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Before study starts……

CREC approval Hospital approval

How?

Why?

What?



Before study starts……

Clinical Research Management and 
Compliance at Study Sites - HAHO 2010 
(http://www.ha.org.hk/ho/research_eth
ics/ha_handbook.pdf) 3

• 5.2.1 ……HA has established a two-tier
structure for governance of clinical research, 
including:

– (a) Management governance by 
cluster/institution management; and

– (b) Research ethics governance by RECs.

• 5.2.3 Any clinical study undertaken by any HA 
institution and/or its employees, officers and 
appointees under the HA’s employment/ 
appointment is subject to initial management 
approval and continuous review and 
supervision by the management of the 
institution at where the study site is located.

• 5.4.1 Departmental management is 
responsible for overseeing the clinical 
management, resources management and risk 
management aspects of clinical studies on 
departmental level.

http://www.ha.org.hk/ho/research_ethics/ha_handbook.pdf


NTEC Policy and CRMO SOP for 
Hospital approval
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CRMO-SOP-018Policy on Clinical Research (Mar 2011)



Application Form for Hospital Approval
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Form only?A proof to show your good 
practice in complying with 

regulation! 



Documents for Hospital Approval-
CREC approval letters
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Documents for Hospital Approval-
Clinical Trial Certificate (for drug studies)
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• With effective from 6th February 2015

– Extend the validity of clinical trial certificate from not 
exceeding 2 years to not exceeding 5 years

– Provision of a sample of the product or substance is no 
longer required for the application

– A person must not conduct a clinical trial on human 
beings/medicinal test on animals, or cause or permit such 
a trial/to be conducted, except in accordance with a 
Clinical trial/Medicinal Test Certificate (CTC) issued to the 
person. Any person who contravenes the above commits 
an offense and is liable to a fine at level 2 (currently HK$ 
5,000)
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Documents for Hospital Approval-
Clinical Trial Certificate (Updates)



Documents for Hospital Approval-
Indemnity Form (for sponsored trials)
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Documents for Hospital Approval-
Indemnity Form (for sponsored trials)

Can the clause of 
indemnity form be 

changed?

ABC company/ HA

Approach HA’s 
nominated lawyers 
to vet and approve 
the proposed 
amendment

ABC company/ University/ HA



Documents for Hospital Approval-
Clinical Trial Insurance
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• Investigators should assess the 
risk level of their trials and 
decide whether or not to join the 
scheme.



Documents for Hospital Approval-
Undertaking with CRP (for drug studies)
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• Please contact Clinical Research 
Pharmacy (CRP):

– Dr. Grace Chan, Senior Pharmacist:

– Email: cmc261@ha.org.hk

– Tel: 3505-4285

mailto:cmc261@ha.org.hk


Documents for Hospital Approval
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CTC

Indemnity

CREC approval

Clinical Trial 
Insurance

CRP 
Undertaking

(If applicable)

(If applicable)

(If applicable)

(If applicable)

(Mandatory)

Principal Investigator (PI)



Application Form for Hospital Approval
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Study Starts!
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Endorsement:

HCE

COS/ 
Director/ 
Depart. 

Head



• Change PI

• Add Co-I (HA)

• Change Study Title

• Change Protocol No.

During Study
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Re-apply !



Contact Us!

Email: crmo@cuhk.edu.hk

Tel: 3505 4276

Visit our CRMO website for details   
http://intranet.crmo.med.cuhk.edu.hk/crmoservices.aspx#ha
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PWH: 

Non-PWH:

mailto:crmo@cuhk.edu.hk
http://intranet.crmo.med.cuhk.edu.hk/crmoservices.aspx#ha


1. A retrospective study of the 
efficacy of Metformin on Type 2 
diabetes mellitus patients.

2. An exercise habit survey in HK 
healthy primary school children.

3. An apps program development 
for healthy diet plan

Examples
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Hospital Approval

HA staff

HA patient

HA staff

HA patient
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HA patient 




