Template: Participant Information Sheet for Observational Studies

Format to be followed in submitting the Participant Information Sheet
for an observational research study proposal to the
Institutional Ethics Committee of IPGME&R and SSKM Hospital, Kolkata
Information to participants / legally acceptable representatives of participants in case they are minor or likely to be mentally incompetent.

· Title of the study

· What is the purpose of this study ?

· Why have I been chosen?

· Do I necessarily have to take part?

· What happens during the study /  What do I have to do? (the procedures, such as answering a questionnaire, which the participant will have to undergo)
· What are the possible benefits of taking part?

· Are there any possible risks or disadvantages in taking part?

· Will my taking part in this study be kept confidential?

· What will happen to the results of the study?
· Any other information relevant to participation in the study.
· Contact for further information. (name, designation and contact numbers of Principal Investigator or at least one Co-Investigator)

· A statement thanking the participant for going through the informed consent document.

Note: The Participant Information Sheet (PIS) needs to be accompanied by an Informed Consent Form (ICF).
In case the participant is likely to be minor (below 18 years age) this PIS must be written as a parental / legal guardian information sheet.

An informed assent document is also needed if the participants are likely to be between 7 to 18 years age.

