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Before study starts......
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Before study starts......

e 5.2.1....HA has established a two-tier
structure for governance of clinical research,

Clinical Research including:
Management and Compliance at Study Sites

MRS SERTIEEL, S R — (a) Management governance by
| T cluster/institution management; and

— (b) Research ethics governance by RECs.

e 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.

e 5.4.1 Departmental management is

Clinical Research Management and responsible for overseeing the clinical
Compliance at Study Sites - HAHO 2010 management, resources management and risk
(http://www.ha.org.hk/ho/research eth management aspects of clinical studies on

ics/ha_handbook.pdf) departmental level. 3



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

NTEC Policy and CRMO SOP for

Hospital approval

Policy on Clinical Research (Mar 2011) CRMO-SOP-018

Hespitad Autlority New Terrifories East Claster
Cluster Managoment Commitee (CAMO)

Joint CUHK-NTEC

Policy on Clinical Rescarch Clinical Research Management Committee F——
e — %y ‘linical Res J 3 U
Document Namber NTECCMC-A-O0LV] Date 24 March 2011 | C al Research Management Office
Prepared by Appruved by Thz Chinzac Universty New Ueirdones Bast
Dr. L1 Chi Koag, PWH CICS)/ PWHPAED CONPALD) Cluster Management Committee of Heng Kaag Claster
1. Objective

Toensure sale conduct of climcal research in secording to liws and e gulation

2. Scope Standard Operation Procedure

Al clmcal sesearch involvang patients of NTEC hospuals,

3. Policy for

3.1 The research mast be supportad by COS of the concerned department,

32 eal i 0 ¢ A ch Fihics (CRECY O H H.

32 Appm\hlrntnh'ﬂfj (‘lIHk(‘.unun-I Research Fihics (CREC) Commitroe . HOSpltal Approva| on Cllnlcal

3.3 Afer vbtaaning CREC approval, Primcipal Investigator (PI) shoukl apply for baspital
appron sl via COS. P

3AP| shouk! submat relevant documents and mionmation 10 HCE for approval including StUd|es
CREC approval letier, Clincal Tnd ceruficare of requaed (such as unlicensed and
ofl-kabel indscauon), applcation form on working hours 10 conduct sesesrch. planned
starting and end dake, and estimated sample size,

3.5 Study indtiation is caly allowed afier HCE appraval

3.6 For sponsored trats, Bee Follow ing document should be subpmited @ addion w0 3.4

36l o HA staff, PI osubmits Chnical Toal Agreepent trough  hospieal ?mm‘\am 2 SR lon e
almunstrabon W HA Legal Divsion foc velung, (Umversity stadls will ssbanit vecsion ho. ai -
Crinical Trial Agroement to umiversity Technology & Licensmp Department for Issue Date 26 AUG 2014
vesting) Effective Date 01 SEP 2014 [
3.62 Hospital Admunistratxon wall check whelber the ssbmitied Indenusty Foan Authonis) vMs Ins CHAN ’

[ollow U standiard HA weaplate, il nob then legal velting s requised.
362 For PIbeing HA staff, they should submir ASOI applicanon via Finance w CCE
foe the spomsorship,

Althorzed by [
Nama/l tk/Signature \ |
( "‘vof. Juliana Chan ’

Ditestor of GRMO [
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Application Form for Hospital Approval

A proof show your good
practice in complying with

regulation!




Documents for Hospital Approval-

CREC approval letters

I Documents Required (Please tick and attach):
> Clinical Research Ethics Commuttee Approval (Mandatory)
] Clinical Trial Certificate

:] copies Indemmty Form for Sponsored Tnals (can be submitted separately for process)

U Mcmo from Faculty & Planning Office (FPO) confirming the coverage of clinical trial insurance,
‘ or Clinical Trial Insurance Certificate (for mvestigator sponsored mals only)
OJ Undertaking with Clinical Research Pharmacy (CRP) (for PWH only - when available and applicable)
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Documents for Hospital Approval-

Clinical Trial Certificate (for drug studies)

I Documents Required (Please tick and attach):

O Clinical Research Ethics Commuttee Approval (Mandatory)
> ] Clinical Trial Certificate

:] copies Indemmty Form for Sponsored Tnals (can be submitted separately for process)

e Mcmo from Faculty & Planning Office (FPO) confirming the coverage of clinical trial insurance,
or Clinical Trial Insurance Certificate (for mvestigator sponsored mals only)
OJ Undertaking with Clinical Research Pharmacy (CRP) (for PWH only - when available and applicable)

No.
i

{regulion 368
[EER
PHARMACY AND POISONS ORDINANCE
WOWOR R OE WA
(Chapter 138)
(3 138 |)
PR/CT 02952016 (SC)
CERTIFICATE FOR CLINICAL TRIAL / MEDICINAL TEST*
B R BB AR EE W

ey g oI
o s H W ALY
W ME& L e T 02 e T7T DL CHE
d, subject to diti to establish & clinical trial on human beings/moedixadXosKaK.
mixpadeX in respect of
O3 1

1t s hereby certified thet

Ak, 100mgléel. ; I,

G R A
to be conducted by LD :.o .. e
1A SR T G B AR ¢ DRPON NN XA P 4 B  Bumerit of parsonal somcerved T8 B A BT IS 3 21

at.. 1, Prince of Wals Hospil, NT
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2, This certificate will be valid unil 021
R WU

‘Hong Kong,

L]

2016 Date . YELING)
ot - A iy and P o <17
LEEFEY L 50
CONDITIONS

it

1. The holder of the Cerificate is required to submit local drug related safety reports, yearly progress
reports, final study report of the clinical trial in accordance with the "Netice of requirement on reporting
of lacal drug related safety report, progress report and final study report in clinical trial” issued by the
Drug Office.
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Documents for Hospital Approval-

Clinical Trial Certificate (Updates)

e With effective from 6t 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 HKS
5,000)



Documents for Hospital Approval-

Indemnity Form (for sponsored trials)

I Documents Required (Please tick and attach):
‘ O Clinical Research Ethics Commuttee Approval (Mandatory)
‘ ] Clinical Trial Certificate

| > ] copies Indemmty Form for Sponsored Tnals (can be submitted separately for process)

U Mcmo from Faculty & Planning Office (FPO) confirming the coverage of clinical trial insurance,
or Clinical Trial Insurance Certificate (for mvestigator sponsored mals only)
OJ Undertaking with Clinical Research Pharmacy (CRP) (for PWH only - when available and applicable)

SponsorHA (L0

INDEMNILY FOR CLINICAL TRIAL

THIS INDEMMNITY is provided on

DBy the Sponsor: Sponsor/ University HA (11/10:01)

Name of Company:
Adlilress:
Fax ko TIHIS INDEMXNITY iz provided on

INDEMMNTY FOR CT.INTCATL TRIAT

By the Sponsor:

Wame of Comnpany:

Adldress: i the “Sponsor”)
Fuax Mo




Documents for Hospital Approval-

Indemnity Form (for sponsored trials)

Can the clause of ABC company/ HA

indemnity form be e
changed? SR

Approach HA’s T e e

? nominated lawyers B
|:> to vet and approve |::> “__M*’*h‘ ._

7 the proposed — -
amendment BT

e v

ABC company/ University/ HA

10



Documents for Hospital Approval-

Clinical Trial Insurance

I Documents Required (Please tick and attach):
‘ O Clinical Research Ethics Commuttee Approval (Mandatory)
] Clinical Trial Certificate

] copies Indemmty Form for Sponsored Tnals (can be submitted separately for process)

> U Mcmo from Faculty & Planning Office (FPO) confirming the coverage of clinical trial insurance,
or Clinical Trial Insurance Certificate (for mvestigator sponsored mals only)
OJ Undertaking with Clinical Research Pharmacy (CRP) (for PWH only - when available and applicable)
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Documents for Hospital Approval-

Undertaking with CRP (for drug studies)

I Documents Required (Please tick and attach):
‘ O Clinical Research Ethics Commuttee Approval (Mandatory)
] Clinical Trial Certificate
] copies Indemmity Form for Sponsored Trials (can be submitted separately for process)
U Mcmo from Faculty & Planning Office (FPO) confirming the coverage of clinical trial insurance,

or Clinical Trial Insurance Certificate (for mvestigator sponsored mials only)

v
L

Undertaking with Clinical Research Pharmacy (CRP) (for PWH only - when available and applicable)

et Hediaa Frotuctin Cincl T e Please contact Clinical Research

L Pharmacy (CRP):
| restigaor: — Dr. Grace Chan, Senior
L T At e o st e g of i s Pharmacist: cmc261@ha.org.hk

Management
Medicinal Procuct{s) (IMPs) in nion-phase 1 clinical trials to the Joint

CIFHE-NTEC (Enical Research Pharmacy

2 e iy o e B gt s 0 P —  Tel: 2632-4285

ES mmwm@mmmﬁmwmmmmm{g
under the

4 mmmmmmmmm@mmummwm
by CRP

5. The CRP manages [MPsin i trial protocol as
vﬂnﬂrhwsmgﬂmmmﬂmﬂdmesawhmhlemﬂnmuﬂuﬂdmﬂm

Homg Xon
& mwmmnmﬁmw return, and disposal of [MPs. The

imventory recards must be made available for mspecton by the P1, sponsor anthorized
representative]s), and regalatony authoritdes

k3 Th.eCRPuhsa'\'EIﬂwmr o d regulations to zality of the data
ration i the i e

8 TthIsha]lelyCRE‘lfﬁl.ed.mcdmalu completed or terminated for any reason
upon not bess than seven working days written notice, All imusad or patient returns of
IMPs and concomitant medication umder study protoced should be collected by the Plor
spansor

9, The PI shall notify CRP of any amendment in the stady protocs] upon not less than
seven working days written notice

10.1f for any reason, the P1 is umable to continue tm serve as PL he/she will, within seven

days of kmowdedge of such event, provide written notice to CRP. The successor
of the PI will be required to agree to all terms and conditions of this Agreement by
his her signing

11. For Company Sponsored Trials (C5T), the P1 agress or shall arrange with the spansor to
pay for the service provided by CRP in accordance to the charging model set out in
appendiz i

12



mailto:cmc261@ha.org.hk

Documents for Hospital Approval

Principal Investigator (PI)

/ 1\
8 8 0 8

CREC approval

CTC

Indemnity

Clinical Trial
Insurance

CRP
Undertaking

(Mandatory)

(If applicable)

(If applicable)

(If applicable)

(If applicable)

13



Application Form for Hospital Approval

J.  Working Hours Involved in Conducting the Clinical Trial/ Research: (attach additional sheet if required)

Name of HA staff involved Rank Expected number of hours spent per week

(HAHO HR Circular 4/2003 refers) in conducting the research/ trial

Not applicable for University staff During working hours | Outside working hours
Submitted by:

Signature of PI: Date:

Contact Nos: E-mail:

h’aﬂ II: To be completed by COS/Director/Head of Departmenﬂ

I support the research / clinical trial commitment listed above for HCE approval and consider that service

delivery of my department will not be unduly affected.

Name: Signafture: -
COS in \ Hospital Date: |

14



Study Starts!
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During Study
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Contact Us!

Email: crmo@cuhk.edu.hk
Tel: 2632 4276

PWH:

Non-PWH: | General Office of your hospital

17
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A retrospective study of the
efficacy of Metformin on Type 2
diabetes mellitus patients.

An exercise habit survey in HK

healthy primary school children.

An apps program development
for healthy diet plan

Hospital Approval

HA staff

HA patient

HA staff

HA patient

HA staff

HA patient

O
O
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