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Aspiring for Excellence Through Partnerships
A Journey of 5 Years and Beyond
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Times flies! It has been 5 years since the Hospital
Authority (HA) New Territories East Cluster (NTEC) and
Faculty of Medicine of the Chinese University of Hong
Kong (CUHK) joined hands to establish the CUHK-NTEC
Clinical Research Management Office (CRMO) in 2013.

Good governance is the cornerstone in our pursuit of
conduct of high quality clinical trials and human safety
protection. During the last five years, the CRMO has
introduced a series of quality improvement programmes
to promote excellence in clinical trial management. These
include harmonization of a comprehensive set of standard
operation procedures (SOPs) applicable to all Clinical
Research Units (CRU), establishing an intranet account
for each CRU, organization of professional training
workshops/seminars and setting up a Clinical Research
Quality Assurance And Safety Monitoring Subcommitee
including members from the Clinical Research Ethics
Committee (CREC), Clinical Research Pharmacy (CRP),
Phase 1 Clinical Trial Centre (P1CTC) and HA to discuss
issues related to quality and safety of clinical trials. With
the unfailing support from all parties concerned, we are
pleased to report that each of these elements of the
clinical trial management system is now fully executed.
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Since 2013, more than 900 interventional studies led by
CRUs have been recorded in our database. To enhance
the quality of our trials, we have been using an electronic
system to help CRUs keep track and monitor progress of
their clinical trials. We have set up an inspection team to
conduct on-site inspection to provide feedback and help
our investigators prepare for inspection by external
parties. Many of our CRUs have been audited by
headquarters of international pharmaceutical companies
and/or inspected by regulatory authorities including the
US Food and Drug Administration (FDA) and Japan
Ministry of Health, Labour and Welfare (MHLW). In 2016,
16 CRUs underwent rigorous inspection and successfully
received CFDA accreditation through joint efforts of
CRUs, CRMO, CREC and CRP. Apart from providing
governance and supporting CRUs, the CRMO serves as a
conduit between our CRUs and pharmaceutical
companies, contract research organizations (CROs) and
world-leading research institutes where we explore
opportunities  of  bringing pivotal trials including
investigational medical products and devices to Hong
Kong for research and development, focusing on special
needs in Asian populations

Many of our investigators are world-leaders in their
areas of expertise who are lead investigators or
regional coordinators of multi-centre trials including
investigator-sponsored trials (ISTs). To increase our
capacity in conducting these ISTs, since 2018, the
CRMO has introduced clinical trial monitoring services
to provide a one-stop solution for our sponsors. Time
to study approval, patient/subject recruitment and trial
completion are key factors in our competitiveness to
bring in clinical trials. To this end, CRMO has been
working closely with the CUHK Office of Research and
Knowledge Transfer Service (ORKTS) to expedite the
vetting and approval of clinical trial agreements with
sponsors and academic institutions. With the
appointment of dedicated staff to oversee these legal
documents, the CRMO will work closely with
investigators to define the contract terms, roles and
responsibilities during the sub-contracting of these
multi-centered ISTs to other study sites.
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In her latest Government Policy Address, the Chief
Executive has committed substantial investments to
develop Hong Kong into a hub of medical innovation
and Dbiotechnological development. With the
development of the Greater Bay Area, the CRMO will
continue to leverage on the three decades of CUHK
experience in the planning, conduct, management and
governance of clinical trials to develop into a
knowledge transfer hub, and take our scientific

research to new heights through partnerships in the
next five years and beyond.
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5 YEARS of ACHIEVEMENTS of CRMO

l o-
EEIE KRR B R ;‘ﬁsﬁaﬁ

~8001_LA§§5£53EM“EE %)

Professional Clinical & Management Team .
(~800 research personnel)
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Well-established online database
management and monitoring platforms
(>900 interventional studies are being
monitored)

Regular on-site
inspection by the dedicated
clinical research inspection team
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Worldwide Collaboration
(Alliance with international pharmaceutical
companies and CROs)
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Professional trainings, e.g., GCP, SOP resuscitation
(~1600 research personnel are trained)
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14 centralized services

(E.g., Handle application of approvals,

CTA vetting, arrangement of insurance,
archival service, QA and monitoring service)
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16 CFDA accredited units
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25 Comprehensive SOPs for all

disciplines in CUHK/ NTEC hospitals
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Urology Unit of the Department of S
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AAETT PHERERTRUSPB °

Established since 1984, Urology unit of the Department
of Surgery is an active research team in conducting
both clinical and translational research. Facing the
challenge of scarce manpower in academic research in
Hong Kong, the urology unit is still enthusiastic in
improving the patient’s needs. Through the close
multi-disciplinary collaborations, the researches of the
unit not only benefit the patients in Hong Kong and
Asian countries, but they also contribute to better
policy making in protecting the health of mankind.

Prostate cancer is the second most common cancer in
the world, and its incidence in the Asia-Pacific region is
increasing. The use of serum level of prostate-specific
antigen (PSA) is an important tool for diagnosing
prostate cancer. However, PSA level is easily elevated
by many other conditions such as benign prostatic
hyperplasia and prostatitis. Hence, patients are
subjected to perform specific but invasive transrectal
ultrasound-guided prostatic biopsy (TRUSPB) for more
accurate diagnosis. The results showed that only 15%
of patients with PSA level of 4-10 ng/ml were

diagnosed with prostate cancer, while 85% of patients
underwent unnecessary TRUSPB.
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To improve the accuracy of diagnosis and reduce the
unnecessary invasive biopsy, checking the PSA isoform
and its derivatives and calculating the Beckman Coulter
Prostate Health Index (phi) is a more accurate and
non-invasive assessment of prostate cancer. According
the data of the serum bank of the Urology unit, they
found that the incident rate of prostate cancer in local
people is largely different from the phi which is devel-
oped based on the Caucasian’s database. For example,
the incident rates of prostate cancer in local Chinese
and Caucasian whose phi value 25 - 34.9 are 7.6% and
18.1%, respectively (Table 1). Based on their result,
they suggested to check patient’s phi level (if the serum
PSA level is 4-10 ng/ml) before selecting patient for a
TRUSPB. Also, the local reference range of phi should
be adopted. Their findings improve the accuracy of
diagnosis of prostate cancer for the local Chinese, they
have been accepted and applied in all public hospitals.

wrce: Catalona WJ, Partin A, Sandz MG et al.

th total PSA between 4 to 10 ng/mL

[Ty
25.0-34.9 |

& — (Table 1)

In addition, Urology unit collaborated with other research
teams in Singapore, Taiwan and Shanghai and designed
the reference range of phi for Asian based on the
database from 4 areas. Their results have been accepted
by the highest impact journal in urology, European Urology.
It will be a great news to Asian patients if their results can
be accepted and applied in the Asian countries.

One-stop clinic for ketamine-associated uropathy

WRINEHBE (&R — B EARM(RBKE)EMHES
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Urology unit concerns the young ketamine abusers who
suffer from lower urinary tract symptoms (LUTS). Today,
it is well-known that Ketamine abuse induces LUTS
including urinary frequency, urge incontinence and
bladder pain. However, there is no clue about its
scourge and no standardized treatment protocol before
ketamine-associated urinary tract dysfunction came to
light in 2007.




FERATHERBET - WRINEHAEBE RN FINEL R/ N Under the urge request from the social workers, urology
PRAN 4Zﬁﬁft5(}rﬁ’j’ff HedHFELY  EEERBHN Y unit collaborated with Division of paediatric surgery and
T2 SDEMRAERL(YUTC) - AlRBSERET  urology to establish the Youth Urological Treatment Centre
i & ﬁ;;pﬁ;;jj ERE 30 A TESFE ARHEE - (YUTC) funded by the Beat Drugs Fund of the Hong Kong
YUTC A S 218 4t — ik 7t #) 2 HA S Government and the support from Hospital Authority (HA).
FONER S RaE - BIEHY R S, YUTC provides one-stop services include early urological
ERTEAMEES SEBH “&%ﬁ’ﬁ,ﬁ%%g assessment and treatment to young abusers under the

sramgEaeyUTCaeEsT BREECDEL age of 30 who suffer from Ketamine-associated urinary

o tract dysfunction. Patients from whole territory are
'\“‘/E%E@%“{ ° %ﬂz‘%%ﬁ%ﬁ & . welcomed to join the services. They can make
RE—E+FL  YUTCHELHE R appointment via YUTC hotline by themselves or their
AL AT B BLPRCAR 3 5k B 5 B B R T social workers without medical referral. YUTC formulated
= ABEPNELUTSHBMREE - a set of practical and cost-effective management
protocols to suit different stage of the LUTS by
concentrating the experience in a single centre.

BT IR EEREI  MERIMERHEELETREZBHBESE  In addition to providing clinical services, the urology unit
BHREESEE BERBNIEEEBENES AEMEE  also joins the membership of the action committee of the
L RENER BB ERSHE - &Li@%Ey  Narcotics Division of Security Bureau to provide advice on
HERSE K#‘ﬂﬁ%ﬁ? At iEE=a® 224  Eme treatment and rehabilitation and assist the government to

A Al

BREAGBEBETRL T o WRRATBELA S develop anti-narcotics policy. After years of education
. I E ZS B S f?m P Gl C o and publicity, the incidents of ketamine abuse decline as
% o P4 Hﬁﬁ%}i%ﬁ 2 ch XI?'J%?EA;; ; BT the public has more understanding about the scourge of

ol ketamine. The urology unit not only cares local ketamine
HAF 2 2% thie e 2
AT R El e M B A B A S S S MM BUR abuser, but they also hope that their findings and

RERKEETRBIRAR - MFE2REREER experience can benefit the patients around the world.

B WHO SRR They translated their data into Chinese and published in
MAZE R B the Chinese journals so that the healthcare professionals
PAR 1 K R 52 58 B in China can provide appropriate treatments in reference
AR o to their data. They also approached WHO to classify

Ketamine as a controlled drug to minimize the availability
of Ketamine by the public.

MRINEIHEB E AR EEZIIRZTE: [BRARMETESRA  Prof. Chi Fai NG, the research unit head of urology unit,
B EAREBERENENEZIRITHEE I KB %% said “Clinical study deepens our understanding of the

A eEEH—REBREETM ETHEY - jj;a|\ , disease and improves current treatment protocol, it also
E%ﬁﬁa{%ﬂfﬁ% C o T T 4 T B R S IR i ﬁﬁ brings hope to the patients to have new generation of

B T 5 K MU R Rl A B2 FJ\,E\&EIEW%W% , é\%\ﬁ drugs that have not yet been marketed in Hong Kong.
&ﬁAimﬁ%%%ﬁﬁﬂﬁqjiﬁ | Moreover, the research data can provide foundation for

the government to formulate the medical policies. We
hope that more local urological healthcare professionals
participate in clinical research, hence benefits healthcare
and different aspects of the society. ”.
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New Arrangement of Clinical Trial
AR RESON T Related Agreement

20188 H1H#E - CRMOB EFTARAAEEAZEE In order to further enhance the clinical trial related
(et RMEER) MRBREZ - UE—FINRERR  agreements review process, with effective on 1 Aug

ABREHET - 2018, all clinical trial related agreements (initial and
Fff A5 B rh ;(j(%h SRR RSB RS E (Fwigs Rk amendment) will be reviewed and vetted by CRMO.
1BIER) - PEICRMOES A crmo.cta@cuhk.edu.hk i Al GUHK clinical trial related agreement (initial and

ng_%?igﬁ?%’%éjgzé;ﬂ Cﬁgﬁgfﬁg@%}gﬁﬁ amendment) should be routed to CRMO at
A i A i = crmo.cta@cuhk.edu.hk. The email subject must contain

e
A i \ all three information including Protocol no./Pl name/
WA ERERR - BUDEE 3505 1032 BLE B4 - Sponsor. CRMO will handle and review the agreement.

For any queries, please contact CRMO at 3505 1032.
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Clinical Trial Registration in Public Domain (Part 2)

BPEL—HEETLKEEBEA LB ELBTK We answered few questions about the clinical trial

HEHmEE - 85 registration in public domain in the last issue

NERAHEEHTME B & including

YR AR EHBLERAE A AEBH MR ERK? 1)The purpose of registration in public domain.

MBI EREETELAREH FEeANER 2)When did the registration become mandatory?
3)The possible consequence of the study if it has

EABRAERMODZE M E A not yet registered.

In this issue, let’s answer other enquiries.

4T BB EREESREZE S (ICMIE) EMANEME?
What are the International Committee of Medical Journal Editors (ICMJE) acceptable registries?

e www.anzctr.org.au CEM/ETFEE)(Australia/New Zealand)

e www.clinicaltrials.gov (FEE)(USA)

e www.ISRCTN.org (%[E)(UK)

e www.umin.ac.jp/ctr/index/htm (H7Z)(Japan)

e www.trialregister.nl (fa78)(Netherlands)

* hitps://eudract.ema.europa.eu/ (& 82)(EV)

o HEWHOREMH) “F2ERM" - BFEPBEERKABRTMFR O (ChiCTR)
Other“Primary Registries” accepted by WHO, including Chinese Clinical Trial Registry (ChiCTR)
http://www.who.int/ictrp/network/primary/en/

5L EE R E S N & B ET IR R ?
What are the recommended registries for clinical trials in Hong Kong?
o R RS ML (ChiCTR)

Chinese Clinical Trial Registry (ChiCTR)

o Al BB A B P AR BBIKFTT R AEWF T O#EITER https://www?2.ccrb.cuhk.edu.hk/web/?page_id=746
Can be registered via Centre for Clinical Research and Biostatistics, CUHK

o Qe MAIBMENIAR (FESE —RBEBENEL)
Can only register prospective studies (before first patient recruited)

* www.clinicaltrials.gov

o Al {ARIAFFT B R FKETER \

Can be registered by individual investigator or delegates |

6. N ARBERBIAFTETER - RAEEHR?
What can | do if | have not registered my study before it starts?
o Hfclinicaltrials.goviFRIFTA] + {R1IE] BE R AT Eclinicaltrials.goviEITE 5
It is still possible to register your study after it starts via clinicaltrials.gov. Special permission might
be needed from clinicaltrials.gov for such studies.

e FIE  ICMIERRFAARKMAEREE —BBEELER - EMRNBLBENILE  (RNFEEE
A ] 88 1O 455 Bl HEE -
Please note that ICMJE requires all clinical studies to be registered before the recruitment of the
first patient. Special permission might be needed from the journal editor if your study was registered
retrospectively.
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SAE Reporting Timeline

RIBRAFRGEREZESNZERIERE (CREC-SOP) » IEBRETRREMH (SAE) EEEE24/N
BFAEICRECHR % - SAEBIEUT AR REH:

According to CREC-SOP, all serious adverse events (SAEs) should be reported to CREC within 24hr of
awareness. SAE includes any adverse events which:

1) BEILL; 1) results in death;

2) BEmER; 2) is life-threatening;

3) BEARAERERERIGE, 3) requires inpatient hospitalization or
4) BYFENEERK/BETREN, & prolonged hospitalization;

5) BHERMERS/HERE - 4) results in persistent or significant

disability/incapacity; or,
5) results in a congenital anomaly/birth
defect.

BER  RESAEM24/NEFEIERR2M [41% | SAERBFTE > MIFSAEMNERBERE o flan - R
SRE—EMAZHAESHM BN EAARESRE  BERZR AR RABES KT R/SAE - MR
HEABZ24/NFROCRECEHRE - HRMRSKEIWBIBEBEARGERNBH  (RIREZERE24/)0 KA M
CRECH & °

Please note that the reporting timeline of 24hr starts upon the “awareness” of the SAE, not the actual
onset time of the SAE. For example, if a study patient told you today that she was admitted to the
hospital last month, then her hospitalization would obviously be regarded as a SAE and you will have
24hr to report the case to the CREC. Since you have just been notified today about the hospitalization,
you would now have 24hr to report to the CREC.

BEMRENESEERAREERFEAMPISEENSAEREREMICRECEHENMERE - BENW
It FERIKRCRECEXRM R R P ERNSAERE FRIE K CRECHWSAE Comment Element Form.
Some sponsors may ask the study site to use their study specific SAE reporting forms instead of the one
provided by CREC. If so, please submit to CREC both the sponsor’s SAE reporting form and the CREC
SAE Common Element Form at the same time.

Bt 4% T3 0k
Contact us
BEPXARB-FRFTERENE BRATRKEE
Joint CUHK-NTEC Clinical Research Management Office (CRMO)

Hudik: 7B SROD MR AT30-325R B E HT AR £ 88 f B S M R R EE 8 A8\
Address: 8/F, Lui Che Woo Clinical Sciences Building, Prince of Wales Hospital, 30-32 Ngan Shing Street, Shatin, Hong Kong

U Website: http://www.crmo.med.cuhk.edu.hk  ZEE E-mail: crmo@cuhk.edu.hk  E5E Tel: (852) 3505 4284
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