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 Appendix B: Informed Consent Form for Patients in English 

 

 

Request for participation in the research on geriatric assessment 

and communication support for treatment selection and 

continuation of treatment that meets the needs of elderly cancer 

patients 

 

Official title of the research project: Randomized Controlled Trial to Develop a Program for 

Geriatric Assessment and Management by Mobile APpLications for 

Elderly Patients with Advanced and Recurrent Cancer（MAPLE） 
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1. About the clinical study and this information memorandum 

Much research is needed to develop methods of diagnosis and treatment of diseases. Current methods 

of diagnosis and treatment have been researched and advanced over a long period of time. 

The National Cancer Center is also actively involved in various types of research to contribute to the 

development of cancer treatment. Among these studies, those conducted with the cooperation of 

patients are called “clinical research”. Clinical research is only possible with your understanding and 

cooperation, and current treatments are the result of the cooperation of many people who have 

participated in research to date. 

<Summary of this Explanatory Consent Document> 

・ This explanation document explains the content of the clinical research and has been 

prepared to supplement the researcher's explanation to help potential research subjects 

consider participation in the clinical research, understand the content of this research, 

and think about whether they want to participate or not. Please make sure to listen to 

the explanation from the researcher, and if you have any questions, please do not 

hesitate to ask the researcher. 

・ You can decide for yourself whether or not to participate in this clinical study. If you 

want more information, you can read the research protocol. You will not be 

disadvantaged in any way if you do not participate in this study. 

・ We plan this study because we believe that by appropriately assessing the physical 

and psychological functions and social life status of elderly patients, suggesting 

necessary support, and discussing aging-related treatment and life concerns with 

physicians, we can help patients make treatment choices that better meet their needs 

and continue treatment. 

・ The purpose of the study is to (1) assess the physical, mental, and lifestyle changes 

that occur with aging and provide regular support to lessen the impact on treatment, 

and (2) see if sharing treatment and recuperation concerns associated with aging 

between patients and their doctors will improve communication during office visits. 

・ Study participants must be diagnosed with cancer of the digestive organs (esophagus, 

stomach, colon, liver, bile, pancreas), be 70 years of age or older, and be planning to 

receive new chemotherapy or change medications. 

・ Under the new initiative, a questionnaire survey will be conducted on the patient's 

physical and psychological functions and social life situation, and based on the results, 

necessary support will be individually suggested. In addition, question support will 

be provided so that patients can discuss concerns associated with aging with their 

physicians. 
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In conducting this clinical research, consideration for the human rights and safety of patients is 

reviewed and approved by the Institutional Review Board of the National Cancer Center to determine 

whether the research will contribute to the development of medical science, and permission is granted 

by the President. At that time, the research is also reviewed to ensure that it is planned in accordance 

with the ethical guidelines established by the government. 

This explanation document explains the content of the clinical research and has been prepared to 

supplement the researcher's explanation to help potential research subjects consider participation in the 

clinical research, understand the content of this research, and think about whether they want to 

participate or not. Please make sure to listen to the explanation from the researcher, and if you have any 

questions, please do not hesitate to ask the researcher. 

 

2. Freedom of participation 

You can decide for yourself whether or not to participate in this clinical study. 

If you would like to know more about this clinical research, you can read the research protocol to the 

extent that it does not interfere with the conduct of the research. 

If you choose not to take part in the study, you are guaranteed to receive treatment as usual and you 

will not be disadvantaged. You can also withdraw from the study at any time and for any reason, even 

after you have agreed to participate in the study. You will not be disadvantaged in this way. 

Please read the detailed explanation of this clinical research from now on, and if you understand the 

content of the clinical research and wish to participate after receiving an explanation from the researcher, 

please tell the person explaining the research that you agree to the research. 

 

3. Who is eligible for this clinical study? 

This study will include patients who have been diagnosed with advanced or recurrent stage 

gastrointestinal cancer (including esophageal, stomach, colorectal, liver, biliary tract, and pancreatic 

cancer), are 70 years of age or older, and are newly receiving chemotherapy or will be changing their 

chemotherapy medications. 

If you participate in the study and do not have any problems in assessing your physical and mental 

function and social life status in the first questionnaire (geriatric assessment), you will not be eligible 

for subsequent questionnaires or interviews (only medical record surveys will be conducted after 3 and 

6 months regarding chemotherapy-related adverse events). 

 

4. The significance and purpose of this clinical study 

In chemotherapy for patients over 70 years old, it is recommended to consult with the patient to 

determine the best treatment, taking into account the patient's age, physical and mental functions, and 

social life status, as well as the patient's values and preferences. Some elderly cancer patients may be 

anxious about communicating their intentions to their doctors. In this study, we will conduct interviews 

and support them to ask their doctors questions that are in line with their intentions. 

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-2022-063445:e063445. 12 2022;BMJ Open, et al. Matsuoka A



January 17, 2022 Version 5.0 

 

 4 / 8 

 

In this study, we plan to conduct an application-based questionnaire (geriatric assessment) as a new 

consultation method to check the patients' physical and mental functions and social life status, and to 

provide support to reduce the impact of aging on treatment, as well as to investigate whether 

communication support using a pamphlet-based interview would improve the discussion between 

patients and doctors. The study was designed to determine whether communication support would 

improve patient-physician communication. This study may lead to safer and more effective treatment. 

We will also examine the relationship between the initial questionnaire on physical and mental 

function and social life status (geriatric assessment) and adverse events of chemotherapy. 

 

5. Methods of this clinical study 

If you participate in the study, you will be asked to complete a questionnaire (geriatric assessment) 

about your physical and mental functions and social life situation. The questionnaire is completed using 

an application and takes approximately 10 to 20 minutes to complete. If no support is suggested in this 

questionnaire (geriatric assessment) for physical and mental function and social status, the patient will 

not be eligible for further interviews, questionnaires, or consultation recordings. We will only conduct 

a medical record survey at 3 and 6 months for chemotherapy adverse events. 

Patients for whom some support is suggested in the initial questionnaire (geriatric assessment) will 

have their consultation recorded once in order to learn how they are doing during the consultation. In 

addition, medical records related to the treatment will be reviewed by the research investigators from 

the medical records. The information to be confirmed from the medical record includes the name of 

diagnosis, characteristics of the diagnosed cancer (Stage and histological type), details of treatment, 

degree of symptoms associated with the treatment, nursing insurance, and medical fee schedule. In 

addition, if you are transferred to a different hospital, we may inquire about this information with your 

doctor's permission to the hospital to which you are being transferred. 

Some individuals (new consultation groups) will be interviewed by interventionists who have 

completed prior training based on the intervention manual. Interviews will be conducted during the 

waiting time of the consultation or between treatments, and will last 30-40 minutes the first time and 

10-20 minutes the second and subsequent times. Only with your consent, we will record the interview. 

At that time, we will provide you with information about the relationship between your physical and 

mental conditions and treatment using a pamphlet that we have individually prepared based on the 

questionnaire you have filled out using the application. We will also suggest specific support that you 

can receive to reduce the impact of aging on your treatment, depending on your physical and emotional 

condition. This information will also be shared with your physician. In addition, the new consultation 

group will check in with you in person or by phone to see how you are doing in terms of support to 

reduce the impact of aging on your treatment. 

The others (regular consultation group) will not be interviewed. Which group you will be in is 

decided by a computerized randomization method called "randomization", not by your own wishes or 

the doctor's decision. This method is considered the best and most scientific method because it allows 
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commitment. The initial consultation with the new initiative will take 40 minutes to an hour to complete 

a questionnaire and meet with the patient, and the second and subsequent consultations will take 20 to 

30 minutes. Maximum consideration will be given to waiting time in the outpatient clinic and to 

conducting the consultation when it is convenient for patients who are undergoing treatment. 

We do not believe that patients with usual medical examination will benefit from participating in this 

study. However, they can contribute to the establishment of new support methods. On the other hand, 

it will take 10-20 minutes to answer the questionnaire. 

If you experience any inconvenience or difficulty in participating in the research, please do not 

hesitate to inform the staff member in charge or the researcher. 

 

7. Treatment and support if you do not participate in this clinical study 

If you choose not to participate in this clinical study, you will still receive the treatment and support 

that we think is most appropriate for you. If you choose not to participate in the study, you will still be 

able to discuss your treatment with your doctor and, as with your regular consultations, you are always 

free to decide if you would like to use the outpatient consultation service, which includes a psychologist 

and social worker. 

 

8. Planned duration of the entire clinical research 

The study enrollment period for patients participating in this clinical study is planned to be three 

years from the date the study is approved, and the follow-up period for participating patients will be 

one year after enrollment ends. 

The overall duration of the study will be five years from the date the study is approved. 

 

9. Cost sharing and payment of honorarium 

Other medical examinations and tests required as a result of your participation in this clinical research 

will be covered by health insurance, but you will be expected to pay your own costs as if you were 

receiving regular medical treatment. No rewards will be given for participation in the research. 

 

10. Response and compensation in the event of a health hazard 

This clinical study is supported by questionnaires and interviews and is not expected to cause any 

unanticipated serious side effects or other health problems. 

 

11. Protection of personal information 

If you participate in this clinical research, your personal information and some of the records related 

to your medical information will be stored within the Institute for Cancer Control, National Cancer 

Center Cancer, where the research office is located, and the Department of Supportive Care, National 

Cancer Central Hospital, where the data center is located, and the principal investigator will be 

responsible for managing them. Information collected for data management for use in clinical research 
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will include medical record number, date of birth, and other information (age, gender, cancer type, 

advanced stage, and treatment regimen). We may also obtain your name, address, and telephone 

number as personal information to mail you questionnaires or to contact you by telephone. 

In all correspondence between the research office and the hospital, we will use the unique study 

number assigned to you in the study, rather than your name. This unique study number is very important 

to ensure that your information as a participant in the clinical study is properly managed during 

subsequent investigations, even if the doctor has been transferred. 

We may provide information to researchers involved in the research who are in charge of data 

analysis with data that does not contain personal information under appropriate management. The 

information to be provided includes information on diagnosis and treatment and the results of 

questionnaires. 

[Data analyst for this clinical study] 

Keita Mori : Statistical Analysis Room Director, Clinical Trial Coordination Office, Shizuoka Cancer 

Center 

We have obtained permission from the Institutional Review Board of the National Cancer Center 

regarding the method of protection and management of personal information in clinical trials. The 

Research Office and the collaborating institutions will make every effort to ensure that this information 

is not disclosed to outside parties or used for purposes other than those of the clinical study. If you are 

interested in participating in this clinical study, we ask that you consent to the use of your personal 

information. 

In order to check from a third party's point of view whether this research is being carried out properly, 

people from the department in charge of auditing clinical research at our center and others may have 

access to your medical records and other medical records. In such cases, these parties are bound by 

confidentiality agreements and your personal information will be protected. 

 

12. Secondary use of data 

Information obtained from this clinical research may be used for secondary purposes. In such 

cases, the data will be anonymized so that no personally identifying information is linked, and 

will be used only for the purpose of helping to improve the quality of life of cancer patients. 

 

13. Handling of samples and information 

We will keep the information obtained from this clinical research study for 5 years from the date of 

submission of the study completion report or 3 years from the date of publication of any article related 

to this study, whichever is later, according to the rules of the institution to which the researcher is 

affiliated. This is currently considered a necessary step to ensure that the results of the research can be 

verified by someone else at a later date. If we need to dispose of the data after the specified period, we 

will process them in such a way that it is not immediately clear to whom they belong. All electronic 

media, including audio recordings, will be deleted completely and paper media will be shredded and 

destroyed. 
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14. Publication and return of the results of this clinical study 

The results obtained from this clinical study will be published in medical societies and medical 

journals. Your name and other personally identifiable information will not be used in the publication. 

Please note that the analysis results of this clinical study are at the research stage and, in principle, 

will not be shared with you. However, if they become more likely to be useful for your health condition, 

your doctor may contact you again after careful consultation with specialists and physicians. 

Information about this clinical trial will be registered and released to the University Hospital Medical 

Information Network Clinical Trials Registration System (UMIN-CTR) 

[https://www.umin.ac.jp/ctr/index-j.htm] in accordance with established regulations. 

 

15. Funding and conflicts of interest for this clinical study 

(1) Explanation of “conflict of interest” 

Conflict of interest in clinical research refers to a situation in which a researcher receives financial 

benefits (e.g., rewards, research expenses, shares, etc.) from a company or other entity, and the existence 

of such benefits may affect the results of the clinical research. 

(2) Statement regarding the existence or non-existence of conflicts of interest and 

explanation of the details 

This study is funded by a Grant-in-Aid for Japan Agency for Medical Research and Development 

(Principal Investigator: Maiko Fujimori, Project ID: 21ck0106682h0001). This study do not receive 

any funding or free drugs from any specific organization, so there are no other potential conflicts of 

interest regarding the research organization as a whole. 

(3) Description of how conflicts of interest are managed 

Each participating institution manages conflicts of interest for researchers at its own institution. The 

Conflict of Interest Committee at the National Cancer Center manages conflicts of interest for 

researchers at our center. If you would like more information, please contact your physician. 

 

16. Research organization / Contact 

If you have any questions or concerns about this clinical study, or if you wish to withdraw 

your consent, please do not hesitate to ask us. Also, if you would like to know the results 

after the clinical research is finished, please contact the research office. The office is open 

weekdays from 9:00 to 17:00. 

 

Principal Investigator: Maiko Fujimori 

Research Office: Ayumu Matsuoka 

Contact: Institute of Cancer Control, National Cancer Center 

Address: 5-1-1 Tsukiji, Chuo-ku, Tokyo 104-0045 

TEL：03-3547-5201 (PHS 5539 / Ext. 3329) 
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E-mail: aymatsuo@ncc.go.jp (Ayumu Matsuoka) 

 

Collaborative Research Person 

Atsuo Takashima, Division of Gastrointestinal Medical Oncology, National Cancer 

Center Hospital 

Takuji Okusaka, Department of Hepatobiliary and Pancreatic Oncology, National 

Cancer Center Hospital 

Keita Mori, Clinical Trial Coordination Office, Shizuoka Cancer Center 

Fumio Nagashima, Department of Medical Oncology, Faculty of Medicine, Kyorin 

University 
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 For your custody / For your medical record 
 

Agreement 

 

To: Director of National Cancer Center Hospital 

 

Title of Project: Randomized Controlled Trial to Develop a Program for Geriatric Assessment 

and Management by Mobile Applications for Elderly Patients with Advanced and 

Recurrent Cancer（MAPLE） 

 

1. About the clinical study and this information memorandum 

2. Freedom of participation 

3. Who is eligible for this clinical study? 

4. The significance and purpose of this clinical study 

5. Methods of this clinical study 

6. Anticipated benefits and disadvantages of participation in the study 

7. Treatment and support if you do not participate in this clinical study 

8. Planned duration of the entire clinical research 

9. Cost sharing and payment of honorarium 

10. Response and compensation in the event of a health hazard 

11. Protection of personal information 

12. Secondary use of data 

13. Handling of samples and information 

14. Publication and return of the results of this clinical study 

15. Funding and conflicts of interest for this clinical study 

16. Research organization / Contact 

 

 

I have explained the above items about this clinical study. 

 

Explanation Date:  

 

Name of person providing explanation (Signature):  

 

I have received a full explanation of the study from the person in charge of the study before 

participating in this study. I understand the content of the study and agree to participate. 

 

Date of agreement:  

 

Name (Signature):  
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