PATIENT INFORMATION SHEET

Correlation between clinic-measured intraocular pressure (IOP) and disease progression in primary angle closure glaucoma (PACG)
Principal Investigator: Professor THAM Chee Yung Clement
Introduction

You have been diagnosed with primary angle closure glaucoma (PACG). 
In this study, we aim to understand more about the relationship between intraocular pressure (IOP) and disease progression in PACG.
Study procedures
If you agree to participate in this study, we will perform retinal nerve fiber layer thickness measurement and visual field examination for you every 6 months for 5 years, in addition to your usual clinic follow up visits at Hong Kong Eye Hospital.

Electronic data will be only saved in physically-secured and password-protected computers in our research office. 
Refusal to participate or withdrawal at any time will not prejudice normal medical care.

Benefits

If you decide to participate in this study, you will receive retinal nerve fiber layer thickness measurement and visual field examination every 6 months, all completely free of charge. These are non-invasive investigations that are standard follow-up routines for all glaucoma patients. Performing these investigations more frequently may allow earlier detection and confirmation of glaucomatous progression. Waiting time for each visual field examination is now over 12 months in the public service. Each of these investigations costs HK$60 in the public service.
Risks

Participation in this study would require performance of visual field examination and retinal nerve fiber layer thickness scan at slightly higher frequency than normally required for clinical management. In routine clinical management, such investigations are ideally performed at least once a year, and often more frequently in advanced or unstable patients.

You can contact the study coordinators, Ms. Joyce Kung and Ms. Margaret Chow, on 2762 3134 if you have any further queries. 
Confidentiality

Information from this study will be submitted to the 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. 
Voluntary Participation / Withdrawal

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 information sheet when you need help to make your decision. 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. Even after signing the consent form, you are free to withdraw your consent and discontinue you participation in the study at any time. Once you request to withdraw, all clinical data arising from study investigations will be deleted and eliminated from the files of the Clinical Research Office. The clinical data in the medical records will, however, be retained for future clinical management.
For further information, you can contact:

Study coordinators: Ms Janice Wong/ Ms Jennifer Tsoi/ Ms Edith Lee/ Mr Jimmy Lau
Telephone no.: 3943 5825/ 3943 5818/ 3943 5845/ 3943 5869
Address:  CUHK Eye Center, 3/F, Hong Kong Eye Hospital, 

              147K Argyle Street, Kowloon, Hong Kong
For enquiry about your rights 

as a subject, you may contact Research Ethics Committee (Kowloon Central / Kowloon East)

Telephone no.
: 35068888

Address: Block S, Queen Elizabeth Hospital, 30 Gascoigne Road, Kowloon
Consent form

CONSENT FORM

I, _________________, hereby consent to participate in the research study of “Correlation between clinic-measured intraocular pressure (IOP) and disease progression in primary angle closure glaucoma (PACG)”. 

I have read the PATIENT INFORMATION SHEET and CONSENT FORM.  The study has been explained to me.  I understood all the benefits and the risks associated with this study. I have had opportunities to ask questions and all my questions have been satisfactorily answered.  I have received enough information about the study.

By signing this consent form, I agree to be treated by medications and procedures decided by my doctor(s).  I certify that all information provided is true and correct. I understand that I am free to withdraw from the study at any time, without having to give a reason for withdrawing, and the withdrawal will not affect my future medical care.

I  ( agree / ( disagree the collected samples may use in future studies.
I understand that my identity will be kept confidential. I agree to authorize the Research Ethics Committee (REC) and the regulatory authority(ies) a direct access to my original medical records for verification of clinical trial procedures and/or data, without violating my confidentiality, to the extent permitted by the applicable laws and regulations.
	
	
	
	
	

	Name of Participant (in BLOCK Letter)
	
	Signature

	
	Date

	
	
	
	
	

	Name of Impartial Witness (if applicable) (in BLOCK Letter)
	
	Signature

	
	Date

	If the participant is not able to read and write, signature of witness is mandatory. 

	
	
	
	
	

	Name of investigator (in BLOCK Letter)
	
	Signature

	
	Date


After signing this consent form, I will receive the Participant Information Sheet and a copy of the signed Consent Form.
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