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The Joint CUHK-NTEC CREC is an independent committee established by CUHK/NTEC and authorized to perform ethics
and scientific review and oversight of clinical studies within the jurisdiction of CUHK/NTEC in accordance with its standard
aperating procedure and the principles of the Declaration of Helsinki and ICH Good Clinical Practice.

CREC Ref. No.:  2014.072 G By

To: Dr. Lo Yee YAU
Dept. of Paediatrics
Prince of Wales Hospital

This notice is issued by the Joint CUHK-NTEC CREC with respect to the apphcatlonfsubmlssmn by
you, being the principal investigator of the following study at your study site:

¢ Study Protocol Title: Retrospective study of Use of Levetiracetam in Neonates
» Investigator(s). Lo Yee YAU and L.W. FUNG

In accordance with our standard operating procedure, we have duly performed ethics and scientific
review of your application/submission as detailed below:

« Nature of Your B4 Initial application (] Others:

Application/Submission: [J Amendments/changes ] Renewal
¢ Mode of Review: K Full review ] Expedited review
» Date of Initial/Renewal 19 June 2014
Approval:
» Document(s) Reviewed: See Schedule |
* Reviewer(s) : See Schedule 2

After due review by our reviewer(s), we hereby write to inform you of our decision on your
application /submission as follows:

» Decision: Application/Submission approved
1 Application/Submission approved with condition(s) (see
condition(s) below)
- [ Application/Submission approved with remark(s) (see remark(s)
below)
[] Application/Submission approved with condition(s) and
remark(s) (see condition(s) and remark(s) below)

¢ Regular Progress . Every 12 months from the date of initial/renewal approval and during
Report(s) Required: the period of the study if required
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You, being the principal investigator of the study at your study site, are reminded to comply with our requirements and to

maintain communication with us during the period of the study by undertaking the principal investigator's responsibilities
including {but not limited to):

e if the study is an industry-sponsored clinical study, submitting to us & copy of the fully executed indemnity agreement
satisfying the Hospital Authority’s requirement prior to commencement of the study (if it has not been submitted yet);

«  observing and complying with all applicable requirements under our standard operating procedure (“IRB/REC 50P™),
the Declaration of Helsinki and the ICH GCP (if applicable);

»  submitting regular progress report(s) at the required intervals (as specified above) in accordance with the requirements
in the IRB/REC SOP;

+ ol implementing any amendment/change to any approved study document/material without our written approval,
excepl where necessary to eliminate any immediate hazard to the subjects or if an amendment/change is only of an
administrative or logistical nature;

o notifying us of any new information that may adversely affect the rights, safety or well-being of the subjects or the
proper conduct of the study; - :

e reporting any deviation from the study protocol or compliance incident that has occurred during the study and may
adversely affect the rights, safety or well-being of any subject in accordance with the requirements in the 1IRB/REC
S0P,

e submitting safety reports on all SAEs observed at your study site or SUSARs reported from outside your study site in
accordance with the requirements in the JRB/REC SOP; and

«  submitting a final report in accordance with the requirements in the IRB/REC SOP upon completion or termination of
the study at your study site.

In addition to the above, you are also reminded to observe and comply with other applicable regulatory and management
requirements including (but not limited to):

» if required by Hong Kong laws or regulations, obtaining a certificate for clinical trial through the Hong Kong
Department of Health and complying with the associated requirements;

« obtaining the necessary consent from the management of your institition/department in accordance with the
requirements of your institution/department,

s if required by local laws or regulations at conducting site out of IRB/REC’s jurisdiction, obtaining an approval and
complying with associated requirements;

» ot representing to any third party or in any way likely to mislead any third party forming the view that the approval
from the IRB/REC has any extraterritorial effcet; and

®  with due diligence ensuring your teams, staff, agents or whosoever connecied with you to comply with the preceding
requirements. ‘

Yours sincerely,

e /y’Ng (Secretary)
r’and on behalf of
ZThe Joint CUHK-NTEC CREC

IN/ei
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Schedule 1
Documents Reviewed

The documents reviewed by with respect to the said application/submission include:

¢  Study Protocol (PNEU_LEV_V2 18" June, 2014).
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Reviewers List
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Joint CUHK-NTEC Clinical Research Ethics Committee

“Male/ | Study Present in
_ _ o 7 _ | Female ‘Reviewed CREC
Title and Name Occupation Qualification - | (M /F) N I 3 " meeting on
' B ' B 04 Mar
2014
Chairman: Professor, School of Public BSc(Mam?oba),
Health, CUHK MSc(Maniloba), M v A\l
Prof. Benny C.Y. ZEE ' PhD(Pittsburgh)
MBBS, MD(CUHK),
MRCP{UK),
Vice/Deputy Chairman: Consultant Pacdiatrician, DCH{Lond},
Depariment of Pacdiatrics, FHKCPaed, M N +
Dr. Chi Kong L1 PWH FHK AM(Pazcd),
FRCP(Edin),
FRCPCH(UK)
. MBChB(CUHK),
. Associate Professor
Prof. Alice Pik Shan - MRCP(UK), FHKCP,
KONG ?;Sf?;?::fct‘;i‘““ and | pHK AM(Medicine), F V \
peuhics, FRCP(Glasgow)
Associate Professor, gzé(;P(Austraha),F
Prof. Brigette MA g:,i:zmn:: t::ﬂ(;llnlcal FH (Medical F
: EY: Omncology)
. MB BChir(Cantab)
Associate Professor, e
Prof. Ronald C.W. MA Department of Medicine and MRCP(UK), }‘.H K CP, M
Therapeutics, PWH FHRAM(Medicine),
PELES, FRCP(Edin)
MBBS(U Sydney),
Associate Professor, MRCP(UK), FHKCP,
Prof. Vincent C.T. MOK | Department of Medicine and [ FHKAM, M
Therapeutics, PWH MD(CUHK),
FRCP(Edin)
MBChB{CUHK),
Prof. Cheuk Chun Profg;or, Department of MRCP{UK), FHKCP,
SZETO Medicine and Therapeutics, FHKAM, M 4
CUHK DM(CUHK),
FRCP(Edin)
MBChRB(CUHK),
. . Professor, Department of MD (CUHK},
Prof. Wai Kwong TANG § b iatry, TPH MRCP(UK), FHKCP, M Al |
FHKAM
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C ) S T .. Female | Reviewed CREC
Title and Name - | - Occupation - Qualification | GVI T R A | meeting on
PR T o SRR haiad-E AR I 3 04\Mar
o 2014
BSc, MBBS, MDD,
. Professor, Department of MRCP(EJK)’ FHKCP,
Prof. Brian Medicine and Therapcutics FRCP, FRC(E),
TOMLINSON CUHK PEUleS. | FRCP@), M v \
FHKAM(Med), FCP,
FACP
MBBS (UNSW),
Consultant, Department of gggéiﬁgﬁ%
Dr. Simon K.C. CHAN | Anaesthesia and Intensive Dip Pai:; ’ M + M|
Care, PWH Mgt(HKCA),
MHSM({UNSW)
MBBS(UNSW),
Consultant, Department of MRCP(UK), FHKCP,
Dr. Kevin Ka Hang OR . . FHEK AM(Med), M + N
Medicine and Geriatrics, SH FRCP(Edin),
BChinMed{HKU)
Instructor, School of BS(UCLA),
Dr. Keary ZHOU Pharmagy, CUHK PharmD(USC) F
g:‘;:gfi‘;xfd'cm LLB, Hons (HKU),
Ms. Alexandra Dak Wai | Part-time lecturer and adjunct PCLLGJKP), LLB,
. Hons.(Peking), LLM F N
LO tutor, Dept of Anatomical .
and Cellular Pathology (CitgU),
PWH, CUHK BchinMed(HKU)
DSW(HKPU), RSW
Ms. Emily May Ling . Certified )
CHAN Retired Hypnotherapist F v ¥
CISM, UMBC '
Ms. Yuct Ying TSE Retired BSW{HKP) F
. . . MHRM(MQU),
Mr. Ping Hei TAO Retired Dip Soc Sci(HKBU) M + 4
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