the sample? (<1,000 characters)
16.8.2
State the nature of the sample (<500 characters)
Anticipate duration of storage
16.8.3
16.8.4
Will the samples be sent / stored outside Hong Kong?
16.8.5
Will consent   for future specified usage of the biological samples 
be obtained from the subjects?
3 
16.8.5.1
When will the consent be obtained?
Justification for consent to be obtained prior to the specific future usage of the sample 
(<500 characters)
16.8.5.2
Where will the consent be stated?
16.8.5.3
Justification for no consent to be obtained  (<1,000 characters)
17. Potential Risk Arising from Study
Yes
No
17.1
Induce discomfort or distress
*
17.2
More invasive than the usual management
*
17.3
Increase physical or psychological risk
*
17.4
Involve a potential toxin, mutagen or teratogen
*
17.5
Involve radiation or radioactive substance
*
17.6
Incur other hazards
*
17.7
If yes to any of the above, provide details (<1,000 characters)
17.8
Significant difference(s) from usual management* (<1,000 characters)
18. Anticipate Benefits to Study Subjects*  (<1,000 characters)
19.1
If no, state how the research subjects can be identified in case of emergency (<1,000 characters)
Will the subjects be provided with a card indicating their participation in study 
and means of urgent contact?*
19. Research Subject Protection
19.2
Does the protocol state compliance with the ICH-GCP?
*
If no, justification (<1,000 characters)
20. Information and Consent
 4
(The informed consent should state
related to the study for ethics review purpose.)
20.1
Methodology of obtaining consent
*
20.1.1
State reasons if not use written consent  (<1,000 characters)
as one of the authorized parties to access the subjects' records 
20.1.2
Justification for applying to waive the consent requirement (<1,000 characters)
20.2
Who will carry out the informed consent process with the subject? (can select more than one option)
20.3
Will an interpreter be available when required?
If no, justification
In obtaining informed consent from subjects, what is the minimal time given to a subject to consider after 
explanation has been given?
20.4
20.5
If subjects are incompetent in giving consent, what would be the arrangement? (<500 characters)
Will an independent committee review data and safety of study?
*
21. Data and Safety Monitoring
21.1
If no, justification (<500 characters)
1 
ClinicalTrial.gov.
2
 State Food and Drug Administration (SFDA) in the People's Republic of China.
3 
Obtaining consent from subjects for future use of the biological samples is compulsory.
4
For information related to Consent form, please refer to Research Ethics Committee Review Checklist [Document No: HA RE001F5] in [HA Reaserch Ethics Intranet] or [HA Research Ethics Internet]; or Section 4.8 Informed Consent of Trial Subjects of the ICH Harmonised Tripartite Guideline - Guideline for Good Clinical Practice E6(R1)
PART IV: BUDGET AND USE OF RESOURCES
22. Source of Funding
22.1
Commercial*
22.1.1
Sponsored trial
Specify the source of funding:
Remove Course
Name of Sponsor / donating body
 Add/Remove 
22.2
22.2.1
Sponsored trial
Specify the source of funding:
Non-commercial*
Remove Course
Type of funding
Name of Sponsor / donating body
 Add/Remove 
22.3
Other funding sources (e.g. personal funded study), provide name(s) and background information (<1,000 characters or attach document)
Attachment
23. Resources Implication and Conflict of interest
23.1
Will this study consume HA resources?*
23.1.1
If yes, provide details (<1,000 characters)
23.2
Will the study involve HA patients?*
If yes, estimate the number of patients planned to involved in the study?
patients
If no, specify the role of HA in the study (<500 characters)
23.3
If HA resources is required, how will this affect the HA services of other patients with competing needs?  (<500 characters)
23.4
 Will the study site (hospital) receive reimbursement for the study?
If yes, state the format of reimbursement  (<1,000 characters)
If no, state the reason(s) (<1,000 characters)
23.5
Is there a non-monetary sponsorship?*
23.5.1
Type of sponsorship
24. Financial Costs and Payment to Subjects
24.1
If yes, state the financial arrangement 
(<500 characters)
Will the subjects be charged for the study article/service?*
24.2
If yes, state the planned financial arrangement
(<500 characters)
Will the study article continue to be available to subjects after the study 
(if subjects benefited from it) until it is commercially available?
If no, will there be any impact on disease management of the study subject?
Provide arrangement
 (<500 characters)
24.3
Does the consent form explain the above arrangement?
24.4
Will subjects receive any material rewards (including payments)?*
24.4.1
Reward nature*
24.4.2
Amount of payment (in HK$)
24.4.3
Mode of payment
25. Research Organization and Indemnity
25.1
The organization / individual responsible for the study* (<500 characters)
25.2
Collaborating parties that jointly take on the responsibilities for the study
Remove Course
Collaborating Party
Name of organization / individual
 Add/Remove 
If no, specify the reason and who will be responsible for the indemnity (<500 characters)
25.3
Indemnity
25.3.1
For industry sponsored trial, will the sponsor indemnify study related claims?
Is the indemnity agreement based on the HA approved form?
25.4
Will an insurance policy be arranged for the study?*
25.4.1
Will the policy be reviewed by HA Legal Service Department?
25.5
Will a Clinical Trial Agreement or other legal agreement/contract(s) be signed with the sponsor/supporting party?*
Yes, with HA
Yes, with University
No
PART V: DECLARATION BY INVESTIGATOR(S)
Scientific Title of Study 
Note: Certain trial information will be passed to a Central Database for risk management purpose and to assist HA's finance controller in sourcing insurance coverage for clinical trial activities
1.
I / We declare that the information supplied is to the best of our knowledge and accurate.
2.
I / We declare that the protocol comply with Declaration of Helsinki.
3.
4.
I / We understand that approval by the Cluster REC is subject to regular renewal according to local policy.
5.
I / We agree to report to the 
-
-
-
any new information on the project that adversely influences the risk/benefit ratio.
-
progress report(s) (as requested by the Cluster REC) and a final report (after completion of study).
6.
I / We agree to keep all study documents for a period of at least three years after study closure.
7.
I / We agree to maintain adequate records and to make them available for audit / inspection.
8.
I / We agree to uphold the protection of research subjects' right and safety through adherence to local laws, Declaration of Helsinki, institutional policies   and whenever applicable, the ICH-GCP.
5
any planned change(s) to the study, and further agree not to implement any change(s) without receiving prior approval, except to eliminate immediate hazard to research subjects or when the change(s) involve only logistical or administrative issues.
any fatal events in applying site within the specific time according to the Standard Operating Procedures of the Cluster REC while pending investigation, and any serious adverse events in applying site (with an extended report) preferably within seven days but not later than 15 days (from the day it was made known to me / us).
I / We 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.
5 
HA Guide on Research Ethics (for Study Site & Research Ethics Committee) [Document No: HA RE004] and Investigator's Code of Practice [Document No: HA RE003] in [HA Research Ethics Intranet] or [HA Research Ethics Internet]; HA Clinical Data Policy Manual in [HA Health Informatics Intranet]; and other prevailing HA policies.  
Remove Course
Title
Name  
Position
Responsibility for clinical oversight 
Signature
Date
(DD/MM/YYY)
Add/Remove
Principal investigator
Other investigators
For student project
Academic supervisor
School Director
Site supervisor
Endorsement by COS or Authorised Representative
#
 for
Scientific Title of Study 
1.
2.
Post
Department
Date
#
 Should be signed by another suitable senior staff (e.g. HCE or his/her designate) if the COS is the Applicant for the study
Signature
Name
Hospital
I endorse the application and authorise the captioned study to be undertaken in my department upon approval by the Cluster REC/IRB.
I am of 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 support for the research to be conducted in a safe manner.
E-mail address
Endorsement by Head of Department Contributing to the Research
Scientific Title of Study 
1.
2.
Post
Dept/School/Faculty
Date
#
Signature
Name
Institution
I endorse the application and authorise the captioned study to be undertaken in my department upon approval by the Cluster REC/IRB.
I am of 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 support for the research to be conducted in a safe manner.
E-mail address
Should be signed by another suitable senior staff (e.g. Acting Head / Senior Member in the Department) if the Head of Department is the Applicant for the study
Endorsement by COS(s) or Head(s) of Other Department(s) Contributing to the Research
Scientific Title of Study 
I support the captioned study and verify that the workload to be incurred will not interfere with the department's service priority.
Remove Course
Signature
Name
Position
Department
Hospital
Date
 Add/Remove 
Remarks: If the study involved other departments, it is the Applicant's obligation to inform and obtain agreement with the COS(s) or Head(s) of the Department(s).
Requirement
Part
Section
Attachment
Written information for subject, such as 
recruitment advertisement, information 
sheet, etc.
D
Questionnaires
D
Supplementary
Certificate for Clinical Trial / Medicinal 
Test   (issued by Department of Health)
Conflict of Interest Declaration by all 
Investigators
Mandatory for sponsored trial
Indemnity Agreement
Mandatory if applicable
Mandatory if applicable
5.1.1
I
Mandatory for sponsored trial
Clinical Trial Insurance Certificate
Other Documents
Supplementary
Supporting document from Academia
Mandatory for student project
I
2.2
Curriculum Vitae (CV) for Principal 
Investigator and other investigators, if any
Mandatory
I
2.4
REC/IRB decision document of parallel 
ethics review for cross-cluster study
Mandatory for sponsored trial
Ψ 
Mandatory
Investigator's Brochure
Supplementary
Subject Informed Consent Form
Research Protocol
Mandatory
Ω
IV
22.3
Supplementary
Other funding source(s)
PART VI: TABLE OF ATTACHMENTS
Application Dossier
Supplementary
D
These documents must be in languages suitable for the target subjects
Ω
 Unless waived by Cluster REC
Ψ
Refer to Regulation 36B of the Pharmacy and Poisons Regulations
Maximum PDF file size for submission is 10MB.
0
0
0
0
ABC
0
0
0
0
0
0
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