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INFORMED CONSENT FORM
	1. Study Information



	Protocol Title:

	Characterising Activities, Participation and Goals of Older adults with Different Patterns of Visual Loss in Singapore 


	Principal Investigator & Contact Details:

Debbie Boey Shuying 

Principal Occupational Therapist 

Tan Tock Seng Hospital 

11 Jalan Tan Tock Seng, S308433

63578339



	2. Purpose of the research study

	You are invited to participate in a research study.  It is important to us that you first take time to read through and understand the information provided in this sheet.  Nevertheless, before you take part in this research study, the study will be explained to you and you will be given the chance to ask questions. After you are properly satisfied that you understand this study, and that you wish to take part in the study, you must sign this informed consent form.  You will be given a copy of this consent form to take home with you.

You are invited because you are aged 65 years old or above, have low vision and you are seeing a healthcare professional at Tan Tock Seng Hospital’s low vision clinic.  
This study is being carried out to see if adults with visual loss have difficulties in their daily activities and if they have goals they would like to achieve but have difficulties in achieving these due to their vision. 
This study will recruit participants from the Principal Investigator’s institution, the Tan Tock Seng Hospital’s ophthalmology and Occupational therapy low vision clinics over a period of approximately 2 years. About 80 subjects will be involved in this study. 

	3. What procedures will be followed in this study 


	If you take part in this study, you will be asked to participate in six short screening tests and five assessments. The screening tests will test things like your vision, your thinking abilities and your movement.  The assessments will find out what activities you do, how well you do different daily activities and your satisfaction in your performance of these daily activities.  Six of the activities will be video recorded.  You will also be asked if you have any goals to improve your daily activities. Your medical records will also be accessed to extract clinical and demographic data for research purposes. 
Participation in the study will involve two sessions at the Occupational Therapy low vision clinic.  The total duration of the two sessions is 2.5 hours.       
If you agree to take part in this study, the following will happen to you:

Session 1

Assessment

Time required (minutes)

(Before obtaining informed consent)

Abbreviated Mental Test (AMT) 

5

(After obtaining informed consent)

Cognitive function screening: Bells test (for participants with history of neurological conditions)

Physical function screening: Short Physical Performance Battery (SPPB), Box and Block test

20
Screening questions on vision and health

Eye dominance screening

Visual acuity screening

Visual field screening

10

Chinese Impact of Vision Impairment (IVI) questionnaire

10

Activity Card Sort (ACS)-Singapore (semi-structured interview) 

20

Canadian Occupational Performance measure (COPM) for self-selected activities with patient ratings (semi-structured interview)

20

Total time: 85 minutes

Session 2

Assessment

Time required (minutes)

Canadian Occupational Performance measure (COPM) approach for performance of 7 standardised activities with patient ratings (semi-structured interview)

15 

Performance Quality Rating Scale (specific) (PQRS-OD) approach for performance of 7 standardised activities (actual performance of brief activities with video taken during performance)

50

Total time: 65 minutes

Video recordings for performance of 7 standardised activities taken in Session 2 will be used by the principal and co-investigators to rate your performance of these activities. These videos will allow the investigators to evaluate if you have any difficulties performing these activities due to your visual impairment and check for inter-rater reliability between the principal and co-investigators. 
Any individually identifiable data obtained during the course of this study will be stored and analysed for the purposes of this study and will not be used for future biomedical research unless you consent for your data to be stored. We would like to use coded data, where the subject identifier is kept separately from the data, for future related studies by the research team.
“Incidental findings” are findings that have potential health or reproductive importance to research participants like you and are discovered in the course of conducting the study, but are unrelated to the purposes, objectives or variables of the study.  If you are screened to have visual inattention through the Bell’s cancellation test or cognitive impairment through the Abbreviated Mental Test, you will not be required to continue in the study. Your ophthalmologist will be informed of the results, to decide if further clinical follow up is required. 
There will not be any anticipated incidental findings arising in this research.




	4. Your Responsibilities in This Study



	If you agree to participate in this study, you should follow the advice given to you by the study team.  You should be prepared to visit the hospital twice and undergo all the procedures that are outlined above.



	5. What Is Not Standard Care or is Experimental in This Study



	This study is not standard care and you will still be receiving standard care as per the current low vision rehabilitation programme that is being provided in the low vision clinics. The study is being conducted because there is little information on how visual loss affects the daily activities of older adults in Singapore. We hope that your participation will help us to determine how to better identify older adults with visual loss for low vision rehabilitation and improve current standard care to help older adults with visual loss achieve meaningful goals and continue participating in daily activities. 
Although the various assessments of vision, cognitive and physical functions may be part of standard medical care, in this study these procedure(s) are only being performed for the purposes of the research, and are not part of your routine care.



	6. Possible Risks and Side Effects

	While the tasks you will be asked to undertake are common clinical tasks and daily activities, you may encounter discomfort from performing the assessments such as feeling saddened that you cannot perform some of the activities. If you experience psychological distress from participating in the research, the Principal investigator will inform the doctor and if necessary, refer you to a psychologist. 
There may also be a risk of fall while performing some activities such as walking in the clinic or community settings. The Principal investigator will follow the fall risk assessment and fall protocol in place in Tan Tock Seng Hospital to minimise the risk of fall, and if a fall does occur, to ensure that you receive appropriate care.   
There is a risk of possible loss of confidentiality. To minimize this risk, hardcopy data will be stored in a locked cupboard and electronic data will be stored in a secure computer that is password protected and accessible only by the principal investigator and co-investigator at TTSH. The list of patient data and patients’ identifiers will be kept separately. The Principal investigator and co-investigator working in TTSH have access to the identifiable data. Only de-identified data will be shared with the co-investigators from La Trobe University in Melbourne, who are part of this research team. Video recordings for performance of the 7 standardised activities, which are coded data, will also be shared with the co-investigators from La Trobe University.  
Videos will not be stored for future research and will be deleted 6 years after the study is completed.


	7. Possible Benefits from Participating in the Study



	There is no assurance you will benefit from participation in this study. However, your participation in this study will help us to better target low vision rehabilitation to suitable individuals and to focus rehabilitation on achieving meaningful goals and continue participation in daily activities. There may be some benefit for you in relation to better understanding the impact of your vision loss on self-selected activities that are important to you, and on daily activities commonly impacted by low vision, as identified during the assessments.


	8. Alternatives to Participation


	If you choose not to take part in this study, you will receive standard care for your condition. In our institution this would be continued low vision rehabilitation at the low vision clinics by the rehabilitation therapists whom you are already referred to.   
The benefits of standard care are:

Therapy to improve performance of daily activities.
and the risks are:

Risks depending on the type of intervention provided by your therapist but may include falls from mobilization during therapy.


	10. Costs & Payments if Participating in the Study

	There are no costs involved in your participation in this study. 

You will be reimbursed for your time, inconvenience and transportation costs as follows: 

· If you complete the study, you will be paid $40.

· If you do not complete the study for any reason, you will be paid $20 for each visit you complete.


	11. Voluntary Participation



	Your participation in this study is voluntary. You may stop participating in this study at any time. Your decision not to take part in this study or to stop your participation will not affect your medical care or any benefits to which you are entitled. If you decide to stop taking part in this study, you should tell the Principal Investigator. 
If you withdraw from the study, you will be required to inform the Principal investigator via telephone.   
However, the data that have been collected until the time of your withdrawal will be kept and analysed. The reason is to enable a complete and comprehensive evaluation of the study.
Your doctor and/or the Investigator of this study may stop your participation in the study at any time if they decide that it is in your best interests. They may also do this if you do not follow instructions required to complete the study adequately. If you have other medical problems or side effects, the investigator will check with your doctor who will decide if you may continue in the research study. 

In the event of any new information becoming available that may be relevant to your willingness to continue in this study, you will be informed in a timely manner by the Principal Investigator or his/her representative. 


	12. Compensation for Injury 

	Tan Tock Seng Hospital without legal commitment will compensate you for the injuries arising from your participation in the study without you having to prove Tan Tock Seng Hospital is at fault. There are however conditions and limitations to the extent of compensation provided. You may wish to discuss this with your Principal Investigator.    

If you follow the directions of the investigators in charge of this study and you are physically injured due to the trial substance or procedure given under the plan for this study, the Tan Tock Seng Hospital will pay the medical expenses for the treatment of that injury. 

Payment for management of the normally expected consequences of your treatment will not be provided by the Tan Tock Seng Hospital. 

By signing this consent form, you will not waive any of your legal rights or release the parties involved in this study from liability for negligence.



	13. Confidentiality of Study and Medical Records

	Your participation in this study will involve the collection of “Personal Data”. “Personal Data” means data about you which makes you identifiable (i) from such data or (ii) from that data and other information which an organisation has or likely to have access. This includes medical conditions, medications, investigations and treatment history. 

Information and “Personal Data” collected for this study will be kept confidential. Your records, to the extent of the applicable laws and regulations, will not be made publicly available.

However, the National Healthcare Group ( NHG) Domain Specific Review Board and Ministry of Health will be granted direct access to your original medical records to check study procedures and data, without making any of your information public. By signing the Informed Consent Form attached, you are authorising (i) the collection, access to, use and storage of your “Personal Data”, and (ii) the disclosure to authorised service providers and relevant third parties.
Your information containing your “Personal Data”, outlined above, will be transferred out of Singapore to Dr Leeanne Carey, Dr Tamara Tse and Dr Kerry Fitzmaurice from La Trobe University in Melbourne, Australia for purposes described in this Informed Consent Form. Tan Tock Seng Hospital will take appropriate steps to ensure it complies with the data protection requirements in the Personal Data Protection Act while your “Personal Data” to be transferred remains in its possession or under its control. 

Data collected and entered into the Case Report Forms are the property of Tan Tock Seng Hospital. In the event of any publication regarding this study, your identity will remain confidential.
Research arising in the future, based on your “Personal Data”, will be subject to review by the relevant institutional review board.
By participating in this research study, you are confirming that you have read, understood and consent to the Personal Data Protection Notification available at https://www.ttsh.com.sg/Patients-and-Visitors/Your-Hospital-Stay/Pages/Patients-Rights.aspx


	14. Who To Contact if You Have Questions

	If you have questions about this research study, you may contact the Principal Investigator, Debbie Boey at Debbie_SY_Boey@ttsh.com.sg or 63578339
In case of any injuries during the course of this study, you may contact the Principal Investigator, Debbie Boey at Debbie_SY_Boey@ttsh.com.sg or 63578339 
The study has been reviewed by the NHG Domain Specific Review Board (the central ethics committee) for ethics approval.

If you want an independent opinion to discuss problems and questions, obtain information and offer inputs on your rights as a research subject, you may contact the NHG Domain Specific Review Board Secretariat at 6471-3266. You can also find more information about participating in clinical research, the NHG Domain Specific Review Board and its review processes at www.research.nhg.com.sg. 

If you have any complaints or feedback about this research study, you may contact the Principal Investigator or the NHG Domain Specific Review Board Secretariat. 




CONSENT FORM

	Protocol Title:

	Characterising Activities, Participation and Goals of Older adults with Different Patterns of Visual Loss in Singapore 



	Principal Investigator & Contact Details:

	Debbie Boey Shuying 

Tan Tock Seng Hospital 

11 Jalan Tan Tock Seng, S308433

63578339


I voluntarily consent to take part in this research study.  I have fully discussed and understood the purpose and procedures of this study.  This study has been explained to me in a language that I understand. I have been given enough time to ask any questions that I have about the study, and all my questions have been answered to my satisfaction. I have also been informed and understood the alternative treatments or procedures available and their possible benefits and risks.
By participating in this research study, I confirm that I have read, understood and consent to the (Institution) Personal Data Protection Notification. 

Consent for the Use of Data for Future Research 

       Yes, I agree to donate my data for future research as long as the research is related to             low vision 


        No, I do not agree to donate my data for future research. 

Name of Participant
Signature
Date

Translator Information

The study has been explained to the participant / legally acceptable representative in 

Mandarin/Malay_____________  by ______<insert name of translator > _______

Investigator Statement
I, the undersigned, certify that I explained the study to the participant and to the best of my knowledge the participant signing this informed consent form clearly understands the nature, risks and benefits of his / her participation in the study.

Name of Investigator / 
Signature
Date

Person administering consent
Witness Statement

I, the undersigned, certify that:

· I am 21 years of age or older.
· To the best of my knowledge, the participant / the participant’s legally acceptable representative signing this informed consent form has had the study fully explained in a language understood by him/her and clearly understands the nature, risks and benefits of his / her participation in the study. 

· I have taken reasonable steps to ascertain the identity of the participant / the participant’s legally acceptable representative giving this consent. 

· I have taken steps to ascertain that the consent has been given voluntarily without any coercion or intimidation. 

Name of Witness/ 
Signature
Date

“In accordance with Section 6(d) of the Human Biomedical Research Act and Regulation 25 of the Human Biomedical Research Regulations 2017, appropriate consent must be obtained in the presence of a prescribed witness who is 21 years of age or older, and has mental capacity. The witness must be present during the entire informed consent discussion, and must not be the same person taking the appropriate consent. The witness may be a member of the team carrying out the research. However if the participant/the participant’s legally acceptable representative is unable to read and/or sign and date on the consent form, an impartial witness should be present instead. The impartial witness should not be a member of the study team” NHG Research Data Policy
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