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Title of the study: Role of lysosomal membrane stability and protease activity in the pathogenesis of Sjögren’s disease related dry eye 

Principal Investigator 
Dr. William Ngo
University of Waterloo School of Optometry & Vision Science. 
Phone: 519-888-4567 x 40857
Email: wngo@uwaterloo.ca

Student Investigator
Ivy Vong
University of Waterloo School of Optometry & Vision Science
Email: ievong@uwaterloo.ca

To help you make an informed decision regarding your participation, this letter will explain what the study is about, the possible risks and benefits, and your rights as a research participant. If you do not understand something in the letter, please ask one of the researchers prior to consenting to the study. You will be provided with a copy of the information and consent form if you choose to participate in the study.

What is the study about? 

Sjögren’s disease (SjD) is a rare autoimmune disease where patients often suffer from severe dry eyes. The dry eye is often dismissed or confused with typical dry eye disease. Currently, there are no tools or methods for doctors to tell these two types of dry eye apart quickly and accurately. This results in a prolonged diagnosis period of SjD patients or the misdiagnosis of SjD patients that delays their treatment. 

The goal of this study is to differentiate between SjD-related dry eye and typical dry eye using cathepsin S, cystatin C, lysosome associated membrane proteins 1 (LAMP1) and LAMP3 the ocular surface cells. This study will be beneficial in deepening the understanding of SjD and for a shorter time-to diagnose for SjD.  

Funding and disclosure

This study is funded by the Natural Sciences and Engineering Research Council of Canada (NSERC).  Dr. William Ngo is a consultant for Sun Pharma and Alcon. The consulting activities are separate and independent of this study. To mitigate conflicts of interest, the Office of Research Ethics at the University of Waterloo has reviewed all conflicts of interest declared by the research team. 
















I. Your responsibilities as a participant

What does participation involve? 
In-person participation of the study will consist of one or two sessions for a duration of 1 hour. During the session, you will be asked about your medical history and your dry eye symptoms. There will also be an examination of the front of the eyes, and cells from the surface of your eyes will be collected for analysis. Below is a list of procedures that you can expect to encounter during this visit: 

Health information review: You will be asked for your demographic and health information during visit. This includes age, sex, medical conditions, and medications. 


Symptom assessment: You will be asked to complete a set of paper questionnaires asking you about how your eyes feel. For example, how regularly your eyes feel itchy, bothered by light, or irritated. 

Visual acuity: Your vision will be assessed by asking you to stand at 3 meters and read a calibrated letter chart containing letters that progressively decrease in size, until you can no longer make out the letters. 

Examination of the ocular surface: You will be asked to position your head and chin on a head and chinrest while the researcher shines a light onto your eye as they examine it using a microscope. This procedure is identical to the one used during eye exams by an optometrist. An orange dye will be instilled onto the front of the eye to help examine the stability and integrity of the tears and tissues, a procedure that is also routinely done at eye exams. 

Impression cytology: The researcher will instill a topical anaesthetic to both eyes. The researcher will later place a small semi-circle shaped filter membrane on the conjunctiva of the eye (the white part of the eye) and will be gently removed after 5-10 seconds. This procedure will be repeated in the second eye. 

Who may participate in the study? 

This study aims to enroll up to 20 participants who have SjD and/or typical dry eye disease. Participants must be at least 18 years of age, not a contact lens wearer, not pregnant or breastfeeding, did not complete refractive surgery less than 12 months ago, and must not be allergic to any of the agents that will be administered in this study (fluorescein and proparacaine). They also must not have any active allergies or infections of the eyes. 


















II. Your rights as a participant

Is participation in the study voluntary? 

Your participation in this study is completely voluntary. You may decide to leave the study at any time by communicating this to the researcher. Upon your withdrawal from the study, all data collected on you will be removed from the study. Your decision to participate or withdraw will not change the way you receive care from your eye doctor, nor will it impact your relationship with the School of Optometry & Vision Science. 

Will I receive anything for participating in the study? 

In appreciation of your time, you will receive $20 for study completion. The amount received is taxable. It is your responsibility to report this amount for income tax purposes, if required. Additionally, if applicable, you will also receive up to $7.25 per visit for parking or public transit. 

What are the possible benefits of the study? 

There are no direct benefits to the participants, however the scientific benefit of the proposed research is to have a better understanding of Sjögren’s disease from an ocular standpoint and to contribute to methods that can differentiate between typical dry eyes and Sjögren’s disease dry eyes for a faster diagnosis time for Sjögren’s disease.  

What are the risks associated with the study? 

Proparacaine is a numbing drop normally used before certain eye tests or procedures, e.g., checking eye pressure. The side effects are mild, but they include temporary stinging, redness, swelling, blurred vision, sensitivity to light, or increased tearing and blinking which will quickly subside as the numbing starts to work. If you experience blurry vision after application, it is advised to wait until vision clears before driving or operating machinery. Some possible but rare complications include corneal inflammation, and nervous system effects such as dizziness and fainting. Although rare, it is possible that you may have an allergic reaction to proparacaine (see below for details). The numbing effect will last approximately 15 minutes.   

A dye (fluorescein) normally used for eye exams is being used in this study. In rare occasions, it is also possible that you may have an allergic reaction to the dye (see below for details).  

You may experience the following when experiencing an allergic reaction to fluorescein or proparacaine drops: difficulty breathing, difficulty swallowing, fever, hives, itchy skin, loss of consciousness, rash, swelling of the tongue, throat, and face. Please advise the researcher if you have a known allergy or any sensitivities to any of the pharmacologic agents mentioned, to other eye drops, or study products.

After impression cytology, you may experience mild ocular dryness and mild irritation for a maximum of 6 hours due to the removal of epithelial cells. You will be provided with samples of topical artificial tears to help relieve any discomfort. 

We will attempt to minimize these risks by ensuring that researchers are up-to-date with their 
training and that you fully understand the procedures being conducted. 







If you suffer an injury from participation in this study, medical care will be made available to you by the study optometrist, or you will be referred for appropriate medical care. However, if you sign this consent form, it does not mean you waive any legal rights you may have under the law, nor does it mean that you are releasing the investigators and institutions from their legal and professional responsibility.

Will my identity be known? 

Your identity will be known only to the research team.  

Will my information be kept confidential? 

Your identity will be kept confidential by assigning you an ID code so that your name will not be associated with the data. No biological samples will be kept, and research data will be retained for a minimum of 7 years at which time it will be confidentially shredded. Only the research team will have access to study data. Your information will be securely stored in a locked research office at the University of Waterloo, on a password protected computer. The data collected during this research may be deposited in an online public repository or database. Prior to submission, all data will undergo a rigorous deidentification process, ensuring that personally identifiable information such as names and specific demographic details are removed. This process is essential as it facilitates transparency and reproducibility in research by enabling other investigators to verify findings and prevent unnecessary duplication of studies. If you do not want your data to be shared, please do not participate in this study. 
Please note that the University of Waterloo Research Ethics Board may be granted access to your original clinical study records to verify that the study procedures and/or data are correct and meet the required laws and guidelines. These records are identifiable, but all parties involved will take exceptional measures to ensure that the privacy, confidentiality, and security of your records is maintained. 
III. Questions, comments, or concerns

Has the study received ethics clearance? 

This study has been reviewed and received ethics clearance through a University of Waterloo Research Ethics Board (REB #47633). If you have questions for the Board, contact the Office of Research Ethics, toll-free at 1-833-643-2379 (Canada and USA), 1-519-888-4440, or reb@uwaterloo.ca. 

Who should I contact if I have questions regarding my participation in the study? 
If you have any questions regarding this study or would like additional information to assist you in reaching a decision about participation, please contact Dr. William Ngo at 519-888-4567 x 40857 or by email at wngo@uwaterloo.ca.














Consent Form 

By providing your consent, you are not waiving your legal rights or releasing the researcher(s) or involved institution(s) from their legal and professional responsibilities. 

Title of the study: Role of lysosomal membrane stability and protease activity in the pathogenesis of Sjögren’s disease
I have read the information presented in the information letter about a study conducted by Dr. William Ngo at the University of Waterloo School of Optometry & Vision science. I have had the opportunity to ask questions related to the study and have received satisfactory answers to my questions and any additional details. 
I was informed that participation in the study is voluntary and that I can withdraw this consent by informing the researcher. 
This study has been reviewed and received ethics clearance through a University of Waterloo Research Ethics Board (REB #47633). If you have questions for the Board, contact the Office of Research Ethics, toll-free at 1-833-643-2379 (Canada and USA), 1-519-888-4440, or reb@uwaterloo.ca. 

For all other questions contact: 
Dr. William Ngo
Phone: 519-888-4567 x 40857
Email: wngo@uwaterloo.ca







I agree of my own free will to participate in this study. 

Participant Name: ____________________________                                Date: ________________


Participant Signature: _________________________                                Date: _________________


Researcher / Witness signature: _________________                                 Date: ________________
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