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The Effect of Virtual Reality Phacoemulsification Cataract Extraction Simulation
Surgery Training on Patient Safety and Outcomes: A Randomised Controlled Trial
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Introduction @4t

You are cordially invited to participate in a prospective, randomised controlled trial for a
virtual reality phacoemulsification cataract extraction simulation surgery training programme
for eye surgical trainees. The study plans to recruit 30 trainees in total.

BRSESE2 - R HRNFNETENREENBRERNEREEAOAREER
FALFMRRETE, EMRHABEREETL

Please read this information sheet with care and ask any questions you may have about this
study. Your questions will be answered. You may consult your family members, friends or
family doctor if necessary. If you have any questions or would like to have more information,
please consult investigators of this research and decide your participation afterwards. Also,
you will be given a signed copy of the consent form and participant information sheet for
retention.
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Purpose of research #fZEE #

This research project will help us evaluate the impacts of virtual reality phacoemulsification
cataract extraction simulation training based on patient safety and outcomes. The results of
this study will become a reference for ophthalmic surgical training centers and professional
institutes with statutory power to regulate specialists training credentials in all parts of the world
when considering the implementation of novel virtual reality-based phacoemulsification
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simulation training.

TR EHEMARBEREMENRR LG AREBEICFNRRIIRNE &
ZREAERABSANERNEERICFMNIRE  AHRNERSEHIT RSB
IRMFMIRPONERENIRERNZEERBBRABE,

Description of study design and procedures WFSEERE REFBN

This study is led by the Department of Ophthalmology & Visual Sciences of the Chinese
University of Hong Kong. Basic ophthalmic surgical trainees from 5 HA clusters in Hong
Kong will be eligible to participate in the study. Prior to the phacoemulsification training and
subsequent surgeries performed on participants with cataract, all trainees would have
undergone wet lab training for basic ophthalmic microsurgical skills and extracapsular
cataract extraction performed on pigs’ eyes per usual training in Hong Kong. A computer
program will randomize these 30 trainees with a ratio of 1:1 to the intervention or control

group.

FRRHEREFNAZRMRAENEZERAE EBERET 5 EEKRBBNR
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Trainees in the intervention group will receive a standardized video-based introduction to the
simulator. The cataract interface on the Eyesi Simulator, version 3.0, will be used for the
study with a previously validated, structured training module. The control group would have
received routine training instead of using the Simulator prior to surgeries. However, they
have the option to receive Eyesi training after the end of the research project to ensure
fairness to all participants during their training curriculum. Participants in the intervention
group will complete all 7 specified training modules on Eyesi, until they achieved a
predefined pass/fail score of 600 points (of a maximum of 700 points) in 2 consecutive
sessions. All trainees in the intervention and control groups will perform 3 consecutive
phacoemulsification cataract extraction surgeries on cataract participantssupervised by
qualified trainers, which will be video recorded as a routine procedure for clinical audit
and/or educational purposes. Trainees are only allowed to operate on uncomplicated cataract
cases, defined as follows: (1) being performed under local anesthesia, (2) patient >60 years of
age, (3) preoperative best-corrected visual acuity >1/60 (measured using a standard Snellen
chart at 6 meters’ distance). Participants with cateract will not know the group to which the
trainees performing the surgeries belong. The identities of both participants with cataract and
trainees will be kept anonymous.

TRENEZELESAEHE —ERELHNRERERZ S MR, RREEA Eyesi RN
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A research assistant will visit the hospital where the trainee performs the operation to ensure
that the cataract cases comply with the criteria defined above. Data including the cataract
participants’ age and visual acuity, the surgical steps performed by trainees or supervisors,
phacoemulsification time and energy, and total operation time will be collected. The video
recordings will also be collected. Only the operated eye will be recorded. The recordings
before and after performance of the actual procedure in addition to logos, person identifiable
data, and audio will be cropped. The videos will be reviewed by 3 masked cataract surgeons

(1 cataract surgery training consultant from the HA and 2 experienced cataract surgery
trainers from overseas) in a random order through a secured web-based video-rating software.
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Potential benefits AT BERY 255

The ultimate goal of using the simulator is to improve patient safety and outcome, as well as
the efficiency of phacoemulsification training. There are preliminary evidences on the
validity and impact of Eyesi virtual reality simulation training modules. If you decide to
participate in this study, you will have the chance to receive said training to enhance surgical
skills.

ERAEESNEREERAELEENZ2AER AR AAEERICF N E M,
BUHNARRE Eyesi BHRIIREREAORNEEZACFNRNE -—EHY, RE
RESHERMR , BREEIERBRERFMIR , MRS FMEMN.

Potential risks or discomfort &£ &Y B B B 1

Trainees from both the intervention or control group will not be subjected to any potential
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risks or discomfort by participating in this study.

BRI TRAENSRENETERTIEZIIEMEENRARETE,

Costs and rewards of the study S2HF 726 3% Fi B 3R B

All study related training is free of charge. No monetary reward will be received for
participating this study.

FIEMRMEENIRBRRE  ERETERSNEAREIEE LHEE,

Alternatives if trainees opt out of the study ¥ 8 4 X8 inwFe Bl H fthi8 17

If you do not wish to join this study, you can still receive routine surgical training according
to requirements from The College of Ophthalmologists of Hong Kong. You may not receive
extra vitual reality simulation training unless it is arranged.

MRETEEZMARMS , SN EZIEERNESERERNFMIR NRREXR
B, SR AT EREMNEZ ERERERIIR,

Expected duration of research T8 HAfF 5% A9 13650

This study will last for approximately 2.5 years.

EMRERHFENMEE,

Circumstances under which your participation in the research will be terminated

RIEBREETHRFRNER

We reserve the right to terminate your participation in the research project. In the event that
any safety concerns are raised during the study or interim results from the study show no
further samples needed, your participation will no longer be required.

EFRBR LGS EATREENERN, MREAREBETHFHREMEENREBEE
HERBRAXEENARARELEHNERLT , B TERRES RN,

Arrangements after completion of study FFgEEt Bl & /Y 28k

After study completion, your routine surgical training will continue under the arrangement of
Hospital Authority.
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Compensation and treatment available for study related injury

BB 52 Al By 1R F Al 2 R (M A A

If you are injured during your participation in this study, the investigator will provide medical
treatment to you or refer you to other treatment.

HERBRAMAMSIBEMNEREE FRESARE/CETARNENRERS
B

Confidentiality fR&

Electronic data will be only saved in physically-secured and password-protected computers in
our research office. Information from this study will be submitted to the Department of
Ophthalmology & Visual Sciences, Chinese University of Hong Kong for statistical analysis.
Only the overall result will be published and your identity will remain confidential. Records
and results of all study investigations can be destroyed on your request in future. By signing a
written informed consent form, you are authorizing the Research Ethics Committee (REC)
and the regulatory authority(ies) a direct access to your original research data for verification
of clinical trial procedures and/or data, without violating your confidentiality, to the extent
permitted by the applicable laws and regulations.

ETHBRRERMAZENAREZERARE  URINERHRE ERMENERKE
FEERPXARZRMERENBERETHRIA D EHNFOEIBRER RAAER
HERERLM. NMEARE , EUERBRAEHABNARERNLCE . FFARE
AEENER, FRIEAFHRAMTRHEZSS N EEEERBESERRHIKEH
BHATREFTERLENLBERD , EEDELNHRBBERUKERKRARTE 2
2 /P M/ BIR

Under the laws of Hong Kong (in particular the Personal Data (Privacy) Ordinance, Cap 486),
you enjoy or may enjoy rights for the protection of the confidentiality of your personal data,
such as those regarding the collection, custody, retention, management, control, use
(including analysis or comparison), transfer in or out of Hong Kong, non-disclosure, erasure
and/or in any way dealing with or disposing of any of your personal data in or for this study.
For any query, you should consult the Privacy Commissioner for Personal Data or his officer
(Tel no.: 2827 2827) as to the proper monitoring or supervision of your personal data
protection so that your full awareness and understanding of the significance of compliance
with the law governing privacy data is assured.

BRIBERLERE (1BHIR% 486 E (BAER (AR ) 7)) ), EERHAZHFER
BHEAERREZNER , SINESSATWRFREWRE, 5. RE, §8, 25,
/A (BEIMBLER ) BEREHEER. THRE. BRN / IEALNEEHE

KCKE Trainees Version 2 (dated 15 Apr 2019)
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Voluntary participation / withdrawal B EEZ:n / ;B H#f5e

Your participation in this study is entirely voluntary. You will be updated of new information
that may be relevant to your willingness to continue participation in the study. You are
allowed as much time as you need to consider participation in this study, or to discuss with
your relatives prior to signing the informed consent form. You can call us via the contact
telephone number provided on this participant information sheet when you would like to get
more information. You may choose to withdraw from the study at any time without reason,
without your training or evaluation in any manner being affected . After signing the informed
consent form, a participants information sheet and a signed copy of the informed consent
form will be given. Even after signing the informed consent form, you are free to withdraw
your consent and discontinue your participation in the study at any time. Once you request to
withdraw, all clinical data arising from study investigations will be deleted. The clinical data
in the medical records will, however, be retained for future clinical management.

BSREEMRETE BEN. SHKRIERTNASEZRERGRBESHERHR. &
ERTEANKEEEBREE2HERNR. ERBNBEESEM , BFTERR—E
A, ERERESERR , EUURTRMAE2EEEN M FRHUNBIEEFERE
EBRIEZER. CAEEEMRBEL K MERETEH , BRFRZEEIIZHFTME,
BENBESER , LG H2REEERNMITFREXZZENABRZERA. BIfE
EXBEAERES , ZUUNERMRENEECSEEENENER. —BEELERERYE ,
FRE N R ZRBIFE R MR, BRERERCHESEREERKERAR

Further information SE4H& ¥

For further information, you can contact us at the address and telephone below:
Contact person: Dr. Ng Siu Chun Danny
Telephone no. : 3943 5818
Address : CUHK Eye Center, 3/F, Hong Kong Eye Hospital,
147K Argyle Street, Kowloon, Hong Kong

WRABIE-SHNER  ABREAT U HBETFIRR
BiEA RIKBRELE

£ : 3943 5818
bk BEBANEREEES 147K 5
EARERERIZ

REARABNMBER FEPIAZBRBAHO
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If you have any questions about your rights as a subject, you may contact Research Ethics

Committee (Kowloon Central / Kowloon East)

Telephone no. : 35068888
Address :Room 414, 4/F, Nurse Quarters, Queen Elizabeth Hospital,

30 Gascoigne Road, Kowloon

EHMRSREBANEEMER, EUUBBAEPRNAERBREANERERZSS

E; - 3506 8888
b 1k C NEMNMEEE N FEFRDABRELBES 4B 414 F
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Department of Ophthalmology & Visual Sciences,
Faculty of Medicine, The Chinese University of Hong Kong
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INFORMED CONSENT FORM HAliEE &=

I hereby consent to participate in the research study of “The Effect of
Virtual Reality Phacoemulsification Cataract Extraction Simulation Surgery Training
on Patient Safety and Outcomes: A Randomised Controlled Trial”.

A ZEZZHR "AARERICF R RETIR
HRAARE NSRRI FERY RERERETZE

| have read the PARTICIPANT INFORMATION SHEET and INFORMED CONSENT
FORM. The study has been explained to me by investigator. | understood all the benefits and
the risks associated with this study. I am not giving up any of my legal rights by signing this
informed consent form. | have had opportunities to ask questions to investigator and all my
questions have been satisfactorily answered. | have received enough information about the
study.

RABHBSREFR/NMFRAERER. ARECEARAFRFEEFTAME. &
AHBBEBRAMRENFER AR NRARETEEBENFRZEMMRT EMEE
Bit. AABHEOMRERERR , MARSETETREERANLER. HRILH
R, AACERSEHNER,

If the result of my participation in this study caused any physical injury or feel uncomfortable
emotionally, the investigator will treat me or refer me for treatment.

BAANRSEAAEMSIBEMNSFBTIERFELNKD, TREFER/FAETER
HENRAEZ B

By signing this informed consent form, | certify that all information provided is true and
correct. | consent to participate in this study and understand that my participation is voluntary
and | have the right to withdraw at any time without having to give a reason for withdrawing
and the withdrawal will not affect my present and future training or evalution.

RAKZFUANBRIEE , SIAASNARENMEENIRERER, AAREZ2EEERN
R,AANNSREZEEN , AAGREAAKERYE , MERGTEH , ARTHER
ABRER A RESN IR,

I [ agree /[ disagree to be contacted via phone or email to see my interest in participating
relevant studies in future.

AN O RE /0 FRE #ARRHSRAMABOTRHANES , UEFEH
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| understand that my identity will be kept confidential. | agree to authorize the Research
Ethics Committee (REC) and the regulatory authority(ies) a direct access to my original
research data for verification of clinical trial procedures and/or data, without violating my
confidentiality, to the extent permitted by the applicable laws and regulations.

RABHB, FACHOBERSREBEE, SAATATERANRREZSERBEEEH
BESENRAIIEFHBRF TREFTRLEAANLBERD , EEFERNANTRERE
EXRDURERKFEEZEXAN/HER.

Name of Participant Signature 2RE Date BHA
( in BLOCK Letter )

BHEEHRS (EH)

Name of investigator Signature #®nE Date B A
( in BLOCK Letter )
MEEHR (EH)

I will be given a participant information sheet and a signed copy of this informed consent
form.

FAREEGE-—HSREERNIMFREEBENANBRZEEZL,
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