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Director’s Message

We are always pride of our investigators and research
personnel in NTE cluster hospitals as you are active in
pursuing improved healthcare and evidence-based
medicine through clinical research. Currently we have
more than 500 colleagues in NTE cluster involving in
clinical research. Eighty studies are commenced in
2014, and by the end of 2014, there are more than 200
ongoing studies and more than 100 to-be-started
studies in our institutions. Among these studies, around
60% are company-sponsored studies and 40% are
investigator-sponsored trials. The strong research
management and governance in our cluster, including
CRMO and CRP, both reporting to Clinical Research
Management Committee (CRMC), strengthens our
capacity of clinical research.

From left to

CRMO Néwsletter

right: Ms. Iris Chan, Dr. So Hing Yu, Prof. Juliana Chan, Prof. Anthony Chan,
Dr. Li Chi Kong, Prof. Paul Lai, Prof. Benny Zee, Dr. Benjamin Lee

We are glad that the Joint-CUHK-NTEC Clinical Research Pharmacy (CRP) are officially in operation. A flyer regarding the
CRP service is enclosed and please contact CRP before starting clinical trials that involve study medication.

( http://www.crmc.med.cuhk.edu.hk )

Basic Life Support Workshop

Thanks to Prof. David Chung and Ms. Charlotte Lam of the
Kai Chong Tong Clinical Skills Learning Centre, three Basic
Life Support (BLS) workshops for clinical research staffs
were successfully completed. Thirty-five research staffs
from ten different research units were taught on
cardiopulmonary resuscitation, the proper use of
automatic external defibrillators and the management of
choking incidents. With overwhelming demands,
additional workshops will be scheduled for the second half
of 2015. You may contact CRMO (crmo@cuhk.edu.hk /
2632 4276) for early-bird reservation.

ICH-GCP Workshop

A one day GCP workshop was held on 7th March 2015 for
our colleagues. The training was recognized globally by
various international pharmaceutical companies.
Additionally, a half-day Chinese workshop on GCP
(co-organized with the Institute of Integrated Medicine)
was held on 18th April 2015 for our colleagues who
conduct clinical trials with Traditional Chinese Medicine.
Instructed by seasoned professionals, both workshops
received raved reviews with constructive exchanges.
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eatUre Article

Department of Obstetrics and Gynaecology (O&G) of Prince of Wales Hospital (PWH)/ the Chinese University of
Hong Kong (CUHK) has been excelled in clinical researches for decades for improving clinical practices and
unmet patient’s need. In this issue, we have invited colleagues of O&G department to share their achievements
in clinical research with our NTE cluster colleagues.

A robot assistant for uterus positioning during hysterectomy

In traditional laparoscopic hysterectomy, a uterus
manipulator is held by an assistant to facilitate the
surgical procedures. The assistant may easily get
fatigue by holding the tool for more than an hour
throughout the surgery, and this may affect the
surgery performance and patient safety. Thus, a robot
assistant which can be controlled directly by primary
surgeon to position the uterus stably can be an ideal
solution. This can also lessen the manpower tension on
labor-intensive procedure as well.

Image of uterus Uterus manikin

In collaboration with the Department of Mechanical
and Automation Engineering, Department of Surgery of CUHK and City University of Hong Kong, the research team has
developed a prototype of robot assistant which has four degrees of freedom (DOF) to position the uterus.

The robotic assistant comprises of a 3-DOF robotic positioning arm, a 1-DOF motorized uterus manipulator and a supporting
stand. The positioning arm allows the manipulator to move in a partial spherical manner, while the motorized uterus
manipulator allows to perform anteversion and retroversion (Robotics Biomim. 2014; 1:9). The latest model allows the robot
assistant to have higher degree of mobility stand on the ground without mounting on the operating table. This project has
been supported by the grant of Research Grant Council (RGC) Collaborative Research Fund (CRF) on nearly 10 million dollars.

In vitro Fertilization (IVF) and Perimplantation Genetic Diagnosis (PGD)

The Assisted Reproductive Technology Unit (IVFHK)
PWH/CUHK has provided private and public
personalized IVF services for more than 30 years and
has been granted treatment license by the Council on
Human Reproductive Technology to offer infertility
treatment. IVFHK not only brings hopes to infertile
couples, but also provides solid foundation for the
researches in assisted reproductive technology. The
multidisciplinary team of the IVFHK involves doctors,
embryologists, geneticists and scientists.

The Assisted Reproductive Technology Unit (IVFHK) Blastomere biopsy

IVFHK is one of the frontiers in Hong Kong using

preimplantation genetic testing including preimplantation genetic diagnosis (PGD) and preimplantation genetic sequencing
(PGS) in conjunction with in vitro fertilization (IVF). It aims at improving successful birth rate and minimizing the risk of inheriting
a genetic abnormality such as Down syndrome and Thalassaemia (Best Pract Res Clin Obstet Gynaecol. 2012; 26(1): 37-51.). New
platforms, e.g., microarray, whole genome analysis using next-generation sequencing (NGS) are being equipped to increase the
effectiveness and accuracy of the PGS. Lately, O&G Department has detected a balanced chromosomal rearrangement (BCA)
which plays an important role in infertility by advancing the application of high throughput whole-genome low-coverage analysis
(Hum Mutat. 2014; 35(5):625-636.). With PGD and PGS, they are conducting clinical researches to unfold the disposition of
recurrent miscarriage through genetic approach.

A New Technique in Hysteroscopic Myomectomy R

Myomata

Hysteroscopic myomectomy is considered as the optimal surgical approach for submucous
myomata. Nonetheless, resection of submucous myomata is frequently challenged by
bleeding, fluid intravasation, and perforation which prompt complications to the surgical
procedures and can lead to life-threatening condition. Recently, Dr. Alyssa Wong and her
team carried out a randomized control trial using transcervical intralesional vasopressin

injection on 40 patients. It significantly reduced the volume of inflow fluid, fluid
intravasation, intraoperative blood loss and improved visual clarity (J Laparoendose Adv AE 8 /
Surg Tech A. 2013; 23(3):258-62; Obstet Gynecol. 2014; 124(5):897-903). It is
unquestionable that this new technique reduces the complication and life-threatening Modelloftranscarvicalintralasional

situation in hysteroscopic myomectomy. vasopressin injection
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Reappraisal of Endometrial Thickness for Endometrical Cancer Detection

In addition to the surgery technique, Dr. Wong and her team also reappraised the
guideline of transvaginal ultrasound (TVS) endometrial thickness measurement for
endometrial cancer diagnosis. It is believed that TVS is the first-line investigation for
endometrial cancer. At present, various cut-off values of endometrial thickness are
recommended but are limited by the sample size and methodology of the available
meta-analyses.

Thanks to the integral database of more than 4000 patients developed by O&G
department, Dr. Wong concluded that transvaginal ultrasound using 3-mm cut-off has :
high sensitivity for detecting endometrial cancer and can identify women with Endometrial thickness measurement
postmenopausal bleeding (PMB) who are highly unlikely to have endometrial cancer. Her byAEnsvaginlulirasound (s}
finding supports a cut-off of 3mm should be used instead of 4 or 5mm (BJOG. 2015 Mar

Epub ahead of print).

Dr. Wong is grateful that continuous support from her teammates and pragmatic
trainings offered by the department are the keys for her successful studies.

Evolution of Pelvic Floor before, during and after Pregnancy

Researches on pelvic floor are mainly conducted in Caucasian women, however these
data may not be generalized locally because of the racial difference. Dr. Symphorosa
Chan, Dr. Rachel Cheung and their team have conducted a number of clinical and
imaging studies on pelvic floor of local Chinese women.

There are progressive anatomical changes of the pelvic floor during pregnancy which are
reflected by pelvic floor biometry such as increase in hiatal area and descent of the
bladder neck (BJOG. 2014; 121: 121-129) and about 21% of women had levator ani
muscle (LAM) injury after vaginal delivery (Ultrasound Obstet Gynecol. 2012;
39:1027-1033). Most of these changes can partially recover after delivery, except hiatal
distension is more persistent as a result of LAM injury after vaginal delivery (Ultrasound
Obstet Gynecol. 2014; 43: 466-474). This may prompt to the onset of pelvic floor Tl e S e
disorder. Meanwhile a short follow-up till one year after delivery has not yet found at 8 weeks after delivery (asterisk)
significant adverse effect of LAM injury on pelvic floor disorders and health-related quality

of life of the women. (Int Urogynecol J. 2014; 25(10): 1381-1388). They hope their findings can fill the knowledge gaps about
the evolution of pelvic floor and improve the current practices. They are conducting a 3 years follow-up study on these women.
Last but not least, they would like to express their gratitude to women participating in the study.

nnou ncements

SOP online training

Online training of all CRMO SOPs have been launched on CRMO website! Training record of the SOPs, including those by online
training, as well as those previously conducted in SOP Train-the-Trainer workshop in 2014 and those conducted by individual
research unit, are available on the website. Please do not hesitate to contact us if you would like to arrange live-demonstration
of the online training.

CRMO website (Chinese version)

To facilitate the use of CRMO website by different stakeholders, Chinese version (including traditional and simplified Chinese)
of CRMO website is introduced! You may choose the language on the first page of the website.

Partnership with 2 international CROs

CRMO has formed site alliance with 2 Contract Research Organizations (CRO), namely Parexel and Quintiles, in order to
enhance the mutual cooperation and exchanges on clinical research.
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Case Scenario 1:

Study procedure should be commenced only after the informed consent form is signed by the subject and PI (or delegates). \
In this case, even though the blood test is conducted after informed consent form is signed, Jane is instructed to fast BEFORE the
informed consent form is signed. Dr. Simon should obtain the signed informed consent before giving instruction of fasting to Jane.
For details, you may go through CRMO-SOP-011 about reviewing and obtaining informed consent. /‘/

During the reporting of adverse event (AE) in a clinical trial, we need to assess the
causal relationship between AE and the investigational medicinal product. Who should
make the assessment of the casual relationship?

It is a professional medical assessment to evaluate and determine the causal relationship
between adverse event (AE) and the investigational medicinal product, therefore it should be
done by site investigator, i.e. physician, only. ‘”

What is the storage requirement for clinical research dncument?)

Clinical research documents serve to demonstrate the compliance of investigators, hence the \
document must be filed and managed timely and properly. The documents should be stored
in locked cabinets where the temperature and relative humidity are well-maintained to avoid
fluctuation from season to season. Regular pest control should also be arranged. You can go
through CRMO-SOP-006 for details. //

pcoming Events

CREC and CRMO Workshop on Clinical Trial Approval

We are planning an interactive workshop on the CREC approval process and “Application for Conducting Clinical Trial/
Research Involving Patients in NTEC” on 26th Jun 2015 for our colleagues who would like to learn more about these topics.
Research personnel including investigators, research nurses, research assistants as well as administrative staff who are
involved in these processes are welcomed to join. Details will be announced in upcoming email from CRMO.

ICH-GCP on-line Examination

Another round of online GCP certification examination will be arranged in June for our colleagues to test their GCP
knowledge. Some questions will be modified and new questions will be added to widen the question types. The format of
the exam will remain the same with 50 multiple choice questions and a passing score of 80%.

Clinical Research Financial Management Workshop

After reviewing the comments from our previous seminars and workshops, a seminar on clinical study financial
management will be held on 14th July 2015 to share our experience in study cost estimation and negotiation techniques.
More information will be sent via email from CRMO.

9 Contact us

Joint CUHK-NTEC Clinical Research Management Office (CRMO)

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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