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Informed consent document template
Study title:
Patient Information Sheet for participants/LAR/different groups as applicable
Version no. and date
1. Invitation
You are being invited to take part in a research study. Before you decide it is important for you to understand why the research is being done and what it will involve, please take time to read the following information carefully and discuss it with friends and relatives if you wish. Ask us if there is anything that is not clear or if you would like more information. Take time to decide whether or not you wish to take part.
2. What is the purpose of the study?
This is a research study being conducted by the ……………………………… under the supervision of Central Council for Research in Ayurvedic Sciences (CCRAS), Ministry of AYUSH, Government of India. The research is being conducted to ……………………………..
3. Why have I been chosen?

4. Do I have to take part?
It is up to you to decide whether or not to take part. If you do decide to take part you will be given this information sheet to keep and be asked to sign a consent form later. 
5. What will happen to me if I take part?
If you agree to take part in this study you will be treated with ……………………… (details of interventions along with name, dose and duration).
For follow check-ups you have to come at ………………….
You will undergo ……………………investigations from time to time for the assessment of the effect of the trial medicine.
In the first visit i.e. on day 1 you may have to devote approximately ……….. hours to facilitate your investigating physician in recording your medical history in detail. Thereafter for follow up in the subsequent visits it may take nearly …………. minutes to make the assessment. 
You will be reasonably compensated for your time/ conveyance charges by paying an amount of …………… for every visit to the hospital during the study period.
6. What do I have to do?
You may adhere to the instructions given to you by your Investigating physician regarding taking the medicines as advised and reporting for follow up on the prescribed day. During the course of the trial you can safely continue with your regular medication (for which you need to intimate your investigating physician) and the only word of caution is that you should follow and obey the instructions of your investigator very religiously while continuing with the trial.
7. What is the drug or procedure that is being tested?
The patient selected in the clinical trial will receive ……………………………………..
Route of Administration: ………….. 
Time of Administration: ……………
Duration of therapy: ………………..
8. What are the alternatives for diagnosis or treatment?
(Provide details, if applicable)
9. What are the expected side effects / risks of the treatment? 
You may experience……………………………………. which you are to report immediately to your investigating physician. Due care would be taken by her/him and the institution.
10. What are the possible benefits of taking part?
You may or may not benefit by participating in this study but there is a chance that the knowledge gained will help future patients suffering from same ailment or the society.
11. Will I be compensated for participation?
You will be reimbursed your travel expenses, incidental expenses and loss of wages when applicable or a reasonable fixed amount may be paid to you.
12. Will I be compensated for harm resulting from the study?
Compensation for any adverse effect related to the study would be taken care of appropriately by the investigating physician/institution or provided appropriate referrals.
13. Will my taking part in this study be kept confidential?
Yes, all your information will be kept confidential but any of your medical records may be accessed by the Sponsors for the purpose of analyzing the results. They may also be looked at by members of Institutional Ethics Committee, institutional authorities and Regulatory authorities/ Court if required. Your name, however, will not be made public  and any sensitive matter regarding your state of health will be kept confidential.
14. Can I withdraw?
You are free to withdraw at any time without giving any reason. This will not affect your routine care.
15. What if new information becomes available?
If during the course of the clinical trial some new information becomes available about the intervention being studied, you will be informed about that by your investigating physician after which you are free to decide whether you want to continue in the study or not. If you decide to withdraw, this will not at all affect your routine care. After getting the new information if you decide to continue in the study, you will be asked to sign a fresh consent form. On the other hand your investigating physician might consider it to be in your best interests to withdraw you from the study and will explain the reasons for that. She/he will arrange for your routine care to continue.
16. What happens when the research study stops?
You will be given appropriate advice for future line of treatment.

17. What will happen to the results of the research study?
The results of the clinical trial will be published in leading medical journals so that other doctors and researchers can benefit from the results. You can ask your investigating physician for a copy of the publication.  If published, your identity and personal details will be kept strictly confidential. No named information about you will be published in any of the trial reports.
18. Who is organizing and funding the research?
CCRAS will be coordinating and monitoring the clinical trial. Funding is by Ministry of AYUSH, Government of India.
19. Contact for further information
At any stage of the clinical trial, you may feel free to ask your investigating physician for clarifications regarding the study. 
PI’s contact details…………….
For queries related to your rights and complaints contact the member secretary (contact details)

You would be given a copy of the information sheet and your signed consent form.
Translation of Patient information sheet into regional languages will be done by the Investigator and submitted to CEC office.


Title of the study
Informed Consent Form
Version no. and date
(Consent Form - to be signed on the day of Screening)
1. Centre Code: ---------------------- 
2. Participant enrolment ID for this trial: -----------------------------------------------
3. Name of the Principal Investigator: --------------------------------------------------

4. I confirm that I have read / has been explained to me adequately all aspects of the study including risk and benefits and had the opportunity to ask questions.
5. I understand that my participation is voluntary and that I am free to withdraw at any time, without giving a reason, and without my medical care or legal rights being affected.
6. I understand that my doctor will provide information about my progress, in confidence, to ethics committee members, related officers of Central Council for Research in Ayurvedic Sciences (CCRAS), New Delhi and to the regulatory authorities/court if required for which my permission is not required. 
7. I understand that the information will be used for medical research only and that I will not be identified in any way in the analysis, reporting of the results or publications. 
8. I understand what is involved in this trial and agree voluntarily to take part in the clinical trial for a period of ……… months/years (including the follow up period).  


Name of the Patient 				Signature 				Date

Name of LAR					Signature 				Date


Name of impartial witness 			Signature				Date
(If participant and LAR are illiterate)
		
Name	of the Principal Investigator		Signature		  		Date 
 

NB: -Three copies will be made, for the patient, investigator and CEC records.
*Translation of Consent form into regional languages has to be done by the Investigator and submitted to CEC Office.

