PARTICIPANT INFORMATION SHEET 281208l NE-F

1. Study Information

1. HrseER

Protocol Title: FZ&EEH

An investigation of the effectiveness of Paul Glaucoma Implant
(PGI) — a pilot study

Paul Glaucoma Implant (PGI) BT &SRB

Hong Kong Principal Investigator & Contact Details:

BB E I RBEEER:
Prof Tham Chee Yung Clement B BZH#7

Department of Ophthalmology and Visual Sciences,
3/F, CUHK Eye Center, Hong Kong Eye Hospital,
147K Argyle Street, Kowloon, Hong Kong

HATLHELE BT 147K 57
EBIRA R 3
HRAH AR 2 B AT SOREHRF L

You are invited to participate in a collaborated research study with National University of
Singapore (NUS). NUS is our collaborator. You are invited because examination showed
that you have glaucoma that is not controlled with your existing medicines effectively. In this
case, surgery is needed in order to control your eye pressure. 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.

BRI S SR T A B PRATIFIZE o RIS AR BT AR Ok - TP
SR B A R B B A IR A S R AT S - FEISHERS T B
P AR R ATIEER = LT PO 25 R = 5t/ RIS 20 B R R i
FIZEAIFETRIRE - (SHORTRAEIE - AV - SRR - A R A SR S 2 3
- VAR - SURAUET SR - e AMEER A BT - Ak eSS
B - L5t - ST B R BRI A R S B R N TR -

2. Purpose of the Research Study
2. IR HIY

This study is carried out to determine the safety and efficacy of a new shunt that has been
developed to eliminate some of the disadvantages of current shunts in the treatment of
refractory/severe and moderate glaucoma. This new device was developed and invented by
one of the glaucoma surgeons (Associate Professor Paul Chew) of the National University of
Singapore. However, this new implant has been extensively tested in animal experiments
prior to the current research study. In this research study, the implant will be used for the
first time in human eyes. Starting from 7 September 2017, this new implant is allowed to
use in human eyes in United Kingdom and Germany.
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BT B AEMEE B R T H e A R - DUBR H AR F o/ a R E et/ E e
FEF JER iy — LRl o B R E S O I B R H h—(r FOCIRIM B AR (R
Paul Chew) FRBHERIZEN] - 2810 - £ HAIHYBHFEZ Al - ERTVE AV CSAE g E T B>
AT - BT EAYREREANRTEEA - £ 2017 4 9 H 7 HEtG - Bk
B OB RIEEAEEAI AR P (ER -

This study will recruit 6 participants with glaucoma from Hong Kong Eye Hospital from 24
November 2017 to 29 December 2017.

ETFURFE(E 2017 4 11 A 24 H % 2017 4 12 H 29 O EBIRFIER 15 6 “EEFL
HRAY 2B -

3. What procedures will be followed in this study

3. At F R G FE R AT

If you take part in this study, you will undergo an eye operation using the glaucoma drainage
implant. Post-operatively, you will be asked to return to the outpatient eye clinic for review
based on a fixed schedule (as shown below).

WERESIEVTE > G REZERF RS DUE APIRVIREI T © Tl - SRR S
& ERF R AR EIRBIF 22 ied (A MERR) -

Your participation in the study will last 12 months from the date of procedure. You will be
followed up for 12 months. You will need to visit the clinic 8 times (including day of
procedure) in the course of the study. Each study visit takes around 4 hours.

ESIZITEE B E Tl R 12 B - ERuE 12 @A - FEsusRs » CHRESR
Fr 8 X (BFEFTH) - FREEFTFIFL 4 /N -

If you agree to take part in this study, you will receive the following assessments:
WREFEZSINEMT - SRFEEZ TR -

Refraction: a method of measuring the refractive power of the eye.

JEEIE: — (A SRR fE SR 7% -

Visual acuity (Snellen) : using a chart to grade the best vision using the best corrected
power from refraction

RAEAR) - (6 —EEREC s R R IR T

Slit lamp examination: using a clinic microscope to check the anterior & posterior parts of the
eye.

HgfEted « ERERENERIRERBYRIEREE -

Goldmann Applanation Tonometry: is a method of measuring the eye pressure.
RS BOPIRERE T —(EHIEIRBRRY T 0% -

Indentation gonioscopy: examination of the anterior part of the eye focusing more on the
angles.

HI5 g £ AE ERETIREREHRE -

Dilated fundus examination: examination of the back of the eye (retina, optic nerve) after
putting an eye drop (Tropicamide) to dilate the pupils.

BUEIRERE: MR (FEtt-RiE) BoRiESLZ @ InEIRIE1RE (R4 - Rfag) -
Pachymetry: a method of measuring the thickness of the cornea.
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HEEE: — A E ARSI Tk -

Specular microscopy: a microscopic imaging of the inner layer of the cornea.

Preop |1Day |1 1Mon. |3Mos |6 Mos |12
FiAl | F—H | Week | 5—(@ | SE={H | 3B5/5E | Mos
F—2 | R A A g+=
5 (EVE!
Refraction X X X
JEEE
Visual Acuity X X X X X X X
i
Slit Lamp X X X X X X X
examination
HigfEtad
Goldmann X X X X X X X
Applanation
Tonometry*
RIS R PIR RS
Indentation X X
gonioscopy
Al 5 A 5%
Dilated fundus X X X X X
examination
AR RS
Pachymetry X X
HEEE
Specular X X
microscopy
B R
Ocular motility X X X
Evaluation
HRBRBEBNMES TG

PRI © —(EE AR N RS R -
Ocular motility evaluation: checking the movements of the eye in all directions.
HESKEEENMEREAL A RIEAE & 7 1 Ay EE) -

* If unable to use Goldmann applanation tonometer, a tonopen will serve as the substitute.

UNFARREE A RIE S B PIRERET - TRZURB AR &2 U -

When your participation in the study ends, you will resume your routine glaucoma care in the
eye clinic at Hong Kong Eye Hospital.

EESERIITRAE R - IR IRIE N BEIR R S bR R A T Y B AR B IR EEHE -

4. Your Responsibilities in This Study
4. AR TNEE

If you agree to participate in this study, you should follow the advice given to you by the
study team. You will visit the hospital 8 times and undergo all the procedures that are
outlined above, including the day of surgery.
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WIRSEEE 2 BUSHTE - WREERIE T/ NS RHTEE - IRikie(nl 8 ek ki LallAyFT
BiEF - EfEFiliH -

5. What Is Not Standard Care or is Experimental in This Study
5. TR RSB A BRI SE e s B M

The study is being conducted because this new glaucoma implant is not yet proven to be a
standard treatment in subjects who have glaucoma. We hope that your participation will help
us to determine whether it is effective and safe. The standard care and experimental
treatment are listed under Part 8 in this participant information sheet.

WrgeE e T R N S S A ORI A Y N RS E & B A A IR Z s B A B
e MFH 2 ERESE IR E R B A SRS - R A AR TS BEERD M
FHYES 8 Hi4y o

6. Possible Risks and Side Effects
6. AIRERYE R RIRITE A

A. Intra-operative risks include risks of general anesthesia. Regarding the eye, bleeding
can be a potential risk.

Ffer o U B = B TR R © BRPRBRIS - HH i AT RE 2 Ve AR b

B. Post-operative complications including:

B. FiikffsdEi:

a. Ocular pain (Eye pain): You may experience post-operative pain on the first day after
the procedure. This is usually adequately controlled with oral analgesia such as
paracetamol or Nonsteroidal anti-inflammatory drugs (NSAIDs).

a. Y (Im): IRERE PR — R AR g R e R - Bl E SRR IR 2 25
iR E A BTN EEEN S R BT PR s R 3K 4% -
b. Anterior chamber inflammation (swelling in the front part of the eye): The anterior

chamber inflammation is expected to be mild to moderate and this will be controlled
with topical steriods after the procedure

b.  HRIE A RE RIS AT REAR) © IRESATPS SRETHR T RS 2 - I HAERE AR - i
& 5 Bl P AR e s P2 Al

Anterior part of the eye may become flat or shallow.

RIS A5 o] RE B S P IH B3 H

Bleeding in the anterior &/or posterior parts of the eye

FERRIE A AT P A/ 201% F5 i i

e. Cornea damage: The cornea is the clear and transparent front part of the eye. The
cornea can potentially be swollen after the surgery. We will be monitoring this
possible complication with slit lamp examination and provide the necessary
treatment to treat the swelling post operatively.

e. MEEEGE - AEEEERIEANIRERE - Tiloig - AR SRR - JFTRAIH
e A AN S ] SRR HFERE - MR LA BHEFACE R Tl & HIRERR -
f.  Reduction in visual acuity: Your vision may be temporarily or permanently affected

due to any of the aforementioned side effects of the treatment. We will monitor your
vision closely after the procedure and provide the necessary treatment.

o a o o
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f. IR M RHOSFRAEIER - R ATRE e A I B AR 2 - FfM
BHE Fir1% 2 V) BE (AL AR SRR LN BV E IR -
C. Patients would be followed-up regular as per protocol. We would also educate the patients
about the symptoms of complications (e.g. Hypotony, elevated IOP, enophthalmitis).

C. BER G EETENME] - RMEBGEE BEHFEEAVERGIAERMEE - SHRE -
HRERR) -

This new design of glaucoma drainage implant is still being tested; therefore, you may
experience other side effects that have not yet been reported. However, you will be kept

informed of any significant new findings that may relate to your willingness to continue to
take part in this study.

BRI E CIR S RE AP E NS T NIE - ] AE & 8 B H Al i R S AR F
- B2 - R E ORI E T E RN - E e RS S a2 HETT AR -

If you experience any new symptoms, you should contact your doctor or the Principal
Investigator as soon as possible.

WIS SEEE R EER - e R R R R AR B A TE T T B s -

There is no assurance you will benefit from participation in this study. However, the new
design of the glaucoma drainage implant is meant to decrease your eye pressure better and
to prevent the complications encountered in the existing/conventional glaucoma drainage
implants.

WM ARG 2B ARG E TG m - (B2 > SHeaEtiVFE RS UtE AP B2 B 4
St (AR BR AP LEAE SR A/ MRV B LIRS R AP B R R BFEEE -

7. Important Information for Women Subjects

7. XEZBEEENIEL

The effect the implant on a baby's development is not known. Therefore, pregnant and
breast-feeding women may not take part in this study.

TEAVHE AR FHIREERA - It - BENINRIE R 20F 7] SIS TRE -

8. Alternatives to Participation

8. HA &R 7%

If you choose not to take part in this study, you will receive standard care for your condition.
In our institution this could be any of the following: the use of existing/conventional glaucoma
drainage implants or performing other glaucoma filtering surgery (e.g. trabeculectomy, a
procedure that shunts aqueous from inside the eye to underneath the conjunctiva without the
use of implant ) or laser surgery (e.g. diode cyclophotocoagulation).

WERFEERA 2R - SRR G A AR - MRS - ErseR
R —7feE - (E ARG RS DR AT e T A S eI T4l (B2l -
—TERAHR AR I EDIY /K 3 7 ESE R N TA EE B APIRVAERS ) SRAT Tl (BIa0 —ge e ke
flo) -

9. Study Termination
9. & IEH5E

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
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further samples are needed, your participation will no longer be required. If you are unable to
return for the follow up visits, your participation will be terminated.

HAIOREE 4% (S BUR AR TTHIRER] o 12 2 205 [E BT o BAAE R4S S
TSR IR BB AN - TR LTI « MRS R ER R - A28
REE AL -

10. Costs & Payments if Participating in the Study

10. 2 HEAFERICER FIFREH

If you agree to take part in this research study, you are not required to pay extra fees and will
not receive any reward. However, you are still responsible for paying for the follow-up care
and surgical expenses. The cost of follow-up care includes consultation fee for each Hong
Kong Eye Hospital clinic visit, charges for dressing care and medicine.

ERFEESHENT - BAFE(TEINER - A GUEIERHRE - 2800 SR
2 RFHTE N - E2HE N AAEERBIRP R M I2EE - g NSEE -

11. Voluntary Participation
11. HEs

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 consent. You can call us via the contact telephone number
provided on this participant information sheet when you would like to get more information.
You also can express your wish to participate during future routine clinic visits. You have the
right to refuse participation or to withdraw from this study at any time, with no prejudice
towards your present or future medical treatments at the Chinese University of Hong Kong or
any of the hospitals involved. After signing the informed consent form, a participant
information sheet and a copy of signed 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.

B2 BEIA TS S & BN » GRETE T HERE R E R G EES EIETAE - L84
A HEEF RS2 BIEIRNTE - EHFHIBREZAT > LN BN —Eam - E15F%
TG EZ(E RN - S DT RMESEE TR M TR AV BHE BRI - £ &REZ
I - S AR EE S E S BUETENT I o FEEMEHe - T REEESHECR T A - BT
AT GBI SR AN B A T SO BUE M 2 R e - B AEREEFR - &
GG 2EEENMIT REZBNAEREFEIA - AECHBHIBERES - LA LTE
(AR R 2 BLE TR SE Y R FOR A T#] - — BEDRIRY > FrA SRS BUE#
HEMBR - (EEERPR B SRECERTR 0 PR B 1F HIRERPRVG A AR -

12. Compensation for Injury

12. REEAIE

If you are injured during your participation in this study, the investigator will provide medical
treatment to you or refer you to other treatment. You are not giving up any of your legal rights
by signing the informed consent form. It is important that you follow carefully all the
instructions given by the Study Doctor and his/her staff regarding this study. The reasonable
costs of such treatment beyond that provided by your insurance will be covered by the
collaborator. If you have any queries related to the insurance coverage from your own
insurer(s) for your participation in the study, please discuss with your insurance consultant.
The insurance provided by our collaborator will cover the participants whom do not have any
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insurance coverage.

EIEAS BRSNS [BUEM B EHRE - IR EE NG HETE T e adE N ERZIaR - &
AGN Ry B ARIFEE S BT AUERRE - GV OEREpFe R A K TIE AN B AT FTHY
FrAfEEREZEN - JGFRIGHEMN  [RABE LGRS HE - 67 NERBS
TEORRESZAS © RANEA TR 7 Hoprbe 2 S SNSRI e B R CREE T TR SER - SR B
M PRBRBAR S 3 o T SRR LI IR R & S AT E Irig Y 2 815 -

13. Confidentiality of Study and Medical Records
13. RISk IR

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 and 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 medical records for
verification of clinical trial procedures and/or data, without violating your confidentiality, to the
extent permitted by the applicable laws and regulations.

BT BIER AR M 2T R E B R G - 2 EHHIRE - EEMRAERRG T B
FOCREIRE AR BRI R 2 TG 0T - WSR2 @i fre » ARG A
ffii o FEATHEE > EETEROMBFTAHBIAITFEE R AR - BB EEFHIEE > 7R
NERETERIRIT T R ER B g AR A EMIBIE S B IREI RUEBIET N AN RICEHIRLRE
B RN A YRR S8k (R AR DU B R PRI ZE a8 2 A2 Fr /e -

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.

RBEREEHE (FrhlEs 486 & (EAER (RBR) REl) ) - BEFEATEAMHERETY
AN ERHRAAIRER] > GIIEE R A ZE A RIS ~ B2 - fred ~ B3~ 4240 - B/ (B
SIMTECELEY ) - EUEEE A  NIREE - BRI SR T R EEE B AYRER] - WA T
Al - FEEHEANERLEE SRS (BRI © 2827 2827) » DR S EEE]

BB TAEAN BRI REZ B H » DIEIRESe B E AR A i T E (BN B RARH AR B2
P o

14. Who To Contact if You Have Questions

14. AR A e v DAR4E

In case of any injuries during the course of study or you have questions about this research
study, you may contact the Principal Investigator.

WRAEAMTTEE FBFHEAHEE - SISt EIARER - ] DUBE 5 EIHEE -
Prof Tham Chee Yung Clement BB #7
Department of Ophthalmology and Visual Sciences,

3/F, CUHK Eye Center, Hong Kong Eye Hospital,
147K Argyle Street, Kowloon, Hong Kong
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BT URE EE{E 147K 5E

EABIRFHEEPT 3 14

HRF S ARRERIEE R 2 BB SOREIRF L

Tel: 3943 5818 / 3943 5825/ 3943 5845/ 3943 5869
T35 3943 5818 / 3943 5825/ 3943 5845/ 3943 5869

If you have any questions about your rights as a participant, you may contact Research
Ethics Committee (Kowloon Central / Kowloon East)

Telephone no. : 35068888
Address : Block S, Queen Elizabeth Hospital, 30 Gascoigne Road, Kowloon

EEEHE RIS BN A (T 5er - AT DIREE JUiE R LR R B e R T R B e
BBz : 3506 8888

ik D UL JEE 30 SROFHME RS S [
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INFORMED CONSENT FORM #HIiERIESE
Protocol Title: FZ&/EH:

An investigation of the effectiveness of Paul Glaucoma Implant (PGI) —a
pilot study
Paul Glaucoma Implant (PGI) B3R T E SRR

I hereby consent to participate in the research study of “An
investigation of the effectiveness of Paul Glaucoma Implant (PGI) — a pilot study”.

Z NN 2[5 Z 281 T Paul Glaucoma Implant (PGl) 3
MEREERE, -

| 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. | am not giving up any of my legal rights by signing this
informed consent form. | have opportunities to ask questions to investigator and all my
questions have been satisfactorily answered. | have received enough information about the
study.

AACHESEZBE M ABEES - Y175 80 RA A FEAERE Ity 4E] -
KANHE AR RAHF TR g - AN LFREZ EFREREZFMRE 717
EEE R - ANAWE AT BIRMEEH - MRS Se Rt g AR A BYSE™ - B
7t RANCEGEAHIER -

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.

EARNANSEARIFEN S 2L S e N EIEE LHRS) - IR EHT BhANETE
R A 2R

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 medical care.

W R B AIBEES - st N SRIEHYFrA B R IEiEHER - AANEE2HEIEH
Wge - RS ELZEEHE - ANAEAEMARERL - MRS TES - FRFA %
BRNIRAE K HARFTIEISHY BT -

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

AN OFEE/OAREE S &SI BHRRH T B - DIESEsEE
BREBASN -

oy
D>J~
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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.

KANHE » AANZ B R GIRERE - A NIRRTt B8 AREAE
R S BENROSOAPIERT N RAENIEANIRLEE T - EFREAR AT
L 56 NPV AS RSy i P sl lE - S

Name of Participant Signature Date
(in BLOCK Letters) e HHA
SEERY (TEF)

Name of Impartial Witness Signature Date
( If applicable ) E H i
(in BLOCK Letters)
NIERFEAEH (FEHEA)
(IEFE)
If participant is not able to read and write, signature of impartial witness is mandatory.

MRS EZICHENIRRENEY, WHA NGNS -

Name of investigator Signature Date
(in BLOCK Letters) e HEHA
e B4 (IERE)

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

AN GRS ZEEER M REDEHENVAIBRESEIA -

\\\Xv
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