
Information Sheet for Study Participants (Family member) 

Equal or Over 18 Years of Age 

Information Sheet consists of 2 parts: 

Part 1 Information sheet for study participants 

Part 2 Volunteer research agreement form 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

Part 1 

Research project title: Effectiveness of the Individual and Family Health Literacy 

Enhancement Program Among Older persons with Physical Multimorbidity 

Research Team: Mrs. Jun Shan 

Institute: Faculty of Nursing, Chiang Mai University 

Research Funding: No sponsor 

You are being invited to take part in this study because you are the person who is 

living with older persons with hypertension and type 2 diabetes and meet the following 

criteria: aged 18 and over; physical independence and cognitive intact; be willing to 

participate in the study. The 140 participants who meet these criteria are needed for this 

study and will be selected together with the older persons from XinChengQiao community 

and ChengDong community. All eligible participants together with older persons will be 

randomly assigned into the same experimental and same control group. Before you 

decide to take part in this study, please take your time in reading this information sheet to 

make sure that you understand what you will be asked to do as part of this study. You are 

welcome to discuss this study with someone that you know and trust before you make your 

decision. If you have any questions regarding this study, please feel free to ask the research 

staff. 
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Again, your decision making to participate this study is completely voluntary. You 

can refuse to participate in this study or withdraw from this study at any time 

without informing any reason. 

Your rights to medical care or any existing care you are receiving will not be affect-ed 

if you decide not to be in this study. 

Information related to this study 

Older persons are more likely to have multimorbidity simultaneously as the number of 

chronic diseases incr-eases with age. Physical multimorbidity which means the co-occunence 

of two or more chronic physical conditions is the most common pattern and the most 

prevalent chronic physical disease pair is hypertension and diabetes mellitus in Chinese older 

persons. Effective management and control of coexisting hypertension and type 2 diabetes 

requires diligent daily self-management. Effective self-management will help older persons 

achieve blood pressure and blood sugar goal, reduce the incidences of cardiovascular diseases 

and mortality, and reduce the risks of nephropathy and retinopathy, which furtherly decrease 

treatment burden and symptom burden; improve health status; r-educe hospitalization; and 

improve their quality of life. 

Older persons often encountered more challenges for self-management because of the 

complexity of chronic conditions (long duration, slow progression and unpredictable); and 

vulnerability (poor literacy and numeracy skills, limited function, hearing or vision 

limitations) associated with aging. Older persons often find it difficult to self-manage 

symptoms, complex therapeutic routines, subsequently resulting in higher symptom burden 

and treatment burden. Thus, older persons need support from their family which plays a key 

role in self-management. And health literacy of individual and family has been identified as a 

stronger factor influencing self-management since it is the basic skill for better self­

management. Older persons often had lower education level and age-related physiological 
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Approval by Research Ethics Commitiee 
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changes such as short-term memory loss and decreased capacity to .process and remember 

new information, lead to not understanding the importance of the-rapeutic regimes and low 

adherence. Thus, this study is to develop a novel educational program providing logical and 

organized information for individuals and families to increases their comprehension and 

memory of health information, as well as health maintenance skills to enhance individual and 

family health literacy, improve self-management behaviors of older persons with 

hypertension and type 2 diabetes, which is helpful for controlling blood pressure and blood 

sugar, preventing complications, and subsequently decrease treatment burden and symptom 

burden, improve their quality of life. 

Study design 

An experimental design will be designed to determine the effectiveness of individual 

and family enhancement program among older persons with physical multimorbidity. 

Participant Responsibilities 

(1) Responsibilities for participants in the control group: 

You will attend each process of usual care provided by physician and nurses for older 

persons, which consists of physical examination, regular treatment protocol, patient education 

and telephone follow-up by community nurses. 

You will be asked to fill out the Demographic Data Form. Completing the 

questionnaire should take around 5 minutes. 

(2) Responsibilities for participants in the experimental group: 

You should also receive the individual and family health literacy enhancement 

program, involving of 8 sessions of educational courses that will be led by the researcher. 

Each session will be lasted for 2 hours with 1 intermittent break, and it will be held twice a 

week with 10 participants per group. The contents of the program include disease-related 

knowledge such as pathophysiology, symptoms, treatments, and specifics (patient-centered 
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information) of hypertension and -type 2 diabetes, and health maintenance skills such as self­

management skills (goal setting, action planning, self-monitoring, problem solving; and 

relaxation techniques), role of the family in the self-management. Practicing self­

management skills will be included in the program. 

You will be ask-ed to till out the Demographic Data Form. Completing the questionnaire 

should take around 5 minutes. 

Duration that participant will join in this study 

(1) The duration for you in experimental group is about four weeks, including attending 

8 sessions of educational courses (twice one week, and each session will be lasted for 2 hours 

with 1 intermittent break), and will be asked to fill out questionnaires twice. Completing 

each questionnaire should take around 5-10 minutes. 

(2) The duration for you in control group is about four weeks, including physical 

examination (once every two weeks), regular treatment protocol, patient education and 

telephone follow-up once every week (each time will be lasted half an hour), and will be 

asked to fill out questionnaires twice. Completing each questionnaire should take around 5-

10 minutes. 

Possible risks or uncomfortable events from this study and how the study will minimize 

or avoid these risks 

If you are in the interventional group, you will receive the individual and family health 

literacy enhancement program including attending 8 sessions of education. Each session of 

the program will last for 2 hours which may make you feel tired and boring. During the 

process, the researcher will (1) use multiple medias for education, such as PPT and video 

including vivid and dynamic images to attract participants' attention; and multiple activities 

such as situational dialogues and practice; (2) create comfortable environment and provide 

some snacks and beverages; (3) take a break during the education. In addition, if you feel 
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uncomfortable or unwilling to attend the following sessions, you have the right to r-efuse or 

withdraw from the study at any time during the study. 

Considering the situation of Covid-19, possible risk is the coronavirus transmission. 

Some prevention measures will be taken to prevent the transmission of Covid-19 as following: 

(1) Taking temperature and Health Green Code will be required before they enter the 

community activity center, only with normal temperature will be allowed to participate in 

each session; (2) You will be required to wash hands using alcohol gel and wear masks 

throughout the process; (3) You will be arranged to keep the safe social distance during the 

education; and (4) Following the local prevention regulations. 

If you are in the control group, you will also attend patient education and telephone 

follow-up once every week (each time will be lasted half an hour) which may make you feel 

tired and boring. We will use simple and understandable language to attract your attention 

and make you easy to understand your family member's diseases. If you feel uncomfortable 

or unwilling to attend, you have the right to refuse or withdraw from the study at any time 

during the study. Regarding the situation of Covid-19, possible risk is the coronavirus 

transmission. The health care providers, you and your family members will be required to 

keep normal temperature and have green health code. Besides, washing hands using alcohol 

gel and wearing masks are necessary throughout the whole care process. Other local 

prevention regulations will be followed. 

Anticipated benefits to study participants 

Direct/indirect benefits. You will obtain health related knowledge to improve the 

understanding of your diseases and treatments. Some self-management skills (goal setting; 

action planning; self-monitoring; problem solving, and relaxation techniques to manage 

emotions) will be obtained from the study. All may enhance your health literacy to improve 

your abilities to self-manage hypertension and type 2 diabetes, prevent complications, 
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Approval by Research Ethics CommiHee 
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decrease treatment burden and symptoms, and fw1herly improve your quality of life in the 

future. 

In case of withdrawal during the study, your rights to medical care or any existing 

care they are receiving will not be affected. 

Data Protection and Confidentiality 

All information collected about you in this study will be collected in the form of 

documents or electronic data files or both forms. This information will be kept confidential 

from those who do not have the right to know your information. There is only a study staff 

who will have access to your information. However, the Research Ethics Committee and the 

persons who have the authority to oversee this study will be able to access your information 

to review study information and the research process. You have a legal right to access your 

personal information. If you wish to use this right, please inform study staff. Any benefits 

from this study will provided as allowed by the regulations of Chiang Mai University. 

Data collection will be divided into two parts: Information from the study and 

personal data that identifies you by linking with the code. The data from the study will be 

identified as code and kept at the researcher's personal computer in encrypted files and will 

be destroyed after the study is completed and the study findings have been published in the 

Journal for 3 years. Preserved in such period, there may be a need to confirm the accuracy of 

the information after the study or to repeat the analysis to confirm the validity. 

How the information will be used and shared with anyone 

The study data will be used to summarize and report without reference to your name 

or anything that will indicate you. However, some journals may require the provision of 

individual data to be recorded in public databases for other researchers to access. Please be 

assured that the data that is shared will not appear as an individual identifier or link to you. 

Cost or compensation from participating in the study 
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Approval by Research Ethics CommiHee 

~~~r Facul~ of Nmin~ Chiang Mai Universi~ 

This study provides no payment, but a gift {an oil-control pot) will be given as 

compensation for your time for attending the program. If you have an illness or injury due to 

your participation in the study, the researcher will help you to visit the doctors and be 

responsible for caring for you. 

If you have any question about this study, please contact 

Research contact person ( s) 

1. Name: Jun Shan 

Address: 19 QiXiu Road, faculty of nursing, Nantong University, ChongChuan 

district, Nantong City, Jiangsu Province, China 

Phone Number: (+86) 13862825206 

If you have any questions about your rights before or during participating in this study, 

please contact the Research Ethics Committee, Faculty of Nursing, Chiang Mai University. 

Tel. 66-53-936080 (Office hours) or Fax. 66-53-894170 

Conflicts of interest associated with this study [ ] Yes [..J] No 
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Part 2 

Volunteer Research Agreement Form 

My name is Mr/Mrs/Miss .. .. . .. .. .. ... . .. . . . ........................ ... . . ..... agrees to 

participate in the study on Effectiveness of the Individual and Family Health Literacy 

Enhancement Program Among Older Persons with Physical Multimorbidity 

I have already been given information and explanation about this study thoroughly. 

Also, I have been given an opportunity to have any questions and received answers clearly. I 

have enough time to read and understand the information sheet for the study participants 

carefully and receive enough time to decide whether to participate in this study. 

I acknowledge that I can refuse independently to participate in this study. During the 

participation in this study, I can withdraw from this study at any time without affecting 

family members' receiving the usual care provided by the community healthcare providers. I 

will receive any new information that is related to or impacts this study which may affect my 

decision to take part in the study. 

I acknowledge that the researcher will keep my personal information as confidential, 

only be disclosed in the form of a summary of the study, and practice things that do not harm 

to my body or my mind throughout this study. The researcher certifies that if there is any 

danger from such study I will be fully cared for. 

By signing this form, I did not waive any legal rights which I should have, and after 

signing, I will a copy of information sheet and volunteer research agreement form (1 copy). 

Signature of study participant ................. . .... .. .... . . ......... Day/Month/Year .. ....... . .. . .... . . 

Signature of a person who requests agreement from study participants (or the investigator) 

....... . . .. .. .. . . .... . .. . .... .. . ....... Day/Month/Year .. ... . .... . . ... . .. . 
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Information Sheet f{)r Study Participants (Older Persons) 

Equal or Over 18 Years of Age 

Information Sheet consists of 2 parts: 

Part 1 Information sheet for study participants 

Part 2 Volunteer research agreement form 

•••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••••• 

Part 1 

Research project title: Effectiveness of the Individual and Family Health Literacy 

Enhancement Program Among Older persons with Physical Multimorbidity 

Research Team: Mrs. Jun Shan 

Institute: Faculty of Nursing, Chiang Mai University 

Research Funding: No sponsor 

You are being invited to take part in this study because you are the person who is 

60-80 years old and having been diagnosed with hypertension and type 2 diabetes at 

least 6 months. You are physical independence and cognitive intact, having at least a 

family member who is willing to participate in the study. The 140 participants who meet 

these criteria are needed for this study and will be selected from XinChengQiao community 

and ChengDong community for data collection. All eligible participants will be listed in 

a randomization list. Recruited participants will be randomly assigned into the 

experimental and the control group by permute block design procedure according to 

the randomization list. In this study, the sample size is 140 persons. 70 eligible 

participants will be recruited in each community. 

Before you decide to take part in this study, please take your time in reading this 

information sheet to make sure that you understand what you will be asked to do as part of 
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this study. You are welcome to discuss this stucly with someone that you know and trust 

before you make your decision. If you have any questions regarding this study, pJ.ease fe el 

free to ask the research staff. 

Again, your decision making to participate this study is completely voluntary. You 

can refuse to participate in this study or withdraw from this study at any time without 

informing any reason. 

Your rights to medical care or any existing care you are receiving will not be affected 

if you decide not to be in this study. 

Information related to this study 

Older persons are more likely to have multimorbidity simultaneously as the number of 

chronic diseases increases with age. Physical multimorbidity which means the co-occurr-ence 

of two or more chronic physical conditions is the most common pattern and the most 

prevalent chronic physical disease pair is hypertension and diabetes mellitus in Chinese older 

persons. Effective management and control of coexisting hypertension and type 2 diabetes 

requires diligent daily self-management. Effective self-management will help older persons 

achieve blood pressure and blood sugar goal, reduce the incidences of cardiovascular diseases 

and mortality, and reduce the risks ofnephropathy and retinopathy, which furtherly decrease 

treatment burden and symptom burden; improve health status; reduce hospitalization; and 

improve their quality of life. 

Older persons often encountered more challenges for self-management because of the 

complexity of chronic conditions (long duration, slow progression and unpredictable); and 

vulnerability (poor literacy and numeracy skills, limited function, hearing or vision 

limitations) associated with aging. Older persons often find it difficult to self-manage 

symptoms, complex therapeutic routines, -subsequently resulting in higher symptom burden 

and treatment burden. Thus, older persons need support from their family which plays a key 
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role in self-management. And health literacy of individual and family has been identified as a 

stronger factor influencing self-management since it is the basic skill for better self­

management. Older persons often had lower education iev·el and age-related physiological 

changes such as short-term memory loss and decreased capacity to process and remember 

new information, lead to not understanding the importance of therapeutic regimes and low 

adherence. Thus, this study is to develop a novel educational program providing logical and 

organized information for individuals and families to increases their comprehension and 

memory of health information, as well as health maintenance skills to enhance individual and 

family health literacy, improve self-management behaviors of older persons with 

hypertension and type 2 diabetes, which is helpful for controlling blood pressure and blood 

sugar, preventing complications, and subsequently decrease treatment burden and symptom 

burden, improve their quality of life. 

Study design 

An experimental design will be designed to determine the effectiveness of individual 

and family enhancement program among older persons with physical multimorbidity. 

Participant Responsibilities 

(1) Responsibilities for participants in the control group: 

You will receive usual care by physician and nurses during the experimental period. 

The usual care consists of physical examination, regular treatment protocol, patient education 

and telephone follow-up by community nurses. 

You will be asked to fill out 5 questionnaires at the beginning of the usual care, 

including the Demographic Data Form; the Chinese version of Functional Communication 

Critical Health Literacy (FCCHL); Chinese version of Partners in Health (PIH) Scale; the 

Chinese version of Treatment Burden Questionnaire (TBQ); the simplified Chinese version 

of Memorial Symptom Assessment Scale Short Form (MSAS-SF-SC). At the end of usual 
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care, you need to complete one questionnaire {Chinese version of FCCHL). Besides, at 8 

weeks after the usual care, you need to complete one ·questionnaire (Chinese PIH) and to 

complete two questionnaires (Chinese version of TBQ and MSAS-SF-SC) at 12 weeks after 

the usual care. Completing each questionnaire should take around 5-10 minutes. 

(2) Responsibilities for participants in the experimental group: 

You will receive the individual and family health literacy enhancement program, 

involving of 8 sessions of educational courses that will be led by the researcher. Each session 

will be lasted for 2 hours with 1 intermittent break, and it will be held twice a week with 10 

participants per group. The contents of the program include disease-related knowledge such 

as pathophysiology, symptoms, treatments, and specifics (patient-centered information) of 

hypertension and type 2 diabetes, and health maintenance skills such as self-management 

skills (goal setting, action planning, self-monitoring, problem solving; and relaxation 

techniques). Practicing self-management skills will be included in the program. 

You will also be asked to fill out 5 questionnaires at the beginning of the intervention, 

including the Demographic Data Form; Chinese version of FCCHL; Chinese version of PIH; 

Chinese version ofTBQ; MSAS-SF-SC. At the end of the intervention, you need to complete 

one questionnaire (Chinese version of FCCHL ). In addition, at 8 weeks after the intervention, 

the participants need to complete one questionnaire (Chinese PIH) and to complete two 

questionnaires (Chinese version of TBQ and MSAS-SF-SC) at 12 weeks after the 

intervention. Completing each questionnaire should take around 5-10 minutes. 

Duration that participant will join in this study 

(1) The duration for you in experimental group is about four weeks, including attending 

8 sessions of educational courses (twice one week, and each session will be lasted for 2 hours 

with 1 intermittent break), and will be asked to fill out questionnaires twice. Completing each 

questionnaire should take around 5-l 0 minutes. 
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examination {once every two weeks), regular treatment protocol, patient education and 

telephone follow-up once every week (each time will be lasted half an hour), and will be 

asked to fill out questionnaires twice. Completing each questionnaire should take around 5-

10 minutes. 

Possible risks or uncomfortable events from this study and how the study will minimize 

or avoid these risks 

If you are in the interventional group, you will receive the individual and family health 

literacy enhancement program including attending 8 sessions of education. Each session of 

the program will last for 2 hours which may make you feel tired and boring. During the 

process, the researcher will (1) use multiple medias for education, such as PPT and video 

including vivid and dynamic images to attract participants' attention; and multiple activities 

such as situational dialogues and practice; (2) create comfortable environment and provide 

some snacks and beverages; (3) take a break during the education. In addition, if you feel 

uncomfortable or unwilling to attend the following sessions, you have the right to refuse or 

withdraw from the study at any time during the study. 

Considering the situation of Covid-19, possible risk is the coronavirus transmission. 

Some prevention measures will be taken to prevent the transmission of Covid-19 as following: 

(1) taking temperature and Health Green Code will be required before you enter the 

community activity center, only with normal temperature will be allowed to participate in 

each session; (2) you will be required to wash hands using alcohol gel and wear masks 

throughout the process; (3) you will be arranged to keep the safe social distance during the 

education; and ( 4) following the local prevention regulations. 

If you are in the control group, you will receive usual care including physical 

examination (once every two weeks), regular treatment protocol, patient education and 
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telephone follow-up once every week (each time will be lasted half an hour) which may make 

you feel tired and boring. We will use simple and understandable language to attract your 

attention and make you easy to understand your diseases. If you feel uncomfortable or 

unwilling to accept the usual car-e, you have the right to refuse or withdraw from the study at 

any time during the study. Regarding the situation of Covid-19, possible risk is the 

coronavirus transmission. The health care providers and you will be required to keep normal 

temperature and have green health code. Besides, washing hands using alcohol gel and 

wearing masks are necessary throughout the whole care process. Furthermore, other local 

prevention regulations will be followed. 

Anticipated benefits to study participants 

Direct/indirect benefits. You will obtain health related knowledge to improve the 

understanding of your diseases and treatments. Some self-management skills (goal setting; 

action planning; self-monitoring; problem solving, and relaxation techniques to manage 

emotions) will be obtained from the study. All may enhance your health literacy to improve 

your abilities to self-manage hypertension and type 2 diabetes, prevent complications, 

decrease treatment burden and symptoms, and furtherly improve your quality of life in the 

future. 

In case of withdrawal during the study, your rights to medical care or any existing 

care you are receiving will not be affected. 

Data Protection and Confidentiality 

All information collected about you in this study will be collected in the form of 

documents or electronic data files or both forms. This information will be kept confidential 

from those who do not have the right to know your information. There is only a study staff 

who will have access to your information. However, the Research Ethics Committee and the 

persons who have the authority to oversee this study will be able to access your information 
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to review study information and the research process. You have a legal right to access your 

personal information. If you wish to use this right, please inform study staff. Any benefits 

from this study will provided as allowed by the regulations of Chiang Mai University. 

Data collection will be divided into two parts: Information from the study and 

personal data that identifies you by linking with the code. The data from the study will be 

identified as code and kept at the researcher's personal computer in encrypted files and will 

be destroyed after the study is completed and the study findings have been published in the 

Journal for 3 years. Preserved in such period, there may be a need to confirm the accuracy of 

the information after the study or to repeat the analysis to confirm the validity. 

How the information will be used and shared with anyone 

The study data will be used to summarize and report without reference to your name 

or anything that will indicate you. However, some journals may require the provision of 

individual data to be recorded in public databases for other researchers to access. Please be 

assured that the data that is shared will not appear as an individual identifier or link to you. 

Cost or compensation from participating in the study 

This study provides no payment, but a gift (an oil-control pot) will be given as 

compensation for your time for attending the program. If you have an illness or injury due to 

your participation in the study, the researcher will help you to visit the doctors and be 

responsible for caring for you. 

Ifyou have any question about this study, please contact 

Research contact person ( s) 

1. Name: Jun Shan 

Address: 19 QiXiu Road, faculty of nursing, Nantong University, ChongChuan 

district, Nantong City, Jiangsu Province, China 

Phone Number: (+86) 13862825206 
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If you have any questions about your rights before or during participating in this -study, 

please contact the Research Ethics Committee, Faculty of Nursing, Chiang Mai University. 

Tel. 66-53-936080 (Office hours) or Fax. 66-53-894170 

Conflicts of interest associated with this study [ ] Yes [~]No 
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Part 2 

Volunteer Research Agreement Form 

My name is Mr/Mrs/Miss ..... .. . . . ............ . . . ... . ... . .. . .......... ... . .. .. agrees to 

participate in the study on Effectiveness of the Individual and Family Health Literacy 

Enhancement Program Among Older Persons with Physical Multimorbidity 

I have already been given information and explanation about this study thoroughly. 

Also, I have been given an opportunity to have any questions and received answers clearly. I 

have enough time to read and understand the information sheet for the study participants 

carefully and receive enough time to decide whether to participate in this study. 

I acknowledge that I can refuse independently to participate in this study. During the 

participation in this study, I can withdraw from this study at any time without affecting 

receiving the usual care provided by the community healthcare providers. I will receive any 

new information that is related to or impacts this study which may affect my decision to take 

part in the study. 

I acknowledge that the researcher will keep my personal information as confidential, 

only be disclosed in the form of a summary of the study, and practice things that do not harm 

to my body or my mind throughout this study. The researcher certifies that if there is any 

danger from such study I will be fully cared for. 

By signing this form, I did not waive any legal rights which I should have, and after 

signing, I will a copy of information sheet and volunteer research agreement form (1 copy). 

Signature of study participant.. ...... .. ........ . .................... Day/Month/Year . ..... . .. ......... . 

Signature of a person who requests agreement from study participants (or the investigator) 

.. ... . ................... ...... . . .... .. Day/Month/Year ... . . . ............ . 
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