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RESEARCH INFORMATION

Research Title: DEVELOPMENT AND EVALUATION OF THE
EFFECTIVENESS OF A MOBILE APPLICATION
INTERVENTION _MODULE _(e-MAIMES) FOR
ELDERLY STROKE SURVIVORS IN CHENZHOU,
CHINA
Phase 3 study: Effectiveness of a mobile

application
intervention _module
(e-MAIMES) for elderly
stroke _survivors _in
Chenzhou, China

Name of main _and co-Researcher: Wenjing Cao, Dr. Intan Idiana Binti Hassan
(MRN:34201) , Prof Azidah Binti Abdul Kadir
(MMC no. 33310), Dr. Juan Wang, Dr. Yuhui Wang

INTRODUCTION

You are invited to participate voluntarily in research entitled effectiveness of a mobile
application intervention module (e-MAIMES) for elderly stroke survivors in Chenzhou, China.
This study is Phase 3 study, part of the research entitled “DEVELOPMENT AND
EVALUATION OF THE EFFECTIVENESS OF A MOBILE APPLICATION INTERVENTION
MODULE (e-MAIMES) FOR ELDERLY STROKE SURVIVORS IN CHENZHOU, CHINA. This
research is about getting to evaluate the efficacy of a mobile application module (e-MAIMES)
for elderly stroke survivors in Chenzhou, China.

It is important that you read and understand this research information before agreeing to
participate in this study. You will receive a copy of this form to keep for your records if you
agree to participate.

Your participation in this study is expected to take about three months. This study is
estimated to include up to 84 participants.

PURPOSE OF THE STUDY

Globally, stroke remained the second-leading cause of death after ischaemic heart
disease and the third adult disability factor. Compliance with doctors’prescription
medication is critical to prevent recurrence and other adverse outcomes of stroke after
the first stroke has been controlled. However, medication adherence in stroke survivors
is problematic.In line with recent changes in technology, smartphone applications
(Apps) are increasingly being used to improve health in a number of areas. However,
little is known about the use of Apps among elderly stroke survivors.

The purpose of this study are to evaluate the effectiveness of the mobile application intervention
module (e-MAIMES) as a tool for elderly stroke survivors on medication adherence, medicine




beliefs, and health literacy on stroke and blood pressure.

PARTICIPANTS CRITERIA

The research team members will discuss your eligibility to participate in this study. This study
will involve individuals with the following characteristics:

Inclusion Criteria

You are eligible for inclusion based on the following criteria: aged 60 years or
older; have a history of stroke; having a diagnosis of hypertension, either in the patient’s
medical history or on admission to the hospital, defined as 140 mm Hg or higher for
systolic blood pressure (SBP) and/or 90 mm Hg or higher for diastolic blood pressure
by physicians; taking at least one medication in the previous month such as (but not
limited to) anti-platelets, statins, and anti-hypertensives to control risk factors for
strokes; Having a smart phone and internet access to download App; It had been more
than a month since the last stroke episode; modified Rankin Score of three or less; able
to read Chinese and communicate in Mandarin Chinese or the local Chenzhou dialect.

Exclusion Criteria

The persons who had diagnosed with cognitive impairment (Mini-Mental State
Examination score <17 [for illiterate] or <20 [individuals with 1-6 years of education] or
<24 [individuals with 7 or more years of education]); participating in another ongoing
trial; psychiatric illness or deafness, aphasia, or other lanquage barriers; secondary
hypertension; had participated in the Beta testing study.

STUDY PROCEDURES
If you are eligible and agree to participate in this study, you must give consent either in
writing by signing the attached participant consent form or online.

At your first visit, if you agree to participate in the study, you will be randomly divided
into 2 groups, the control group, or the intervention group. These two groups of
participates will be asked to fill in a demographic questionnaire (personal background)
and the general medication adherence scale (GMAS-C), Beliefs about Medicines
Questionnaire (BMQ), and Health literacy scale for stroke patients. Estimated time to
complete this procedure is 25-30 minutes. These questionnaire must be filled before the
intervention, one month and after 3 months. In addition, BP will be collected before the
intervention, one month and after 3 months. If you are in e- intervention group, you also
have to fill out the SUS guestionaire.

For the intervention group, you will be provided a detailed explanation of the e-MAIMES
in person by the project team leader (Wenjing Cao). You will be asked to utilize the app
daily during a three-month period and receive one push notifications each day at 19:00-
21:00, with helpful self-care management tips. What is more, you are instructed to
measure and manually enter your BP to the app, at home, for a minimum of at least 3
days per week; however, daily self-monitoring is encouraged. The e-MAIMES has several
components, including medication management component, stroke health knowledge
component, social communication component and health monitoring component. A




registration account with an App market is needed to download the App. And you can
get access to the App only through the distribution of single-use registration codes.

For the controlled group, they will not receive the app or any material included in the
app during the study period. However, they will get access to the app after the 3-month
trial.

If you have any guestions or do not understand any part of the questionnaire, you can

refer the problem to the researcher who will always be there to help you.

RISKS
The risks involved in this study are minimal, which means they are equal to the risks you would
encounter in everyday life.

PARTICIPATION IN THE STUDY

Your taking part in this study is entirely voluntary. You may refuse to take part in the study or
you may stop your participation in the study at any time, without any penalty or loss of benefits,
to which you are otherwise entitled to, otherwise. Your decision whether or not to participate
will not affect your current or future relations with hospitals or your doctor. Your participation
also may be stopped by the research team without your consent, if in any form you have violated
the study eligibility criteria. The research team member will discuss with you if the matter arises.
Upon completion of the study, you will be reimbursed 100 CNY for your effors, time.

POSSIBLE BENEFITS [Benefit to Individual, Community, University]

This study’s findings may give a whole picture of the effectiveness of the app. It can also serve
as an eye-opener for HCP, policy-makers, and the government, to increase availability of
disease management techniques to endorse better stroke management. The utilization of
mobile app technology improves barriers to healthcare access, improves patient medication
adherence, and increases patient exposure to self-care management techniques.

QUESTIONS

If you have any questions about this study or your rights, please contact
Wenijing Cao
USM ID No: P-SKD0053/21(R)
Contact information:
School of Health Sciences,
Universiti Sains Malaysia
16150, Kubang, Kerian, Kelantan, Malaysia
Email: caowenjing@student.usm.my
Tel. No: 8617373529520



If you have any questions regarding the Ethical Approval or any issue /

problem related to this study, please contact;

Mr. Mohd Bazlan Hafidz Mukrim

Secretary of Human Research Ethics Committee USM
Division of Research & Innovation (R&I)

USM Health Campus

Tel. No. : 09-767 2354 / 09-767 2362

Email : bazlan@usm.my

OR

Miss Nor Amira Khurshid Ahmed

Secretariat of Human Research Ethics Committee USM
Research Creativity & Management Office (RCMO)
USM Main Campus, Penang

Tel. No. : 04-6536537

Email : noramira@usm.my

CONFIDENTIALITY

Your information will be kept confidential by the researchers and will not be made publicly
available unless disclosure is required by law.

Data obtained from this study that does not identify you individually will be published for
knowledge purposes.

Your original records may be reviewed by the researcher, the Ethical Review Board for this
study, and regulatory authorities for the purpose of verifying the study procedures and/or data.
Your information may be held and processed on a computer. Only research team members are

authorized to access your information.

By signing this consent form, you authorize the record review, information storage and data
process described above.

SIGNATURES

To be entered into the study, you must sign and date the signature page
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ATTACHMENTS

Subject Information and Consent Form
(Signature Page)

Research Title: DEVELOPMENT AND EVALUATION OF THE
EFFECTIVENESS OF A MOBILE APPLICATION
INTERVENTION MODULE (e-MAIMES) FOR
ELDERLY STROKE SURVIVORS IN CHENZHOU,
CHINA

Researcher’'s Name: Wenjing Cao

To become a part this study, you or your legal representative must sign this page. By
signing this page, | am confirming the following:

= | have read all of the information in this Patient Information and
Consent Form including any information regarding the risk in this
study and | have had time to think about it.

= All of my questions have been answered to my satisfaction.

= | voluntarily agree to be part of this research study, to follow the study
procedures, and to provide necessary information to the doctor, nurses,
or other staff members, as requested.

= | may freely choose to stop being a part of this study at anytime.

= | have received a copy of this Participant Information and Consent
Form to keep for myself.

Participant Name

Participant Identification No

Signature of Participant or Legal Representative
Date (dd/MMl/yy)

Name of Individual



Conducting Consent Discussion

Signature of Individual
Date (dd/MMl/yy)
Conducting Consent Discussion

Name & Signature of Witness
Date (dd/MMl/yy)

Note: i) All participants who are involved in this study will not be covered by insurance.




ATTACHMENTS

Participant’s Material Publication Consent Form
Signature Page

Research Title: DEVELOPMENT AND EVALUATION OF THE
EFFECTIVENESS OF A MOBILE APPLICATION
INTERVENTION MODULE (e-MAIMES) FOR
ELDERLY STROKE SURVIVORS IN CHENZHOU,
CHINA

Researcher’'s Name: Wenjing Cao

To become a part this study, you or your legal representative must sign this page.
By signing this page, | am confirming the following:

= | understood that my name will not appear on the materials published
and there have been efforts to make sure that the privacy of my name
is kept confidential although the confidentiality is not completely
guaranteed due to unexpected circumstances.

= | have read the materials or general description of what the material
contains and reviewed all photographs and figures in which I am
included that could be published.

= | have been offered the opportunity to read the manuscript and to see
all materials in which | am included, but have waived my right to do
so.

= All the published materials will be shared among the medical
practitioners, scientists and journalist world wide.

= The materials will also be used in local publications, book publications
and accessed by many local and international doctors world wide.

= | hereby agree and allow the materials to be used in other publications
required by other publishers with these conditions:

= The materials will not be used as advertisement purposes nor as
packaging materials.



= The materials will not be used out of contex — i.e.: Sample pictures
will not be used in an article which is unrelated subject to the picture.

Participant Name

Participant Identification Participant’s Signature Date
(dd/MMlyy)
Name and Signature of Individual Date
(dd/MMlyy)

Conducting Consent Discussion

Note: i) All participants who are involved in this study will not be covered by insurance.
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