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2014 is the foundation year of Clinical Research Management Office (CRMO). We are delighted on accomplishing lots of
milestones including setting up the CRMO website and database for each research unit, cascading the centralized SOP
(Standard Operating Procedures) of clinical research to the whole NTE Cluster, conducting series of trainings, workshops and
GCP online tests, as well as attaining the re-accreditation of our current 9 China-FDA (CFDA)-clinical research units in Prince of
Wales Hospital (Gastroenterology, Oncology, Endocrinology, Cardiology, Paediatric Haematology, Paediatric Respiratory,
Paediatric Immunology, Paediatic Infectious Disease, and BABE - Bioavailability & Bioequivalence). We would like to express
sincere gratitude to the support and cooperation of all research units.

CRMO aims at enhancing the clinical research of our cluster hospitals through partnership with investigators and research
colleagues as well as other stakeholders such as Department of Health, study sponsors, CROs (contract research
organizations) and academic institutions. In the new year, we are evolving from the role focusing on governance and
compliance of clinical research to a dual balancing directions on both “quality and compliance” as well as “efficiency and
competitiveness” of our clinical research. With centralization & integration of competency, knowhow and resources of clinical
research, our research activities can be flourished and further expanded.
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CRMO belongs to every single of us involving in clinical research in NTE Cluster. We appreciate all valuable advice and suggestions.

Wish all of us a prosperous, fruitful and healthy Year of Sheep!

Regards,

Yris Ghan

Managing Director
Clinical Research Management Office (CRMO)

vents & Activities

Delegation Visit of Sun Yat-sen University
Cancer Center

ICH-GCP on-line Examination
Another round of online GCP certification examination was arranged

CRMO received delegates of Sun Yat-sen University
Cancer Center in Nov 2014. During the visit, we
exchange ideas and experience on the development

and application of CRMO website and database system.

between 22nd Dec 2014 and 9th Jan 2015. Sixty-seven (67) of our
colleagues have attempted the examination and 57 have passed with
score >80%. Colleagues especially who are new to clinical research
are welcomed to attend the upcoming ICH-GCP workshop in March.



ight of Research Unit

Cheshire Home Shatin (SCH) aims at improving the patient care and tailoring new solutions to
patient’s unmet needs by clinical research. We have interviewed different colleagues in SCH to share their
experience and aspiration.

CRMO: How do you motivate your colleagues to conduct clinical study under limited resource in a non-academic hospital?

Dr. Herman Lau (HCE): Our vision is to strive SCH as the
center-of-excellence in rehabilitation and infirmary care. With our
strong culture of managing patients in multidisciplinary approach,
we encourage research ideas from different disciplines and the
research proposals are discussed in hospital management
committee (HMC). Through clinical research, we aim at generating

evidence-based data and improving quality of life of patients.
Recently, we presented a study named “A retrospective study to review the effectiveness of
a low-load prolonged stretch program for preventing elbow flexion contractures in high-risk
long-term care residents” as an oral presentation in HA Convention 2014. We will look for more cross-disciplinary and
multi-center partnership on local and international research of infirmary care.

CRMO: Why do you insist to conduct clinical study when there are only 2 doctors in SCH?

Dr. Lam: It is always my calling to serve the underprivileged group of the medical system, and | am always
passionate on clinical research. | am grateful for the strong support from the Hong Kong Cheshire Home
Foundation, and the management of SCH including the former HCE share similar vision and always
provide affirmative support on clinical research.

CRMO: Can you share your happiness about your recent studies on Botulinum toxin and phenol nerve block which has

gained significant international recognition as well as media awareness?

Dr. Lam: | am happy that these studies significantly reduce my ' 3! J Am Med Dir Assoc, 2012 Jun 13(5): 477-84
colleagues’ burdens with improved scores on patient-centered

toxin A for the management of

outcome measures. Through our regular injection sessions, colleagues limb&pasticity in long-term care residents
from various rehabilitation centers as well as medical and L
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neurosurgical departments can come to share the knowledge of » EREIESEEE UIEEEEE S
- . . . . Ultrasound and Electrical Stimulator-Guided Obturator
injection skills and exchange their experiences. P Nerve Block With Phenol for the management of

/ limb spasticity in long-term care patients

CRMO: SCH is conducting a 2-year survey on safety attitudes among the staff. Can you share about this survey?

Ms. Wong (Physiotherapist): We hope to understand the safety attitude among our

colleagues using Safety attitudes questionnaire (SAQ). With the data, we are now
proposing strategies such as establishing effective and bi-directional communications
channels, holding game booth for promoting safety culture, and
publishing newsletters. We expect a sustainable improvement of our
safety culture which can be illustrated in the 2nd and 3rd wave of survey

in coming years.



ight of Research Unit

CRMO: We notice that the seats of non-ambulant patients are different among each other.

How do you decide on the proper position of the seats for each patient?

Mr. Yui (Occupational therapist): Non-ambulant patients easily develop
pressure sore. With the use of pressure mapping, we can accurately
adjust the tilting angles of the seats in order to minimize the pressure
exerted on each patient. They can have more opportunity to sit out or

go around on wheel chair now.

2

b 2 ‘ﬁ CRMO: We know that there is a special emollient derived from a previous study of SCH for

the elderly of SCH. Can you tell us more about this?

Ms. Tsang (Nurse of Infirmary Unit): As the commercial skin ointment cannot improved our
elderlies’ cracked skin, our nurse developed an emollient and conducted a clinical trial on
this. We are glad that the results are positive.

CRMO: What are the key challenges of clinical study?

Ms. Tsang: Clinical study usually involves change in habits, and people may be resistant to
change. We may introduce the change in stepwise manner using a pilot run-in program so
they can gain positive experience and hence are motivated to join the study.

We are grateful to have a team of passionate colleagues in SCH who are dedicated to individualize the
management of patients with various disability, while they are also eager to share their clinical experience
through clinical research with other healthcare professionals.

Ips of the Day

If the study sponsor financially supports the Pl to archive study documents in the offsite document
storage facility offered by CRMO, can the study sponsor retrieve or transfer those documents to another place in the future?

The retrieval and transfer of study document can only be made by the PI, so the study sponsor need to
obtain prior written consent from Pl before such relocation of document can be made. / /

A subject was invited to join a clinical study. He was asked to fill in a patient questionnaire
= and his blood was taken BEFORE signing informed consent form (ICF). Are these procedures appropriate?

ICF should be signed and dated by the subject and the Pl/ delegate BEFORE any study procedure is carried out. \
If patient questionnaire answering and blood test taking are parts of the study procedures listed in the study
protocol, the above-mentioned sequence is incorrect. For details, please refer to CRMO-SOP-011. ‘/‘/

Case Scenario 3:

Before the study starts, research staff should confirm with study sponsor and document in writing about \

the storage conditions (including temperature & relative humidity) of IMP. If there is any derivation from the
storage conditions specified, the staff should inform study sponsor immediately to confirm if the IMP can
still be used. You may refer the details about the management of IMP in CRMO-SOP-007.




nnou ncements

Update of CRMO website about two new add-on functions

1. Uploading study documents (Optional)

Website coordinator of each research unit can now upload study files (e.g., study protocol, patient informed consent, study
flowchart, etc - in PDF file up to the file size of 5MB) of each registered clinical study for access of selected research personnel
so they may make reference to the study documents anywhere with internet access. This function of uploading study
documents is optional for each study.

2. Report Generation

All registered users can generate reports of their own research units to overview the current status
of ongoing studies, not-yet-started studies, new studies, and completed studies. Different criteria,
e.g., type of sponsorship, type of study can be selected to tailor their reports.

REPORT

Inspection

Inspection on research sites have been started since 4th quarter of 2014, and will be conducted
regularly to strength the competency and to reinforce the clinical trial compliance.

Upcoming Events

ICH-GCP Workshop

An one day GCP workshop is scheduled on 7th Mar 2015 for our colleagues who have less than 2 years of experience in clinical
research or who would like to learn more about ICH-GCP. This GCP training will be conducted by investigators and other clinical
research professionals who have extensive experience in the field. The training will be recognized globally by various study
sponsors. Details are announced on CRMO website.

Resuscitation BLS training

With the great help from Prof. David Chung and the staffs of the Kai Chong Tong Clinical Skills Learning Centre, several half-day
resuscitation workshops are going to be hosted this year. Our clinical research staffs can have their resuscitation skills refreshed
and updated with content tailor-made for local hospital setting. Due to limited capacity, the first resuscitation workshop will only
be prioritized to research units applying for CFDA accreditation in 2015. Details are announced on CRMO website.

SOP on-line training

From Mar 2015, CRMO registered users will be able to go through CRMO SOP training through
audio guidance on CRMO website. Training certificate will be updated in their CRMO training
record after online training. Details will be announced by CRMO.

Resuscitation

\ Q Contact us

For any enquiry or experience
conceming the GCP practical

issune(s), you are welcomed to Joint CUHK-NTEC
th onr Clinical Research Management Office

omail us and share wt ik

mﬂﬂ(&YS- 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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