Participants information sheet 
Instructions - This is the patient / participants information sheet. It should address the participant of the study. Depending upon the nature of the individual project, the details provided to the participant may vary. A separate participant information sheet for the patient/test group and control (drug/procedure or placebo) or single participant information sheet mentioning that the patient may be provided with any one of the treatments depending on the type of study should be provided as applicable. While formulating this sheet, the investigator must provide the following information as applicable in a simple language in English and Tamil which can be understood by the participant. It should be written in dialogue format addressing the patient/participant. In case of participants information sheet to the LAR (Legally Accepted Representative) reframe below content addressing the LAR (Like your mother / father / child / ward etc)
1. Title of the project (A simple title understandable by the participant but the meaning should be the similar to the study title)
2. Name of the investigator & guide
3. Purpose of this project/study – Briefly explain the purpose of the study in simple understandable way in both English and tamil. Tamil consent form should avoid technical words, instead use simple words. Those words for which no proper translation is available, use the same word in tamil mentioning the English word in bracket. Those who use google translation, reframing of the sentence should be done and it should be meaningful.
4. Procedure/methods of the study – Start as (If you consent to take part in the study, you will be) Briefly explain what will be done to the patient or how questionnaire will be administered or how responses will be collected or what type of intervention or what treatment modification will be provided, how it will be provided and other details applicable according to the study. In case of telephonic follow-up, mention those information also. 
5. Expected duration of the subject participation – Mention the time for each visit and in case of follow-up, how many visits, expected time of patient participation for each procedure or response to questionnaire to be mentioned. In case of telephonic contact, mention the frequency of follow-up and time in each conversation. 
6. The benefits to be expected from the research to the participant or to others and the post-trial responsibilities of the investigator – Explain the benefit to the participants for participating in the study, or in case of no direct benefit what indirect benefit will be obtained from the study should be mentioned and the post-trial or post study responsibility of the investigator should be mentioned
7. Any risks expected from the study to the participant – Expected risk associated with the research should be clearly explained in a language easy to understand. (Ethical issues risk and risk mentioned here should not be contradicting. Refer National guidelines for Biomedical and Health research involving human participants-2017, page 6, table 2.1. Don’t mention the risk category here)
In case of questionnaire study – mention that it is a questionnaire study, answering the questionnaire may cause minimal discomfort, in case of any discomfort, the participants may skip the questionnaire or any other issues will be suitably addressed. 
In case of observational studies, mention the details that will be observed or noted by physical examination and doing minor test or investigations which may cause minimal discomfort to the participants and how it will be addressed.
For studies involving low or high risk, expected adverse events should be explained suitably in patients language and how it will be addressed should be mentioned
8. Maintenance of confidentiality of records – Mention that the participants identity will not be revealed and all data collected will be utilized for research related purpose. 
9. Provision of free treatment for research related injury – 
In case of observational studies, Mention as Research related injury is unlikely. In case of any research related injury free treatment will be provided as per the department protocol. 
In case of interventional studies, mention what treatment will be provided for the risk mentioned in question 7.
10. Compensation of the participants not only for disability or death resulting from such injury but also for unforeseeable risks - No foreseeable risks are anticipated as a part of this study. In the event of you having any unforeseeable research related injuries, it will be taken care of and compensated as per the Institute guidelines.
11. Freedom to withdraw from the study at any time during the study period without the loss of benefits that the participant would otherwise be entitled - Your participation in the study is voluntary. You are free to withdraw at any point from this study without giving any reason and without affecting your future care or treatment at IGMC & RI because of withdrawal from this study.
12. Possible current and future uses of the biological material and of the data to be generated from the research and if the material is likely to be used for secondary purposes or would be shared with others, this should be mentioned. Research details will be used for publication should be mentioned 

- Address and telephone number of the investigator and co-investigator/guide, IEC details of the Institute 
- The patient information sheet must be duly signed by the investigator and participant; one photocopy should be given to the participants in the study. Original should be archived by the investigator. 


























CONSENT FORM

Participant’s name: 					Address:

Title of the project:
The details of the study have been provided to me in writing and explained to me in my own language. I confirm that I have understood the above study and had the opportunity to ask questions. I understand that my participation (or my wards participation) in the study is voluntary and that I am (he/she is) free to withdraw at any time, without giving any reason, without the medical care that will normally be provided by the hospital being affected. I agree not to restrict the use of any data or results that arise from this study provided such a use is only for scientific purpose(s). I have been given an information sheet giving details of the study. I fully consent to participate (my wards participation) in the above study. (Optional (use whichever is applicable): I am agreeing for telephonic conversation with me for the follow-up. I am willing for using my biological material for study related purpose and storing it for future research related use)


Signature of the participant: ______________________ Date: _____________

Signature of the witness: ________________________ Date: _____________

Signature of the Principal investigator _________________Date: ____________

Note: Consent form and participant information sheet should be appropriately worded for adults and children (less than 18 years) e.g. If the participant is less than 18 years of age, instead of ‘my participation’, ‘my child’s/ward’s participation’ needs to be replaced. In case of child > 7 yrs, oral assent form should be attached. Child between 12-18 yrs written assent form should be attached in addition to parent or LAR consent form.


