
Patient/Participant Information Sheet 

 
Project title: Efficacy of time restricted eating and behavioral economic intervention in reducing 

fasting plasma glucose, HbA1c, and cardiometabolic risk factors compared to time restricted 

eating alone or usual care in patients with impaired fasting glucose: Protocol for a randomized 

controlled trial 

 

Researcher's name: Dr. Unyaporn Suthutvoravut  

 

Research location: Ramathibodi Hospital Mahidol University  

 

Who and how to contact when there is an emergency or disorder associated with research: 

Dr. Unyaporn Suthutvoravut   Tel. 0869041556  

Dr. Thunyarat Anothaisintawee Tel. 0813725424   

 

Sponsor for this research: National Research Council of Thailand  

 

Project Background 

Diabetes is a major health problem in Thailand. Diabetes is a major risk factor for cardiovascular 

and cerebrovascular disease. Therefore, the prevention of diabetes in the Thai population is 

important in reducing the mortality and disability of the Thai population in the future. 

Prediabetes is a condition in which the blood sugar level is higher than normal but does not reach 

the diagnostic criteria for diabetes. People with pre-diabetes comparing to people with normal 

sugar levels are at greater risk of developing diabetes. Behavior modification through diet and 

exercise can reduce the risk of diabetes in people with pre-diabetes. Most dietary intervention 

will focus on limiting the amount of energy you get from your diet each day. Other dietary 

approaches other than energy restriction, such as the Intermittent time restricted eating (TRE) are 

now being developed to help patients make permanent behavioral changes. It is an eating style 

with short eating periods. and increase the duration of fasting each day to increase with or 

without limiting the amount of energy received from food 

Previous literature shows that there have been studies on the effect of diet restriction on eating 

periods. It was found that diet control by having an 8-hour eating period and 16-hour fasting per 

day can significantly reduce body weight in people with abdominal obesity. 

Objective 

To study the efficacy of a time restricted-eating together with the use of behavioral economic tools 

to reduce blood sugar levels in people with pre-diabetes compared to time restricted-eating alone 

and usual care  

Details to be treated with research participants 

After received information about the project details, the participants sign the documents, consented 

to participate in this research. One week later, research assistants will conduct interviews to collect 

general information, history of underlying disease, risky behavior, family history of diabetes, 

physical activity level, diet history together with physical examination and blood test would be 

done to check the levels of sugar, fat and hormone. Participants will be required to fast 8-10 hours 

prior to the blood draw, after which they will randomly be assigned to a restricted diet, together 

with the use of socio-economic tool or those who received a restricted diet only for a period of 

time or a group that eats normally.  

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-2021-058954:e058954. 12 2022;BMJ Open, et al. Suthutvoravut U



A time-restricted diet is a way of limiting the amount of time you eat during the day. In 

this study, participants will have their first meal at 8:00  AM and the last meal no later than 5:00 

PM, without eating any food, snacks, fruit and beverages except water after 17: 00 until 8:00 the 

next day. The tool for behavioral economics is to create incentives to encourage more behavior 

change. The behavioral economics tool of the study was to award 1 , 0 0 0  baht to research 

participants who can maintain a restricted diet of greater than or equal to five days a week for one 

month in a row. Prize money will be given every month for 3 months until graduation. Participants 

were also given messages to encourage them to adopt a time restricted diet. The researcher will 

send a message every 3 days via the Line application. 

After participants participated in the study at 4 weeks, 8 weeks, and 12 weeks. 

Blood samples will be collected. Participants will be required to fast 8-10 hours before the blood 

draw and interview about their eating habits. physical activity level together with physical 

examination by research assistant There is a compensation for the patient's time during the follow-

up visit, 500 baht per time. 

Benefits to the research participants 

Participants will gain knowledge about diet to prevent future diabetes risk. 

Side effects for the participants 

There may be symptoms of low blood sugar, but the likelihood of occurrence is low Because the 

measures given are only recommendations for time retricted diet only, not compulsory. The patient 

may or may not follow the instructions. Risks associated with blood test may include pain, 

bleeding. 

Confidentiality 

The data will be collected with confidentiality. No name of number of hospital record will be 

collected.  The data will be presented as a whole and no individual identification. Only researchers 

will have access to information. This study will inform patients that they are in research and able 

to decide whether to join or not. Patients can withdraw from research at any time and has no effect 

on the treatment of patients in any way.  

If you have questions or concerns about participating in this research project. You can 

contact the chairman of the Human Research Ethics Board at Faculty Research Office, 

Research and Welfare Building, Faculty of Medicine Ramathibodi Hospital. 

Tel. 02-2011544 
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Informed Consent Form 

Project title: Efficacy of time restricted eating and behavioral economic intervention in reducing 

fasting plasma glucose, HbA1c, and cardiometabolic risk factors compared to time restricted 

eating alone or usual care in patients with impaired fasting glucose: Protocol for a randomized 

controlled trial 

Researcher's name, Dr. Unyaporn Suthutvoravut  

 

Name of research participant…………………………………… 

Age………………………………medical record number……………………………… 

Research Participant Consent 

I, Mr./Mrs./Ms…………………………………………………… have known the details of the 

research project as well as the benefits and the risks that will arise to me from the researcher clearly 

and consents to be involved in the above research project. And I know that if there are any 

problems or questions I could ask the researchers. Also, I could quit this research project at any 

time, without affecting the treatment that I deserve. In addition, the researchers will keep the 

specific information about me confidential and will only disclose it in the form of a summary of 

the research. Disclosure of information about me to relevant agencies could only be done in cases 

of necessity for academic reasons. 

Signed…………………………………………………… 

                                                                            (Research participant) 

                                                                                  ……………………………………….. 
                                                                               (witness) 

                                                                                  ……………………………………….. 
                                                                              (witness) 

                                                                                Date ……………………… 

 

Description of the doctor or researcher 

I have explained the details of the project. as well as the benefits of research and the potential risks 

were clearly known to the participants without any hidden objection. 

 

Signed…………………………………………………… 

                         (Doctor or Researcher) 

                   date…………………………… 
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