Consent/Assent for Participation in a Research Project (For people with diagnosed T2DM)
Explanatory Statement

Study Title: “Community-based lifestyle intervention for diabetes management in Nepal: A
Cluster randomized trial.”

Name of the organization conducting the study: Dhulikhel Hospital Kathmandu University
Hospital

Principal Investigator: Dr. Abha Shrestha (Department of Community Program, Dhulikhel
Hospital, Kathmandu University Hospital)

Co-_Investigators: Dr. Biraj M Karmacharya (Department of Community Program), Dr.
Archana Shrestha (Department of Community Program), Mr. Prabin Shakya (Department of
Community Program).

Description_of Study Population: Clinically diagnosed type 2 diabetes of adult age group

including 30-60 years.
Version Date: April 2019

Dear Madam/Sir,

We are carrying out a study to develop low-cost culturally appropriate and locally tailored
diabetes lifestyle modification intervention program for diabetes management for people with
T2DM. The study is funded by Global Alliance for Chronic Disease (GACD) and Japan Agency
for Medical Research and Development (AMED) under the official contract between Tokyo
Women’s Medical University (TWMU) and AMED and conducted in collaboration with
Department of International Affairs and Tropical Medicine, Tokyo Women’s Medical
University, Japan and Dhulikhel Hospital Kathmandu University Hospital, Nepal. The purpose
of this study is to test whether the diabetes self-management support program activities given by
trained community health workers and peer supports will effect in reducing blood glucose among
individual with diabetes. The study is being conducted in rural village council of
Kavrepalanchowk and Nuwakot districts of Nepal. This is a prospective, community-based,
single blinded end-point assessment, 2-arm randomized controlled trial. We will select total 576
participants from 32 clusters i.e 18 participants from each 32 cluster (1 cluster=18 participants)
through i) Reviewing the available health registries in Government health service centers, private
health centers, and Dhulikhel Hospital outreach centers, ii) Organizing screening camps and iii)
household survey of designated study site.



Why is this study important?

The study aims to develop a culturally tailored and locally contextual diabetes lifestyle
modification intervention training program for community health workers. We are trying to find
out that if promoting diabetes self- management support program activities then, will it be help in
reducing blood glucose among individuals with diabetes or not. This is important because
diabetes prevalence in Nepal is high and people thought that once the diabetes is found then
medicine should be taken throughout the life. It can’t be controlled. There are no world
community —based implementation trial of a lifestyle intervention targeting the adults with
T2DM in rural Nepal So, We also trying to examine the real-world implementation challenges
which will help to facilitators for implementation, adoption and scaling up of community based
diabetes management and care programs in other parts of Nepal and beyond. The findings from
the research are going to feed directly to policy and long-term government’s plans and strategies
for NCDs prevention and management in Nepal.

Why have you been chosen to take part in this study?

We will invite you to take part in this implementation science research study to see if people
with diagnosed T2DM are given appropriate group based lifestyle intervention for improving
management and care of T2DM then what will be the result in reducing blood glucose among
individual with diabetes. All of the participants from selected clusters will be placed in one of the
two group by random allocation as intervention and control group. In the intervention group,
participants will receive educational sessions on lifestyle modification by trained community
health workers and trained peer leaders will support throughout the intervention period to ensure
adoption and maintenance of healthy behavior such as regular physical activity, healthy food, no
smoking, and use of health care services when needed. The control group will receive the usual
care with no lifestyle intervention by CHWSs and the peer support groups. However, they will
receive the pictorial brochure on diabetes prevention education in Nepali language in order not to
deprive them from awareness.

Voluntary Participation

It is entirely your decision to participate in the study. If you want to discontinue at any point of
time of the study you are free to leave without stating any reason. You have the right to ask any
questions concerning the study any time during the interview.

What information will be collected from me and how? What will happen to me if | take
part in this study?

If you take part in this research you will be contacted by the research assistants at baseline, 6
month and 12 months. We will prick your blood for the test of HbAlc and measured your height,
weight, blood pressure, waist and hip measurements. If you meet the criteria (age group 30-60
years and Hb1Ac >6.5%), you will be asked to fill the survey questionnaire. The questionnaires
include socio-demographic variables such as; age (years), sex (male/female), ethnicity, education



(number of year of formal education), occupation, per capita household income, behavioral;
smoking (pack year of smoking), alcohol consumption(number of drink per week) physical
activity and anthropometric measures; body weight (kg), height (meters), waist circumference
(cm), hip circumference (cm), BMI (kg/m2), and other variables such as blood pressure,
diabetes , food habit, quality of life, diabetes distress, depression, health care utilization etc. We
will ask you to continue to take part in the study for next 12 months. You will be asked to let us
draw your blood sample in midline (6 month) and end line (12 month). In baseline, all of the
participants from selected clusters will be placed in one of the two group by random allocation as
intervention and control group. The intervention group will receive the group-based sessions for
the self-management of diabetes including determining high risk signs and symptoms of diabetes
by the trained community health workers and motivated peer supporters who will be selected
among the diabetes participants. They will work closely with the trained CHWs and facilitate the
group-based sessions. The second group will also receive the pictorial brochure on diabetes
prevention education but not lifestyle intervention by CHWSs and the peer support groups.

This tool would not be used to judge your knowledge, but would only be used to help us to
examine the real world implementation challenges which will help to facilities for implantation,
adoption and scaling up of community based diabetes management and care programs in other
parts of Nepal and beyond. The information you give us will be only seen by the research team,
trained health workers and peer supporters who are working on this project — and maybe some
other researchers who are interested in what is happening in Nepal. We will not show your
answers to any other health workers who is not involving in this research or other people
working in this area. Confidentiality will be maintained by numerically coding data, by
disguising identifying information, and by keeping all data in locked file drawers. All
information obtained from subjects will be accessible only to research staff. All staff will be
trained in confidentiality procedures, and routine refreshers provided. We will put the answers
into a password protected computer. When the results are published in research journals or
discussed with relevant stakeholders, your names and details will not be disclosed.

The interview will take up to 60 minutes.

What are the possible disadvantages/ risks of taking part?

We do not expect that your participation will bring you any harm. We will use disposable finger
prick under hygienic conditions. During the blood draws, your will feel a slight prick. Bruising
and infection are a possibility, but not very likely. Time to respond to the questionnaires may be
an inconvenience. But, we will not ask you any sensitive questions. Some questions might be
uncomfortable to answer. You do not have to answer any questions that make you
uncomfortable. We do not think there are any other risks to you participating in the study
because we will keep the answers that you give us confidential and only the researchers will
know about it. We will not share any information you share with us or any notes of what we
observe with other participants and colleagues. We will keep all the information that you give us
in a special password-protected computer and in locked offices at the universities and
organizations where we work. We will keep your personal details in a different place from where
we keep the answers that you give us. When we write up the study, we will not use your name,
or the name of the village or health care facility where we did the research.




How will I benefit from this study? OR What are the possible benefits of taking part?

There are no benefits to you for participation in this research and we cannot pay you for
participating. However, if you agree to participate in the study and you are having type 2
diabetes, you will receive free diabetes screening in six months and 12 month, you will have
training on self-monitoring of diabetes including determining high risk signs and symptoms by
trained CHWs and peer supporters and you may receive educational sessions for diabetes self-
management. The information obtained through this study will potentially benefit other Diabetes
population of the world where there is high diabetes prevalence and also the information
obtained from the study will lead to an efficient intervention the ongoing and long-term
government’s plans and strategies for NCDs prevention and management in Nepal.

Will I be informed about the results of this study?

The findings from this study will be expected to feed directly to policy on design and
implementation of effective, culturally appropriate, contextual and community based
intervention for the effective management of T2DM. We will also develop a report which will
highlight the reducing blood glucose level by promoting diabetes self- management support
program activities and inform you as well.

Will I be given a copy of this information sheet?
Yes, you will be provided with a copy of this participant information sheet to keep with you.
You are free to discuss this with anyone you wish to consult.

Who can | contact for additional information?

e If you have additional questions about the study at any point in time, please contact the
Principal Investigator Dr. Abha Shrestha (Department of Community Program Ph no.
9801315233) / Co- Investigators Dr. Biraj M Karmacharya (Department of
Community Program Ph no. 9802000029) / Project Co-ordinator Dr. Samikshya
Neupane (Department of Community Program Ph no. 9861156536) / Project Officer
Ms. Deepa Laxmi Makaju (Department of Community Program Ph no. 9849376373)
at Dhulikhel Hospital

e Nepal Health Research Council (NHRC)

P.O. Box: 7626, Ramshah Path, Kathmandu, Nepal
Tel: +977-1-4254220, 4227460
E-mail: nhrc@nhrc.org.np

Thank you for taking the time to read this information. We appreciate your participation in this
research. The interview will only be conducted once you have asked any other questions that you
may have and have signed the relevant consent forms. You can keep this information sheet with
you.


mailto:nhrc@nhrc.org.np

Agreement to Participate:
| have read the above information, have had the opportunity to have any questions about this
study answered and agree to participate in this study.

(Printed name) (Date)

(Signature)

Signature of Person Obtaining Consent Date

SIGNATURE

Printed name of person obtaining consent and assent

My signature and date indicates that the information in the consent document and any other written information was
accurately explained to, and apparently understood by, the participant or the participant’s legally authorized
representative, and that informed consent was freely given by the participant or the legally authorized representative.



Consent/Assent for CHWs

Study Title: “Community-based lifestyle intervention for diabetes management in Nepal: A
Cluster randomized trial.”

Please tick all boxes that apply:

1 | I have been given the information sheet about the study and had it explained to me.

2 | agree to participate in 12 monthly peer group sessions over a duration of 12 months

| agree to allow the research team to provide updates on my progress to the primary
care provider that | nominate as required

| agree to allow the research team to access relevant information from my hospital
4 | medical records and primary carer for the 12 month period in which I am enrolled in
this study

| agree to visit a local facility for measurements at the start of the study and for
follow up measurements at 6, 12 months after my enrolment in the study

| agree to be contacted to participate in related research studies in the future. |
6 | understand that 1 am not obliged to agree to participate.

I know who to contact if 1 have any more questions after the interview or if I am

! unhappy with how the researcher has behaved.

8 | understand that | do not have to be interviewed, and I can stop the interview at any
time and do not need to give a reason.

9 I understand that all the information I give will be kept private and answers that | give

will not be shared with my manager, colleagues or other health workers.

I understand I will not be paid for this interview and that agreeing to be interviewed
10 | or any of the information that I give won’t affect my work or supervision at this
facility.

11 | I agree for the interview to be audio recorded.

| agree for the researchers to use what | tell them in reports, articles and other work
12 | that they write, and understand that my name or the name of the health facility,
village or local area will not be used in the report.

| understand that the information that | give in the interview might be given to other
researchers who are working to develop a community based diabetes management
and care programs in other parts of Nepal but they will not be given my name or the
name of the health facility, village or local area.

13




By signing this form, I give my free and informed consent to take part in this study as

14 outlined in the information sheet and this consent form.

Agreement to Participate:
| have read the above information, have had the opportunity to have any questions about this
study answered and agree to participate in this study.

(Printed name) (Date)

(Signature)

Signature of Person Obtaining Consent Date

SIGNATURE

Printed name of person obtaining consent and assent

My signature and date indicates that the information in the consent document and any other
written information was accurately explained to, and apparently understood by, the participant or
the participant’s legally authorized representative, and that informed consent was freely given by
the participant or the legally authorized representative.




Consent/Assent for Peer Leaders

Study Title: “Community-based lifestyle intervention for diabetes management in Nepal: A
Cluster randomized trial.”

Please tick all boxes that apply:

1 | I have been given the information sheet about the study and had it explained to me.

| agree to attend a 3-day training program for Peer Leaders.

2
3 | agree to facilitate monthly support groups for 12 months for people with type 2
diabetes as described in the training program for Peer Leaders
4 | agree to provide peer support and relevant information to participants in the group
program as described in the training program for Peer Leaders
5 | agree to work collaboratively with group participants, community organizations and

health workers who are linked to the Peers for Progress project

| agree to inform, encourage, and support individual members of the group program
g | toaccess health professionals as described in the training program for Peer Leaders.

| agree to maintain a record of activities undertaken and discussed during the monthly
support group meetings

| agree to maintain confidentiality of all information provided to me by and about
group participants, Peer Leaders, and others linked to the Peers for Progress project

| agree to participate in all practice training, debriefing sessions and meetings as
9 | scheduled by the Peers for Progress Project Manager, which may be recorded for
study purposes

| agree to collect information about group attendance and other record keeping duties

10 as described by the Peers for Progress Project Manager

| agree to be contacted to participate in related research studies in the future. |
11 | understand that I am not obliged to agree to participate.

| agree to provide an alternative contact number (friend or relative) who will know |
12 | am involved in this study and will agree to enable contact between myself and the
researchers

13 | I agree to participate in this study by doing my signature in this form.

Agreement to Participate:




| have read the above information, have had the opportunity to have any questions about this
study answered and agree to participate in this study.

(Printed name) (Date)

(Signature)

Signature of Person Obtaining Consent Date

SIGNATURE

Printed name of person obtaining consent and assent

My signature and date indicates that the information in the consent document and any other
written information was accurately explained to, and apparently understood by, the participant or
the participant’s legally authorized representative, and that informed consent was freely given by
the participant or the legally authorized representative.
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