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1. Informed consent form (Patients, English version) 

 

Subject information sheet 
 

Subject Screening No.:   

 

 

Title of the study: Validation of an ICT-based customized comprehensive care model for older adults 

 

Principal investigator: Professor Kwang-il Kim, Geriatrics, Internal medicine, Seoul National University Bundang 

Hospital 

 

I would like to invite you to take part in this study. Before you decide whether or not to participate, it is important that 

you accurately understand why this study is being conducted and what it will involve for you. The following explains 

the contents of the study and your role in it and how the study will proceed should you decide to participate. Please 

read the information carefully and by all means discuss it with your family or others if you wish. In addition, please 

direct any questions you may have to the principal investigator or sub-investigators and only after careful consideration 

decide on whether you wish to participate. 

 

1. Study is conducted for research purposes 

This clinical trial is conducted on older adults who reside or are hospitalized in a nursing home or long term care 

hospital. 

 

2. Background and aim of the clinical trial 

As a result of a rapidly aging population in South Korea, there is a growing number of people who reside or are 

admitted to a long-term care hospital or nursing home for treatment, recovery, and convalescence due to multiple 

comorbidities and functional impairment. In addition, due to a lack of effective collaboration among acute care 

facilities and subacute and long-term care facilities, there are times when patients already admitted to a nursing 

home or long term care hospital are either required to visit an acute care hospital or their caregivers must see an 

acute care physician on their behalf if special treatment is needed. In other words, the current reality is inefficient as 

care continuum cannot be maintained due to the lack of a collaboration model in the healthcare information system. 

Management of chronic diseases, rehabilitation, medication management, and treatment goal-setting would differ in 

long term care hospital or nursing (in which older adults reside/hospitalized for long-term care), from that for 

community-dwelling older adults. Further, there is currently no video consultation model involving community-

based geriatric medicine specialists and long-term care facilities in Korea. This prospective cluster randomized trial 

aims to assess the differences in the clinical efficacy and usability, safety, accessibility, quality of life, and financial 

effects between the intervention group – which will undergo an ICT-based chronic disease management, medication 

management, rehabilitation, and periodic video conference with a geriatric medicine specialist at a regional center 

hospital (SNUBH) – and the control group – which will continue with the conventional care provided at a long term 

care hospital/nursing home. 

The decision to partake in this clinical trial is entirely yours. You are free to choose to participate or not. In addition, 

you may withdraw from the study at any time without any consequences. You will be enrolled in the clinical trial 

once you voluntarily sign a written consent form after reading the information described below. 
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3. Information about the investigational product and randomization probability 

This study aims to recruit 640 subjects from nursing homes and long term care hospital in partnership with the 

SNUBH. It is intended to conclude in December 2020, and all patients will be observed for three months from the 

time of enrollment. Long term care hospital and part-time physicians at nursing homes will be randomized to the 

intervention group, which will undergo a 1:1 ICT-based chronic disease management, medication management, 

rehabilitation, and periodic video conference with a geriatric medicine specialist at a regional center hospital; and  

the control group, which will continue with the conventional care provided at a long term care hospital/nursing 

home. Patients recruited from long term care hospital and nursing homes or part-time physician from nursing home 

will be allocated to the corresponding groups in which the long term care hospital or nursing homes randomized in 

advance. 

The subject’s (patient) affiliated long term care hospital/nursing home has been randomized to the  

     □ intervention group □ control group. 
For the intervention group, the ICT-based consultation service to be provided to older adults will include (1) 

comprehensive assessment of older adults; (2) development of an individualized care plan including the type of 

service, level of intensity of chronic disease/rehabilitation management, and targets in consideration of individuals’ 
functional and disease states based on the results of the comprehensive assessment for older adults; and (3) chronic 

disease management service (hypertension, diabetes mellitus, heart failure), rehabilitation service (swallowing, 

physical, cognitive), and appropriate medication management for older adults according to the care plan. The last 

category of patient management above (3) also include disease-specific monitoring, alarms, automatic referral of 

consultation at the regional center hospital when a risk goes above the threshold, a monthly video conference, and 

transfer if necessary. The rehabilitation service provides assessment by health professionals or rehabilitation 

exercise videos based on an assessment of the patient’s physical/cognitive/swallowing functions. 
The additional ICT-based consultation service for older adults is not provided to the control group and the 

conventional care at a long term care hospital/nursing home should be maintained. However, patients in the 

control group will also be assessed by a researcher before and after three months of study period and the 

information from long term care hospital/nursing home may be used with information exchange system for this 

purpose. 

 

4. Various tests or procedures the clinical trial subject will undergo 

Before taking part in this clinical trial, you must sign this consent form. The study protocol is approved by an 

institutional review board (IRB), and subjects who sign a written consent form after being adequately informed 

about the purpose and contents of this trial and the properties of the drug will be allocated to either the 1) 

intervention group – who will be given the ICT-based customized comprehensive consultation service model for 

older adults – or 2) control group – who will continue with conventional care – based on the randomization of the 

facilities. The subjects are randomized to one of these two groups, and there is a 50/50 chance of allocation to 

either group. Only individuals who meet the inclusion criteria for age, life expectancy, time since 

admission/hospitalization, presence of chronic disease, and level of consciousness will be enrolled. 

 

Study subjects who meet the inclusion criteria will be enrolled, and at commencement and on completion of their 

3-month participation will undergo a 50–60-minute assessment of functional state, disease state, blood test results, 

use of medications, blood pressure, blood glucose, hemoglobin, dyspnea index, admission to an acute care hospital 

via the emergency department, quality of life, depression, patient experiences, willingness to pay for the service, 

and costs. These assessments will be administered immediately after the study begins and on its completion (three 

months later) by a researcher who will visit the facility in which the patient is residing/hospitalized. Further, the 

complete records of ICT-based chronic disease management, medication management, and rehabilitation service 

will be collected. 
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The following lists the specific tests and procedure you will undergo 

(1) Clinical utility (1st and 2nd survey): 
Chronic disease management: hypertension control rate, diabetes control rate, and rate of hospital admission 

from heart failure (primary outcomes); incidence of adverse events from hypertension treatment; incidence of 

hypoglycemia; control of heart failure-related symptoms; use of medications to improve heart failure survival 

(secondary outcomes). 

Inappropriate drug management: Percentage of individuals prescribed inappropriate medications; percentage of 

individuals prescribed multiple medications. 

Comprehensive functional status management: level of comprehensive functional status index. 

Rehabilitation (improvement of K-MMSE, improvement of Functional Ambulation Category; incidence of  

pneumonia due to dysphagia); utilization of acute care hospital (admission via the emergency department, visit 

to the outpatient emergency department) (scheduled for additional survey three months after the second survey); 

quality of life (EQ-5D). 

 

(2) Clinical utility (Only the intervention group, second survey): Survey of patient’s experiences with the 
consultation process. 

 

(3) Financial aspect (Only the intervention group, second survey): 
Questionnaire to survey patient’s willingness to pay for the corresponding service. 

 

5. Matters which subjects should be aware of 

Please report all adverse events that occur during the study period to the facility, principal investigator, or co-

investigator. In addition, your cooperation in the research and survey during the study period is respectfully requested. 

 

6. The fact that this is a clinical trial yet to be validated 

With the continued aging of populations, studies on older adults with functional impairments, institutionalized older 
adults, and older adults admitted to a long-term care bed are ongoing worldwide, but whether these findings can be 
applied to the Korean population is debatable. The present study is a clinical trial which is yet to be validated and aims 
to investigate whether an ICT-based consultation by a healthcare provider at a regional center hospital can provide safer 
and effective chronic disease management, medication control, and rehabilitation service and whether the service is cost 
effective for people aged 65 years or older with multiple comorbidities who have been admitted to a long term care 
hospital. 

7. Anticipated adverse events, risks, or discomfort for subjects 

No additional tests will be administered. You will undergo the conventional tests administered at a nursing 

home/long term care hospital. Healthcare providers at the nursing home/long term care hospital and the regional 

center hospital will share the targets for chronic disease management set based on the patients’ current functional and 
frailty state using ICT to provide a safe rehabilitation service. They will share information about medication 

prescriptions and, if necessary, patients will be given consultation (written or video) or will be transferred to another 

hospital. Please report even minor discomforts you have during the study period to the investigators. 
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8. Anticipated benefits for subjects 

During the study, the intervention group will be given ICT-based chronic disease management, medication 

management, and a rehabilitation service, along with collaborative care by healthcare providers at a regional center 

hospital and long term care hospital/nursing home and, if necessary, patients can be transferred to another hospital. 

Meanwhile, your participation in this study will significantly contribute to promoting people’s health at a national 
level by helping to validate a collaborative care system between physicians at a regional center hospital and 

healthcare providers at nursing homes and geriatric hospitals for older adults who reside in either of these 

institutions in Korea. 

  

9. Alternative treatment (alternative treatments other than the clinical trial) 

If you do not participate in this clinical trial, you will continue providing the conventional care. 

 

10. Injuries and compensation 

During the study period, healthcare providers will strive to protect your safety and in the unlikely occurrence of a 

serious adverse event, they will minimize the outcome by administering prompt and appropriate measures. If you 

incur any relevant injury while participating in the clinical trial, Professor Kwang-il Kim, the principal investigator of 

SNUBH, will accept legal liability and compensate for the injury per the applicable regulations. If the adverse event 

or disease exacerbates, it will be treated with the best possible methods. 

 

11. Monetary reward 

You will not receive a monetary reward for taking part in this clinical trial. 

 

12. Anticipated costs 

There is no additional cost for taking part in this clinical 

13. Voluntary participation 

Taking part in this study is completely your decision. It is unconditionally acceptable if you decide not to participate 

after being provided with information about the clinical trial. Further, even after you have signed a consent form you 

may withdraw your consent at any time without any consequences. 

 

14. Disclosure of personal information 

After completion of (or even during) the clinical trial, its monitor, an inspector, the chair of the review board, and 
the Ministers of Food and Drug Safety, and of Health and Welfare will have access to the study-related data including 
your medical records, within the scope stipulated by applicable regulations without violating your confidentiality, in 
order to inspect the reliability of both the clinical trial procedure and the data. You or your representative’s signature 
on this informed consent form implies your permission for the access of such data. Your personal information 
(example: personally identifiable or health-related information) may be disclosed to a third party not involved in the 
study (example: another researcher) for secondary use 

15. Confidentiality 

All records pertaining to your identity obtained from this study will be kept confidential, and your personal 

information will remain confidential even after the study results are published. 

 

16. Continuous provision of new study-related information 

If, at any time during the study period, the investigator discovers new facts or information that may make 

you reconsider whether to continue to participate in the study, either you or your representative will be 

informed. 
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17. Contact information for investigators 

You or your representative may call the following people to discuss your problems, concerns, or any inquiries you 

may have about the clinical trial at any time: 

Principal investigator: Kwang-il Kim, professor at SNUBH ☎031-787-7032 

Co-investigator: Jung-Yeon Choi, physician ☎031-787-6245 

Study coordinator: Ji Hye Park, clinical research nurse ☎010-3263-6242 

 

If you wish to discuss any problems or concerns, or have inquiries about participants’ rights, the phone numbers of the 
institutional review board (IRB) and the Center for Human Research Protection can be found below: 

 

IRB support desk ☎031-787-8801~8805 

Center for Human Research Protection ☎031-787-8811~8813 

 

18. Termination of the study 

  Discontinuation of the study 

Further, if one of the following events occur during the study, this study may be discontinued upon appropriate 

discussion with the investigators. In addition, a detailed written statement about the reason for the study’s 
discontinuation will be submitted to the IRB. 

1) If either an unanticipated risk, evident risk, or unacceptable risk is discovered for a subject enrolled in this 
study. 

2) The principal investigator decides to suspend or discontinue the study. 
 

Withdrawal 

Withdrawal refers to concluding the study without completing the entire planned process. Unless there is a 

serious medical problem or violation of the protocols, the investigators will endeavor to not have subject 

withdrawals as far as possible. If a subject is discontinued or withdrawn from the study, the reason will be 

recorded and all study-related data collected until the point of discontinuation or withdrawal will be recorded and 

retained. 

Subjects can withdraw from the study at any time and the study may be discontinued if the subject voluntarily 

declines to participate in the study. 

The investigator assigned to you may withdraw you if you do not comply with the instructions, or to ensure your 

safety for medical or other reasons. 

 

19. Anticipated duration of clinical trial participation 

Subjects in this clinical trial will require approximately three months of participation. 

 

20. Approximate number of subjects enrolled in the clinical trial 

Approximately 640 subjects will take part in this study 
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21. Other 

- If you decide to participate in this study based on the information provided so far, please print your name 
and sign and date the informed consent form. 

- For therapeutic or nontherapeutic clinical trials in which consent from subjects’ legal guardian is required due to 
the subject’s inability to comprehend and express their opinions, the principal investigator and sub-investigator 
must still provide information about the clinical trial to the subject in consideration of their comprehension ability 
and, if possible, have the subject sign and date the consent form themselves. 

- If the subject or subject’s representative cannot read the informed consent form, participant information sheet,  

or other documented information, a witness must be present throughout the process of obtaining consent. 

- You will be given a copy of both the information sheet and your signed informed consent form. 
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Informed consent form 

 
 

Title of the study: Validation of an ICT-based customized comprehensive care model for older adults 

 

1. I have been adequately informed of all information about the study by the principal investigator or co-
investigator and understood this information. 

2. I have read the participant information sheet, sufficiently understood it, and am aware that this study is being 
conducted for research purposes. 

3. My decision to take part in the study is voluntary, and I am aware that I can refuse to continue or stop 
participating in the study at any time without any consequences. 

4. I am aware that if I incur any injury with the investigational product, the “person in charge of compensation” 
will accept liability to compensate per the applicable regulations. 

5. I am aware that I can request the investigator to provide information about any inquiries I have regarding the 
study and agree that my medical records are accessed only for research purposes. 
Thus, I voluntarily consent to participate in this study. 

 

 
Name Signature Date 

 

Subject 
   

 

 

Subject’s 

representative 

(if applicable) 

   

 

Relationship with subject:   

Specific reason:   

Verbal consent:   

Principal 

investigator 

(or co-investigator) 

   

 

 

If applicable, 

 Name Signature Date 

Witness 
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2. Informed consent form (Medical Staffs, English version) 

Subject information sheet 
 

Subject Screening No.:   

 

Title of the study: Validation of an ICT-based customized comprehensive care model for older adults 

 

Principal investigator: Professor Kwang-il Kim, Geriatrics, Internal Medicine, Seoul National University Bundang 

Hospital 

 

I would like to invite you to take part in this study. Before you decide whether or not to participate, it is important that 

you accurately understand why this study is being conducted and what it will involve for you. The following explains 

the c            

ontents of the study and your role in it and how the study will proceed should you decide to participate. Please read 

the information carefully and by all means discuss it with your family or others if you wish. In addition, please direct 

any questions you may have to the principal investigator or sub-investigators and only after careful consideration 

decide on whether you wish to participate. 

 

1. Study is conducted for research purposes 

This clinical trial is conducted on health professionals who work for or have signed a contract with the participating 
long term care hospital/nursing home that has undergone this study 

2. Background and aim of the clinical trial 
As a result of a rapidly aging population in South Korea, there is a growing number of people who reside or are 

admitted to a long-term care hospital or nursing home for treatment, recovery, and convalescence due to multiple 

comorbidities and functional impairment. In addition, due to a lack of effective collaboration among acute care 

facilities and subacute and long-term care facilities, there are times when patients already admitted to a nursing 

home or long term care hospital are either required to visit an acute care hospital or their caregivers must see an 

acute care physician on their behalf if special treatment is needed. In other words, the current reality is inefficient as 

care continuum cannot be maintained due to the lack of a collaboration model in the healthcare information system. 

Management of chronic diseases, rehabilitation, medication management, and treatment goal-setting would differ in 

long term care hospital or nursing (in which older adults reside/hospitalized for long-term care), from that for 

community-dwelling older adults. Further, there is currently no video consultation model involving community-

based geriatric medicine specialists and long-term care facilities in Korea. This prospective cluster randomized trial 

aims to assess the differences in the clinical efficacy and usability, safety, accessibility, quality of life, and financial 

effects between the intervention group – which will undergo an ICT-based chronic disease management, medication 

management, rehabilitation, and periodic video conference with a geriatric medicine specialist at a regional center 

hospital (SNUBH) – and the control group – which will continue with the conventional care provided at a long term 

care hospital/nursing home. 

The decision to partake in this clinical trial is entirely yours. You are free to choose to participate or not. In addition, 

you may withdraw from the study at any time without any consequences. You will be enrolled in the clinical trial 

once you voluntarily sign a written consent form after reading the information described below. 
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3. Information about the investigational product and randomization probability 

This study aims to recruit 640 subjects from nursing homes and long term care hospital in partnership with the 

SNUBH. It is intended to conclude in December 2020, and all patients will be observed for three months from the 

time of enrollment. Long term care hospital and part-time physicians at nursing homes will be randomized to the 

intervention group, which will undergo a 1:1 ICT-based chronic disease management, medication management, 

rehabilitation, and periodic video conference with a geriatric medicine specialist at a regional center hospital; and 

the control group, which will continue with the conventional care provided at a long term care hospital/nursing home. 

Health professionals recruited from long term care hospital and nursing homes or part-time physician from nursing 

home will be allocated to the corresponding groups in which the long term care hospital or nursing homes randomized 

in advance. 

The subject’s (health professional) affiliated long term care hospital/nursing home has been randomized to the  

     □ intervention group □ control group. 
For the intervention group, the ICT-based consultation service to be provided to older adults will include (1) 

comprehensive assessment of older adults; (2) development of an individualized care plan including the type of 

service, level of intensity of chronic disease/rehabilitation management, and targets in consideration of individuals’ 
functional and disease states based on the results of the comprehensive assessment for older adults; and (3) chronic 

disease management service (hypertension, diabetes mellitus, heart failure), rehabilitation service (swallowing, 

physical, cognitive), and appropriate medication management for older adults according to the care plan. The last 

category of patient management above (3) also include disease-specific monitoring, alarms, automatic referral of 

consultation at the regional center hospital when a risk goes above the threshold, a monthly video conference, and 

transfer if necessary. The rehabilitation service provides assessment by health professionals or rehabilitation exercise 

videos based on an assessment of the patient’s physical/cognitive/swallowing functions. 

The additional ICT-based consultation service for older adults is not provided to the control group and the 

conventional care at a long term care hospital/nursing home should be maintained. However, patients in the control 

group will also be assessed by a researcher before and after three months of study period and the information from 

long term care hospital/nursing home may be used with information exchange system for this purpose. 

 

4. Various tests or procedure the clinical trial subject will undergo 

Before taking part in this clinical trial, you must sign this consent form. The study protocol is approved by an 

institutional review board (IRB), and subjects who sign a written consent form after being adequately informed 

about the purpose and contents of this trial and the properties of the drug will be allocated to either the 1) intervention 

group – who will be given the ICT-based customized comprehensive consultation service model for older adults – 

or 2) control group – who will continue with conventional care – based on the randomization of the facilities. The 

subjects are randomized to one of these two groups, and there is a 50/50 chance of allocation to either group. Among 

health professionals who either directly work for or are contracted to the participating long term care hospital/nursing 

home, those who are directly involved in the study will be enrolled. 

 

Study subjects who meet the inclusion criteria will be enrolled, and at commencement and on completion of their 

3-month participation will undergo a 10–15-minute assessment of technological acceptance for health professionals, 

process evaluation, accessibility, and patient’s adverse events by a researcher who will visit the facility in which the 
patient is residing/hospitalized. 
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The following lists the specific tests and procedure you will undergo 

 

(1) Clinical utility (2nd survey): 
Examine satisfaction with consultation. 

Process evaluation: Questionnaire and focus group interview about the understanding of the system for the 

teleconsultation model, factors that differentiate the model from existing methods of service delivery, and 

factors for consideration. 

(2) Financial aspect (2nd survey): 
Administer a questionnaire regarding the patient’s willingness to pay for the service. 

 

5. Matters which subjects should be aware of 

Please report all adverse events that occur during the study period. In addition, your cooperation in the research and 
survey during the study period is respectfully requested. 

6. The fact that this is a clinical trial yet to be validated 

With the continued aging of populations, studies on older adults with functional impairments, institutionalized older 
adults, and older adults admitted to a long-term care bed are ongoing worldwide, but whether these findings can be 
applied to the Korean population is debatable. The present study is a clinical trial which is yet to be validated and aims 
to investigate whether an ICT-based consultation by a healthcare provider at a regional center hospital can provide safer 
and effective chronic disease management, medication control, and rehabilitation service and whether the service is cost 
effective for people aged 65 years or older with multiple comorbidities who have been admitted to a long term care 
hospital. 

7. Anticipated adverse events, risks, or discomfort for subjects 

No additional tests will be administered. 

Please report even minor discomforts you have during the study period to the investigators. 

 
8. Anticipated benefits for subjects 

During the study, the intervention group will be given ICT-based chronic disease management, medication 

management, and a rehabilitation service, along with collaborative care by healthcare providers at a regional center 

hospital and long term care hospital/nursing home and, if necessary, patients can be transferred to another hospital. 

Meanwhile, your participation in this study will significantly contribute to promoting people’s health at a national 
level by helping to validate a collaborative care system between physicians at a regional center hospital and 

healthcare providers at nursing homes and geriatric hospitals for older adults who reside in either of these 

institutions in Korea. 

  

9. Alternative treatment (alternative treatments other than the clinical trial) 

If you do not participate in this clinical trial, you will continue providing the conventional care. 

 

10. Injuries and compensation 

During the study period, healthcare providers will strive to protect your safety and in the unlikely occurrence of a 

serious adverse event, they will minimize the outcome by administering prompt and appropriate measures. If you 

incur any relevant injury while participating in the clinical trial, Professor Kwang-il Kim, the principal investigator of 

SNUBH, will accept legal liability and compensate for the injury per the applicable regulations. If the adverse event 

or disease exacerbates, it will be treated with the best possible methods. 
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11. Monetary reward 

You will not receive a monetary reward for taking part in this clinical trial. 

 
12. Anticipated costs 

There is no additional cost for taking part in this clinical 

13. Voluntary participation 

Taking part in this study is completely your decision. It is unconditionally acceptable if you decide not to participate 

after being provided with information about the clinical trial. Further, even after you have signed a consent form you 

may withdraw your consent at any time without any consequences. 

 

14. Disclosure of personal information 

After completion of (or even during) the clinical trial, its monitor, an inspector, the chair of the review board, and 
the Ministers of Food and Drug Safety, and of Health and Welfare will have access to the study-related data including 
your medical records, within the scope stipulated by applicable regulations without violating your confidentiality, in 
order to inspect the reliability of both the clinical trial procedure and the data. You or your representative’s signature 
on this informed consent form implies your permission for the access of such data. Your personal information 
(example: personally identifiable or health-related information) may be disclosed to a third party not involved in the 
study (example: another researcher) for secondary use 

15. Confidentiality 

All records pertaining to your identity obtained from this study will be kept confidential, and your personal 

information will remain confidential even after the study results are published. 

 

16. Continuous provision of new study-related information 

If, at any time during the study period, the investigator discovers new facts or information that may make 

you reconsider whether to continue to participate in the study, either you or your representative will be 

informed. 

 

17. Contact information for investigators 

You or your representative may call the following people to discuss your problems, concerns, or any inquiries you 

may have about the clinical trial at any time: 

Principal investigator: Kwang-il Kim, professor at SNUBH ☎031-787-7032 

Co-investigator: Jung-Yeon Choi, physician ☎031-787-6245 

Study coordinator: Ji Hye Park, clinical research nurse ☎010-3263-6242 

 

If you wish to discuss any problems or concerns, or have inquiries about participants’ rights, the phone numbers of the 
institutional review board (IRB) and the Center for Human Research Protection can be found below: 

 

IRB support desk ☎031-787-8801~8805 

Center for Human Research Protection ☎031-787-8811~8813 

 

 

 

 

 

 

 

BMJ Publishing Group Limited (BMJ) disclaims all liability and responsibility arising from any reliance
Supplemental material placed on this supplemental material which has been supplied by the author(s) BMJ Open

 doi: 10.1136/bmjopen-2020-038598:e038598. 10 2020;BMJ Open, et al. Choi J-Y



IRB No. : B-1908-556-304 
Approval date : 2019-09-04 

 

12 

 

 

 
 

Effective date 2018.09.01 

 

18. Termination of the study 

  Discontinuation of the study 

Further, if one of the following events occur during the study, this study may be discontinued upon appropriate 

discussion with the investigators. In addition, a detailed written statement about the reason for the study’s 
discontinuation will be submitted to the IRB. 

3) If either an unanticipated risk, evident risk, or unacceptable risk is discovered for a subject enrolled in this 
study. 

4) The principal investigator decides to suspend or discontinue the study. 
 

Withdrawal 

Withdrawal refers to concluding the study without completing the entire planned process. Unless there is a 

serious medical problem or violation of the protocols, the investigators will endeavor to not have subject 

withdrawals as far as possible. If a subject is discontinued or withdrawn from the study, the reason will be 

recorded and all study-related data collected until the point of discontinuation or withdrawal will be recorded and 

retained. 

Subjects can withdraw from the study at any time and the study may be discontinued if the subject voluntarily 

declines to participate in the study. 

The investigator assigned to you may withdraw you if you do not comply with the instructions, or to ensure your 

safety for medical or other reasons. 

 

19. Anticipated duration of clinical trial participation 

Subjects in this clinical trial will require approximately three months of participation. 

 

20. Approximate number of subjects enrolled in the clinical trial 

This will be determined based on the size of the participating facility and the number of health professionals 

working in the facility. The anticipated size is 30 healthcare providers in six long term care hospital, 30 healthcare 

providers in 6–10 nursing homes, and four healthcare providers in the regional center hospital. 

 

21. Other 

- If you decide to participate in this study based on the information provided so far, please print your name 
and sign and date the informed consent form. 

- For therapeutic or nontherapeutic clinical trials in which consent from subjects’ legal guardian is required due to 
the subject’s inability to comprehend and express their opinions, the principal investigator and sub-investigator 
must still provide information about the clinical trial to the subject in consideration of their comprehension ability 
and, if possible, have the subject sign and date the consent form themselves. 

- If the subject or subject’s representative cannot read the informed consent form, participant information sheet,  

or other documented information, a witness must be present throughout the process of obtaining consent. 

- You will be given a copy of both the information sheet and your signed informed consent form. 
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Informed consent form 

 

 

Title of the study: Validation of an ICT-based customized comprehensive care model for older adults 

 

6. I have been adequately informed of all information about the study by the principal investigator or co-
investigator and understood this information. 

7. I have read the participant information sheet, sufficiently understood it, and am aware that this study is 
being conducted for research purposes. 

8. My decision to take part in the study is voluntary, and I am aware that I can refuse to continue or stop 
participating in the study at any time without any consequences. 

9. I am aware that if I incur any injury with the investigational product, the “person in charge of 
compensation” will accept liability to compensate per the applicable regulations. 

10. I am aware that I can request the investigator to provide information about any inquiries I have 
regarding the study and agree that my medical records are accessed only for research purposes. 
Thus, I voluntarily consent to participate in this study. 

 

 
Name Signature Date 

 

Subject 
   

 

 

Subject’s 

representative 

(if applicable) 

   

 

Relationship with subject:   

Specific reason:   

 

Principal 

investigator 

(or co-investigator) 

   

 

 

If applicable, 

 Name Signature Date 

Witness 
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