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1. Protocol title 
Effects of a narrative reminiscence intervention (NRi) on improving intergenerational relationships, quality of life and subjective well-being in older adults: A Pilot Randomized Controlled Trial
2. Principal Investigator and co-investigator(s):
PI

Dr Wilson Tam

Assistant Professor

Alice Lee Centre for Nursing Studies

National University of Singapore

Tel: 6516 8684

Email: nurtwsw@nus.edu.sg
Co-I

Dr Vivien Wu

Assistant Professor

Alice Lee Centre for Nursing Studies

National University of Singapore

Tel: 6601 1296

Email: nurtwux@nus.edu.sg
Dr Cheong Sing Tian

Senior Consultant                                     


Psychological Medicine



National University Hospital

Tel: 6772 2146

E-mail: cheong_sing_tian@nuhs.edu.sg
Dr Roger Ho

Associate Professor

Psychological Medicine

National University of Singapore

Tel: 67724527

E-mail: pcmrhcm@nus.edu.sg
Miss Poon Sum Nok
Research Assistant

Alice Lee Centre for Nursing Studies

National University of Singapore

Tel: 9897 9504

Email: nurpsn@nus.edu.sg
3. What is the purpose of this research? 
You are invited to participate in a research study. This information sheet provides you with information about the research study. The Principal Investigator Dr Wilson Tam or his/her representative will also describe this research to you and answer all of your questions. Read the information below and ask questions about anything you don’t understand before deciding whether or not to take part.

The objectives of this proposed pilot Randomized Controlled Trial (RCT) to evaluate the feasibility of the narrative and reminiscence intervention (NRi) and its effectiveness in improving,

(i) intergenerational relationship between older adults and their children/grandchildren,

(ii) quality of life and subjective well-being

4. Who can participate in the research? What is the expected duration of my participation? What is the duration of this research?
Families will be recruited including one elderly participant together with his or her child/ grandchild as interviewer from each family. 

Inclusion criteria for the elderly:

· Aged 60 or above with child(ren) or grandchild(ren) OR Aged 60 or above without child or grandchild to participate.
· Able to understand and communicate in either English or Mandarin 

· Able to provide consent to participate (have sufficient mental capacity as assessed by the MoCA, with a score of 26 and above)
Exclusion criteria for elderly:

· With severe cognitive or psychiatric disorders

· With severe hearing or vision impairments

· Involved in other clinical trials

Inclusion criteria for the interviewers:

· Elderly’s child or grandchild OR the Research Assistant
· Aged 21 or above

· Able to understand and communicate in either English or Mandarin

· Able to give consent to participate

· Willing to attend the online training session via Zoom
Exclusion criteria for the interviewers:

· With severe cognitive or psychiatric disorders

· With severe hearing or vision impairments
· With involvement in other clinical trials

5. What is the approximate number of research participants involved?

66 families will be recruited including at most 132 participants (at most 2 participants per family)
6. What will be done if I take part in this research study?

All participants will be allocated to either the intervention or the waitlist group. Intervention group participants will undergo the intervention first, while waitlist group participants will start the intervention from week 16 onwards (after the intervention group has completed the intervention).

One-to-one oral history interviews with the elderly will be used in the narrative reminiscence intervention (NRi). The children/grandchildren of the participants or the research assistant will be trained as the interviewers by a team of professionals comprising of psychiatrists and registered nurses. 2-hour training will be conducted remotely on a video conferencing platform (i.e., Zoom). They will be taught the skills to communicate and interview elderly. Then, they will interview the elderly in bi-weekly basis with the pre-defined topics. They will also need to prepare review notes after the interview. The interviews will be conducted at the participants’ homes. 

There will be a total of six 30-minute sessions in 10 weeks. In each session, the interviewers will interview their respective parents/ grandparents with pre-defined aims set based on previous studies. One session will be conducted every 2 weeks. Research Assistant will contact the interviewers to remind them to proceed the interview at the start of the week before each session. Interviewers are asked to send a message to the Research Assistant (Research Assistant’s contact information will be provided) after completing each interview. The Research Assistant will also contact the interviewers either when he/she receives the completion message from the interviewers or the next Monday (if no message is sent) to check on session progress and interviewees.  Interviews will be suggested to be audio-recorded and interviewers will be asked to write notes (at least one-page A4 size) on review of each completed interview based on the audio-records. The audio-records will be used by the interviewers for writing the reviews only and will not be collected by research team.
All participants will be requested to fill a questionnaire one week before the intervention, during the intervention at week 6, and one week after the intervention. It is estimated the participants will take 15 minutes to complete the questionnaire. All the three questionnaires will be sent to the participants and interviewers by email or mail. They will be advised to fill the questionnaires independently and submit the completed questionnaire to the Research Assistant by email or mail or leave it at collection box in the centre.
Participants in the waitlist control group will also be requested to fill the questionnaire one week before the intervention, during the intervention at week 6, and week 12 but their one-to-one oral history interviews with the elderly will only started from week 16.
Face-to-face or Zoom will be conducted by a study team member for 5 pairs of elderly – children/grandchildren (i.e. participant and his/her interviewer, and they will be interviewed together), with their consent, within 1 month after the completion of the intervention. An interview guide will be developed based on the literature review and used to guide the interview discussion. The topics are about the life of the elderly from their childhood to present. All interview discussion will be audio-recorded and conducted in either Chinese or English according to participant’s selection. If the participant or interviewer refuse to be recorded, they will be excluded for the interview. It is expected the interview will take around 20-30 minutes and will be conducted by the co-investigator and the Research Assistant remotely via the Zoom platform/phone call.
7. If biological samples are taken, what will be done with my samples? 
Not applicable.
8. How will my privacy and the confidentiality of my research records be protected?

Only the principal investigator has your personal data (ie. surnames, residential addresses,  and contact information) and this will not be released to any other person, including members of the research team, except to the Research Assistant will contact you for scheduling and reminder purposes. Personal data will never be used in a publication or presentation. All identifiable research data will be coded (i.e. only identified with a code number) at the earliest possible stage of the research. If you participate in the interview conducted by the co-investigator and Research Assistant, your interview data will be anonymously collected. Personal data will be discarded after the completion of research study.
All data collected will be kept in accordance to the University’s Research Data Management Policy. Research data used in any publication will be kept for a minimum of 10 years before being discarded. 

9. What are the possible discomforts and risks for participants?
There is not expected risks for the participants. However, during the interview for sharing their life experiences, it may be possible that few participants may feel emotional discomforts or psychological distress while reviewing their past. During the training session, the interviewers will be taught to handle negative emotions of the interviewee or be advised to stop the interview if necessary. 
PI will be giving you the contact information of Co-Investigator Dr Vivien Wu, so that you may contact her for any cases of distress. Once she has been contacted regarding distress, she will follow a pre-defined distress protocol to ask questions and administer the 6-item Kessler Psychological Distress Scale. If necessary, she will refer the case to the psychiatrist Co-I Dr Roger Ho for consultation. 
RA will also contact the interviewers either when he/she receives the completion message from the interviewers or the next Monday to check on session progress and interviewees. In case there is any emotional or distress issues, RA will inform Co-Investigator Dr Vivien Wu to contact the interviewee and follow the pre-defined distress protocol to handle the case as mentioned above. 

Prospective participants and their families will be fully informed of the potential risks and benefits of the project. You have the right to opt out of the study at any stage.
10. What is the compensation for any injury?

If you follow the directions of the PI in charge of this research study and you are physically injured, the NUS will pay the medical expenses for the treatment of that injury. By giving your consent, you will not waive any of your legal rights or release the parties involved in this study from liability for negligence.

11. Will there be reimbursement for participation?

Each participated family will be given $70 for completing the study ($30 for completing the first follow-up questionnaire, i.e. week 6, and $40 for completing the last follow-up questionnaire, i.e. week 12). $15 will be given each participant completing the process evaluation. In cases whereby an RA conducted the interviews, participants will still receive the same amount of reimbursement.
12. What are the possible benefits to me and to others? 
It is expected the intergeneration relationships of the participated families will be improved. Moreover, the knowledge gained may be useful for developing a larger community-based intervention to benefit the public in the future. 
13. Can I refuse to participate in this research?
Yes, you can. Your decision to participate in this research study is voluntary and completely up to you. You can also withdraw from the research at any time without giving any reasons, by informing the principal investigator. All your personal information as well as data collected (except interview data from the interviews conducted by co-investigator and Research Assistant) will be discarded. However, if you withdraw after your personal data is discarded, it would not be possible identify your dataset for discarding. 
14. Whom should I call if I have any questions or problems?

Please contact the Principal Investigator, Dr Wilson Tam at telephone 65168684 and email nurtwsw@nus.edu.sg for all research-related matters and in the event of research-related injuries.

For an independent opinion regarding the research and the rights of research participants, you may contact a staff member of the National University of Singapore Institutional Review Board (at telephone (+65) 6516 1234 or email at irb@nus.edu.sg).
Consent Form
Protocol title: 
Effects of a narrative reminiscence intervention (NRi) on improving intergenerational relationships, quality of life and subjective well-being in older adults: A Pilot Randomized Controlled Trial

Principal Investigator with the contact number and organization:

Dr Wilson Tam

Assistant Professor

Alice Lee Centre for Nursing Studies

National University of Singapore

Tel: 6516 8684

Email: nurtwsw@nus.edu.sg

I hereby acknowledge that:

1. I have agreed to take part in the above research. 

2. I have received a copy of this information sheet that explains the use of my data in this research. I understand its contents and agree to donate my data for the use of this research.

3. I can withdraw from the research at any point of time by informing the Principal Investigator and all my data will be discarded (except interview data from the interviews conducted by co-investigator and Research Assistant). However, if I withdraw after your personal data is discarded, it would not be possible identify my dataset for discarding. 
4. I will not have any financial benefits that result from the commercial development of this research.

5. I understand that for the interviews of elderly participants conducted by the child/grandchild, it is suggested for them to be audio-recorded. 

If I am selected for the interview conducted by the study team member, I agree / do not to participate in the interview. If agree to participate, I agree/ do not agree* for the interview to be audio-recorded. If either myself or my family member (child/grandchild/parent/grandparent) does not agree for the interview to be audio-recorded, we will be excluded from this interview. 
*please delete as appropriate

_______________________________
___________

Name and Signature (Participant)
Date

_______________________________
___________

Name and Signature (Consent Taker)
Date
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