Dear Colleagues,

On behalf of all staff at the CUHK-NTEC CRMO, we wish you a happy, healthy and
prosperous year of Monkey. In the Chinese calendar, monkey is a clever and vigilant
animal which echoes the strategy of CRMO in promoting a conducive environment
for conduct of clinical studies with quality and vigilance. As we leave 2015, year of
the sheep, it is time to reflect on what we have achieved collectively in the last 12
months. With your commitment and under the stewardship of Iris, our Managing
Director and guidance of Dr CK Li, chairman of the Clinical Research Management
Committee that provides the overall policy and governance, we have taken great
strides in our pursuit of good clinical practice (GCP) to safeguard patient safety and
data quality. Here are some of the highlights:

1.

In June 2015, we established a Clinical Research Inspection Team consisting of
experienced research personnel, nurses and doctors from our CFDA accredited
research units (BABE, Cardiology, Endocrinology and Diabetes, Gastroenterology
and Hepatology, Oncology and Paediatrics) and members from Clinical Research
Ethics Committee (CREC). In this internal quality assurance program, we aim to
perform 2 inspections quarterly to share mutual experiences and provide
feedback to our research colleagues in their compliance with CUHK-NTEC
Standard Operating Procedures (SOPs) and GCP.

.Since its establishment in June 2013, the CRMO has organized 5 Basic Life Support workshops, supported by Professor

David Chung and his team at the KCT Clinical Skill Laboratory; and 2 one-day GCP workshops for investigators and site
personnel which are recognized by TransCelerate BioPharma; and luncheon seminars including topics on regulatory
approval of clinical trials, writing grant proposals and budget management. We have also put up online modules for
training of CRMO SOP and regular online GCP tests with issue of certificates upon completion. We hope you will find
these educational materials useful for training of new staff or re-certification of existing staff.

. With the establishment of the Clinical Research Pharmacy (CRP) in April 2015 and the Quality Assurance and Safety

Monitoring subcommittee which consists of members from the HA Quality/Safety Committee, CREC, CRP and Phase 1
Clinical Trial Centre with a mandate to study, review and follow up occurrence of major events, as and when needed,
within a clinical research setting, we have now the complete organizational structure to support our colleagues within
the CUHK-NTE cluster to design, implement and conduct clinical research studies in full compliance with international
standards.

.One of the highlights was submission by CRMO on behalf of new clinical research units for CFDA accreditation. The

inspection by CFDA is expected to take place in 2016. This would enhance our capacity in conducting clinical trials to
support new drug registration in China.

It is against this background that we look forward to another fruitful and productive 2016 and wishing our research teams
who have submitted for CFDA accreditation every success in their applications.

Happy New Year!

Professor Juliana Chan
Chair Professor of Medicine and Therapeutics,
Director, CUHK-NTEC CRMO



Providing best patient-centered care is always
the top priority of our colleagues. Dr. Aric Josun
HUI, a consultant of Department of Medicine
and head of Gastroenterology & Hepatology
Research Unit of AHNH, and his team devote
themselves in clinical research to seek for
better treatment for hepatitis and cost-effective
solutions for medical services.

CRMO: Why do you engage in clinical research apart from providing standard medical service?

HUI: As frontline staff, we are aware of the service gaps in our clinical practice. While we may come up with solutions
to deal with service gaps, a rigorous scientific approach is needed to evaluate the actual benefits and
cost-effectiveness of any proposed solutions. We believe the generation of high quality research with a special focus
on the local setting will facilitate the Hospital Authority to deploy its resources in the most effective manner and
improve the care we provide to our patients.

CRMO: Can you share with us how you set up your research unit?

HUI: It is difficult to set up a dedicated research unit within the Hospital
Authority because of the lack of full-time research staff in frontline
hospitals. As such, all research units need to be financially self-supporting
through the participation on revenue generating Pharmaceutical studies.
It is difficult to find the ‘seed money’ to kick off the process. Our unit was
initially set up by Dr. Nancy Leung Wai-Yee when she was transferred from
Prince of Wales Hospital to our unit. She was instrumental in developing
our research unit and training our research staff. | am very fortunate to
have inherited an excellent research unit from Dr. Leung when she retired
in 2012. | am also grateful for Dr. Leung’s generosity in sharing her
experience in running a research unit.

CRMO: Can you tell us more about your research?

HUI: My current interest is in finding more cost-effective ways of deploying healthcare resources in our local setting.
My current projects include the piloting of a nurse-led clinic for dyspepsia, studying the use of instant messaging
systems such as SMS to reduce default rates and evaluating the role of upper endoscopy for patients while they are
still in the Accident & Emergency Department to identify low risk patients who can be directly discharged.

CRMO: Can you suggest any measures that can empower our colleagues to conduct research?

HUI: Conducting clinical trials in a frontline hospital would be impossible without the support and encouragement of
our Hospital Chief Executive (HCE) and Chief of Service (COS) for which | am grateful. In turn, | would like to foster a
culture of research in our department and provide assistance to our colleagues who wish to start up research projects.
| would like to take this opportunity to thank all the frontline staff, particularly in other departments such as Family
Medicine and Accident & Emergency, who have been very supportive of our clinical studies.

Frontline Sharing from Dr. Hui’s team

CRMO: What kinds of challenging issues you have faced in clinical research?

HUI's Team: There are general misunderstanding that complicated protocol is the hurdle for fresh colleagues, but
actually this can be overcome by well preparation and guidance by experienced colleagues. Rather, having a clear and
full picture of the project is more challenging to them.



ight of Research Unit

For the multi-center study, we face lots of pressure from stringent timeline. In Hong Kong, administrative procedures
such as ethics committee and regulatory approval take time. Very often we start a study few months later than other
global centers. Some of our studies had to be terminated when the recruitment in our site was just started.

CRMO: Clinical trial relies on patient’s participation. How do you overcome the barrier of subject recruitment and
retention?

HUPs Team: From study initiation to completion, close communication with
patients with empathy builds the trust in our relationship. During the informed
consent process, we must explain thoroughly and also listen carefully to their
concerns. Most of our patients are very cooperative. They are eager to
participate in the studies even they are informed that they may be randomized
into the placebo group. We encountered a patient showing anxiety distress
during blood taking. After talking with him, we found that he worried if blood
taking would have negative impact on his health. We comforted him and
explained the study procedure again, and let him reconsider whether he would
like to continue the study.

CRMO: What are your most memorable moments and how do these memories motivate you to conduct the research?

HUP’s Team: Frequent follow-up allows us to have more time to develop good relationship with them. In addition, it is
very rewarding when our patients are benefit from the study drug. Personally, we learn a lot about the latest information
about hepatitis and treatment approach. We hope our studies could provide better medical service and treatment to our
patients.

ips of the Day

HQ How often should the research personnel update his/ her CV?
-

All research personnel must have relevant training(s) when they are carrying clinical research. For clinical s oF
healthcare professionals, they are also required to hold a valid practicing certificate issued by an applicable -
Council (e.g., Medical Council, Nursing Council). All these training records, certificates (if applicable), and “

relevant qualifications should be reflected and updated in his/her CV timely (or on an annual basis).

g What is the difference between the issue date and the effective date on SOP?)

Before the new SOP is effective, it should be issued and circulated to allow familiarization for an ample time. \ s N
Therefore, the date when SOP is issued is known as issue date should be set before the effective date. J/\ -

§
According to the clause 5(b) of indemnity letter, fax no. is needed if any notice is served on other \ “:‘ &5
party(ies) for the purpose of that indemnity. Therefore, all involved party(ies) such as Sponsor, HA,J’ I"I

e
ol
e
o

and/or University should provide fax no. in the indemnity.




Clinical Trial Management Workshop for Investigator-Sponsored Trials

A series of clinical trial management workshop is being held by the Clinical Research Management Office (CRMO)
starting from December, 2015. The first workshop was designed to provide investigators with information and tips on
initiating their own academic study with different granting bodies. Thanks to Prof. Juliana Chan and Ms. Iris Chan of
the CRMO, the first workshop on investigator-sponsored trials received a warm welcome on 9 Dec. Topics covered
included research grant applications, ethics and regulatory requirements, and clinical trial insurance. Additional
workshops will be organized in the upcoming months for our seasoned colleagues to share their experience on clinical
trial management.

Upcoming Workshops

Two clinical trial management workshops will be held in early 2016. One of them
will be focusing on protocol and informed consent development, while the other
will be a sharing session on clinical trial budget planning.

H()VO t0 A&V&w?

'PfO’c()GOk an ’\\‘ 4 In the protocol development workshop, the detailed structure of a GCP compliant
1V\F0rw\&d Gor\st”/"\ B protocol will be explained with tips on how to avoid study design and safety
\\ reporting pitfalls. The GCP requirements on informed consent forms will also be

o showcased to avoid approval delays.

In the budget planning workshop, practical experience about study budget
calculations and management will be shared.

Please check your email for more information related to the two workshops.

®Rhnhouncements

New Templates of Indemnity Letter

For sponsored clinical trial, new templates of indemnity letter ("Sponsor/ HA (Jan 2016)" version and "Sponsor/
University/ HA (Jan 2016)" version) is needed to be used if the indemnity is provided on or after 1 Jan 2016 (i.e. the date
on the first page of the indemnity). The new HA standard indemnity letters can be downloaded from CREC website
http://www.crec.cuhk.edu.hk/download/. Please feel free to contact us for any further enquiry.

Free patient information leaflet that
introduces clinical trial, the processes of
drug trial, and the frequent asked
questions is now available! You can
contact us or visit our website
http://www.crmc.med.cuhk.edu.hk/CR
MCApps/OrderingForm.aspx for more

printed copies.

Document Storage Solution: F
External Archival Service

Are you busy in freeing the , S
valuable storage space for N

the New Year? If you are )y

considering the off-site )

archival service for clinical trial documents, CRMO can
offer a solution! Please visit our website http://www.
crmc.med.cuhk.edu.hk/en-us/crmoservice/external
filearchive.aspx to know more about the external
archival service. You can contact us for more
information or cost estimation.

Q Contact us (=], (5]

Joint CUHK-NTEC Clinical Research Management Office (CRMO) O

Address: 8/F, Lui Che Woo Clinical Sciences Building, Prince of Wales Hospital, 30-32 Ngan Shing Street, Shatin, Hong Kong
Website: http.//www.crmc.med.cuhk.edu.hk E-mail: crmo@cuhk.edu.hk  Tel: (852) 2632 4276
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