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Before study starts......

CREC approval
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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

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

ﬁ Hospital Anthority New Territories East Cluster
Cluster Management Committee (CMC
9 nag: (CMC)

Policy on Clinical Research

Joint CUHK-NTEC
Clinical Research Management Committee

=)
Documment Nurmb er NTECCMC-A00O1V Date 24 March 2011 Clinical Research Management Office W
Prepared by Approvedby The Chi it New Temitorics East
Dr. LI Chi Keng, FWH C{CS)/ FWHFAED COS(FAELD) Clugter Management Committes cu[ 'Im K’::n:”) - z’l‘zs‘;':_“

1. Objective

To ensure safe conduct ofelinical research in according to laws and repulation.

2. Seope Standard Operation Procedure

Allelinical research involving patients of NTEC hospitals.

3. Policy for

3.1 The research must be supported by COS of the concemned department.

32 Approval from NTEC-CUHK Clinical Research Ethics (CREC) Committes. Hospital Approva| on Clin ical

3.3 After obtaining CREC approval, Principal Investigator (FI) should apply for hospital

approval via CO8. =
3.4 PI should submit relevant documnents and information to HCE for approval including StUdles
CEREC approval letter, Clinical Trial centificate if required (such as unlicensed and
off-label indication), application form on werking hours to conduet research, planned

starting and end date, and estimated sample size.. DOCUMENT PARTICULARS

3.5 Biudy initiation iz only allowed after HCE approval. Document No. CRMO-SOP-018
3.6 For sponsored trials, the following deeumnent should be submitted in addition to 3.4: Version No. 02 (Addendum 01, effective on 01 Jun 2016)
3.6.1 For HA saff PI submits Clinical Trial Agreement through hospital Issue Date 26 AUG 2014
administration to HA Legal Division for wetting. (University staffs will submit %
. . A . . Effective Date 01 SEP 2014
Clinical Trial Agreement to university Techneology & Licensing Depariment for
vetting). Author(s) Ms. Iris CHAN
3.62 Hospital Administration will check whether the submitted hdemnity Form Authorized by:
follow the standard HA template, if not, then legal vetting is required, Name/Title/Signature
3.63 For PIbeing HA staff, they should submit ASOT application vwia Finance to CCE
for the sponsorship. of. Juliana Chan
irector of CRMO

This Standard Operating Procedure {SOP) is an official document explaining how a policy s to be implernented with the outiine of necessary
procedures, which has been approwved by the Director of Clinkal Research Management Office (CRMO) and endorsed by the Joint NTEC Clinical
Resesrch Managerment Comenittes [CAMC).

Copyright by CRMC/CRMO 2014

CRMO-50P-018-V2 (SOP for Hospital Approval on Clinical Studies)
Effective Date: 01 SEP 2014
CRMO email address: crmo@cuhk.edu.hk Page10of 7

Controlled Yersion on iCommittes. Hard Copy for Reference Only




Application Form for Hospital Approval

NLW TERRITORILS Application for Conducting Clinical Trial /Research
LAST CLUSTER Involving Patients in NTEC

A proof to show your good
practice in complying with




Documents for Hospital Approval-

CREC approval letters

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

[ ] copies Indemnity Form for Sponsored Trials (can be submitted separately for process)

] Memo from CRMO confirming the coverage of clinical trial insurance, or Clinical Trial Insurance
Certificate (for investigator-sponsored trials only)

] Undertaking with Clinical Research Pharmacy (CRP) (for PWH only — when applicable)
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Documents for Hospital Approval-

Clinical Trial Certificate (for drug studies)

I.  Documents Required (Please tick and attach):
] Clinical Research Ethics Committee Approval (Mandatory)
> [ Clinical Trial Certificate
[ ] copies Indemnity Form for Sponsored Trials (can be submitted separately for process)
] Memo from CRMO confirming the coverage of clinical trial insurance, or Clinical Trial Insurance

Certificate (for investigator-sponsored trials only)
L] Undertaking with Clinical Research Pharmacy (CRP) (for PWH only — when applicable)

No.
W LT
regulaion 35|
[EE8 0]
PHARMACY AND POISONS ORDINANCE
oW OR R W OR A
(Chapter 138)
(3 138 |)
PR/CT 02952016 (SC)
CERTIFICATE FOR CLINICAL TRIAL / MEDICINAL TEST*
B R BB AR EE W
It s hereby certified that & DOk -
Xt s s L W BT
A ) MWF& L eee e T D2 s, 777 DL oz HE
d, subject o diti to establish & clinical trial on human beings/oedixiabosxon
andixpadeX in respect of
O Ak
j. 100mg/4mL. Luj, 5001 ial ;. - J- 100mg/16ImL; < ° ° C Inf.
B R [ e TP U R
1o be conducted by LD cicnnris s, SR
$1A BB 7 86 4 5 /OO NN RRORNNK 41 B ot Pama) fparentl cocerved TP A P 3. 501
e, Pringe of Walex Haspital, NT
3 o ks g G
T - (AR ARSI ARS -
2, This certificate will be valid until Q21
R WU Ik
Hong Kong,
L]
Ve 2016 Date) Y. F.YEUNG) =~ N
‘(‘U W]]) '%;'#Ai}ﬁ(&é}i;ﬂ&’%&&“;hud (e
WL R

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 local drug related safety report, progress report and final study report in clinical trial” issucd by the
Drug Office.

WU A SRl S - SO R

HENE) AR L 2P ISR RN R T RS -

AEETHR

CTMTOS (Feb 2015)



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):

] Clinical Research Ethics Committee Approval (Mandatory)
] Clinical Trial Certificate
> [ ] copies Indemnity Form for Sponsored Trials (can be submitted separately for process)
] Memo from CRMO confirming the coverage of clinical trial insurance, or Clinical Trial Insurance

Certificate (for investigator-sponsored trials only)
L] Undertaking with Clinical Research Pharmacy (CRP) (for PWH only — when applicable)

Sponsor/HA (Jan 2016)

INDEMNITY FOR CLINICAL TRIAL
THIS INDEMNITY is provided on

By the Sponsor:

Name of Company:
Address:
FaxNo.:

Sponsor/University/HA (Jan 2016)

INDEMNITY FOR CLINICAL TRIAL
THIS INDEMNITY is provided on

By the Sponsor:
Name of Company:
Address: {the “Sponsor™)
Fax No.:




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
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Documents for Hospital Approval-

Clinical Trial Insurance

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

[ ] copies Indemnity Form for Sponsored Trials (can be submitted separately for process)
> ] Memo from CRMO confirming the coverage of clinical trial insurance, or Clinical Trial Insurance
Certificate (for investigator-sponsored trials only)
] Undertaking with Clinical Research Pharmacy (CRP) (for PWH only — when applicable)

Faoulty of Medicine Ref¥o: Vb L
The Chi ur ity of H K > " Y
 Ganars sty o fora ns LY BRI B
== 2 =iy Clinical Trial hsurance - Application Form i i

‘The Chinese University of Hong Kong

1 Applicant’s Section.
Ware of Principal Buestigator Prof JDr. THE CHINESE UNIVERSITY OF HONG KONG

i S — e |nvestigators should assess the

JOINT CUHK-NTEC CLINICAL RESEARCH MANAGEMENT OFFICE

Address B/F, Lui Che Woo Clinicsl Stences Building, Prince of Wales Hospital, Shatin, N.T., Hong Kong

Caraet oL Bl

Transforming ow Passion into Perfection

XL Documents Required

e e decide whether or not to join the

7 2tudy Protocal To Prof. kXX
Fom Ms. Louisa TSANG, Manzging Director of CRMO

IIL Payment Arrangement Date 26 July 2017

(HIEFR00 forfi5 100 sbjects, HESL00 fr 101200 subjcts, s o 7 cost for more than 200 subfects) RE  :  Yourapplication for Clinka | Trial Insurance S C e m e
Ho. of sbject stated i th protocol .
Total P peyable RHES00 + X HEC3100) = HES, I'am pleased to inform you that vour followirg project was confirmed coverage by the insurance

. afsuigects justftc tion: company:
G R D T T T ] - Ne. of Human
omimm s Project Title CRE Ref No. .

Fromim saledby I 0 o i Stbjects

. CEWRRTEE0E 3 T
0 H'IA;I“I:NU nn- . ABC CRE-2017.999 20

Buk

SoATIOE

e . 3 sl fslsols
O beesdeparmernal Trarster ST TE The payment wil be arranged by internal transfer accordingly.
Please complete the account details * Paymeent wildonly de DATEOF CHEDUE.

EneTia
If there is any change about the study that mayimpact the insurance coverage, please kindly inform us
s snon as possible so we can notify the insurance cmpany. Thankyou,

11 by sy i comominas n sy T i
21 Cormscouee of the
3. Thuve read. md wnderstand the poevading CUHE poliy, temms and conditions for Clrizal Tril Insrance and shall shide by

these policis md axyr subsequent amendraeri hereto

Applint’s igratire Dar
R ——

Approvedby CREC Committee O Yes OHe Louisa TSANG
FroaceT e RERA TG

PP [

11




Docu

ments for Hospital Approval-

Undertaking with CRP (for drug studies)

L

Documents Required (Please tick and attach):

Clinical Research Ethics Committee Approval (Mandatory)

Clinical Trial Certificate

Indemnity Form for Sponsored Trials {can be submitted separately for process)

Memo from CRMO confirming the coverage of clinical trial insurance, or Clinical Trial Insurance
Certificate (for investigator-sponsored trials only)

Undertaking with Clinical Research Pharmacy (CRP) (for PWH ondy — when applicable)

ent of I

Joint CUHE-NTEC Clinical R LEL

o e Fodacs nCiial Tl e Please contact Clinical Research

Effective Date: DD-MM-YYYY

Clinical Trial :

Pharmacy (CRP):

Trial number;

Principal
investigator:

— Dr. Grace Chan, Senior Pharmacist:

Sire :

1. This Agreement sets forth the

ultimate accountability
mmaaw(?ndd!dmm]
TImHagveamdd.egaleﬂ\e
under the

oo w2

by CRP
. The CRP mamages [MPsin

Medicinal Product{s) (IMPs) in non-phase 1 clinical trials to the Joint
MMCMMP}W oy (CRF)
n(ﬂnWmﬂmmanagmtmnmﬂmPnnupal

ﬂmHhﬁd!lﬁpmshhtyhahuMedgeﬂ\espﬂuwmd!ngm

e — — Email: cmc261@ha.org.hk

ﬁmcfﬂmwmmmmmm@] - Tel' 3505'4285

well a5 the laws, regulations,
Hong Kong

m

mwmmnmﬁmw retarmn, and disposal of [MPs. The
mwentory recards muist be made availabe for mspection by the Pl sponsor authorized
mmve{s].andmgﬂm:w

i trial protocol as
quﬂdmesawhmhlemﬂ!euummde

r

of the PI will be required to
his her

appendiz i

7. The CRP observes relevant latioms to zality of the data
and information in the elinical trial
8, The FI shall notify CRP if the cinical tial is 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

sponso
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

sigring
11. For Company Sponsored Trials (C5T), the P1 agress or shall arrange with the spansor to
pay for the service provided by CRP

agree to all terms and conditons of this Asresment by

in acrordance to the charging model set out in

12



mailto:cmc261@ha.org.hk

Documents for Hospital Approval

Principal Investigator (PI)

/ 1\
0 8 0O

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!

Rer { ‘;‘u;;?_ 5?
R

NEw TERriTORies  Applieation for Conducting Clinical Trial /Rescarch
EAST CLUSTER Involving Patients in NTEC

FRNA _ dia 1Bl [t T — —t damage_
1A SPPRPPRRTIR 111 s PR 1] - 4
€. CREC RefNo.: 20

B. Swdy Protocol Ne.:

D, Name of Principal Investigator (PI); _Prof.ChiKongLL * n O rS e m e n t .
:, Stafl Stotus: HACUHE  *  F Department/Hospital: _Paediatrics °

—_—

Anticipated Start Date:
Planned End Date: 3
Documents Required (Pleuse tick and attach):

® Clinical Research Ethics Committee Approval (Mandatory) -
[ Clinical Trial Certificate

[ copies  Indemnity Form for Spansored Trials an bo submivied saparately for process)

Tt fClinfoal Trial oam ouly be siared upan approal gven.)
1 s _

~zam

1 Memo from CRMO confirming the covernge of clinical trial insurance, or Clinical Trial Insurancs

L]
ottt et et oy Director

] Undertaking with Clinical Research Pharmacy (CRF} (for PIH anly - when appiicable)
1. Working Hours Involved in Conducting the Clinical Trial! Research: arach additional sheer if roquired)

v e f o spa ek Depart.

(HAHO HR Civcular 4/2003 refers) i conducting the research! trial
Not applicable for University staff | During working bours | Cusside working hours
e v T Head
[cr it R 02 02
" Submitted b

Signature of Pl: o V{W‘E' ; Dute: _ ‘mf%h")' ) H c E
Contact Nos 3051008 Emal _ ckli@euhkeduhk

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

delivery of my department will not be unduly affecred.

Dz KW, ! § Signature:__
cos i €0.5. in Pasdistrics .| Hospital Date; 31JuL 7‘,W
Application is i Remarks: i
Signature; _ ' Date: !

Prinieipal ines oV compleie this fovat togeiher with the required documentsfs) and sen 1o General Office of
thefr repective hospitals for procassing (except for PHH: please send to Clinical Research Management Office (CRMO), 8/F
Lui Che Woo Clinicat Sciences Building, PWH for processing).

ce AHRMA!HR NTEC Jun 2016

15



During Study

Re-apply !

ret ([ ¢i2-gg"?
“ el il
f—"‘ﬂuﬁ ﬁ?xm‘ﬁm Applieation for Conducting Clinical Trial /Research
ﬁr EAST CLUSTER Involving Patients in NTEC

LoRNA  dimg  cbiCfre..  ectin  _ndamage
. a n g e B. Study Protocol No.: €. CREC Rel No: 20
I, Mame of Principal Investigator (PL): _Prof. ChiKong Ll *
E Stff Stotus: HACUHE  ©  F DeparimentHospital: _Paedistrics
G Amici;nhedshﬂ]}l[el Lo e T {Clnical Triaf can only be staried wpon approval gloem.)
H. Plansed End Date: i.el_
L

. . Documents Required (Please tick and atiach): :
O - [} Clinical Research Ethics Committes Approval (Mandatery) +
O Clinical Trial Certificate

[ copies  Indemnity Form for Sponsered Trials fean be sibmitied separotely for pracess)
(] Memo from CRMO confimming the coverage of clinical trial insurance, or Clinical Trial Insurance.
Cestifieate (for investigatar-spansoree rials anly)

[ ]
. O Undertaking with Clinical Rescarch Pharmscy (CRP) for P anfy - swhen appilicable]
e | I y I e I. Working Hours Involved in Condusting the Clinical Trialf Rescarch: (attach aditional sheet if requined)

Name of HA staff involved Rarlk Expected number of hours spent per week
(HAHD HR Chreular 4/2003 refers} in condueting the research/ trial

Not applicable for University staff During working hours | Duisids warking hours
A “lex 02 02

ST WRT Re 0.2 02

e Change Protocol No.

Submitted by

Signature of PI: o~ Date: Tl
] ‘

1 support the research / clinical frial commitment listed above for HCR approval and consider that serviee
Signature: %ﬂ"’ ‘

Date; 31 JU!. 'l!_“ﬂ

kst i
. o WCET

Date:

ik complete his forat together with the required docunentsfs) and send to General Office of
for processing (excep! fir PRH: please send ta Clinical Research Mancyemen Office (CRACY), 8F
Lui Che Woo Clinfeal Scienves Buulding, PWH for processing).

‘e AHRMA!HR NTEC Jun 2016




Contact Us!

Email: crmo@cuhk.edu.hk
Tel: 3505 4276

PWH:

Non-PWH: | Visit our CRMO website for details

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

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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