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Protocol Title:
“A phase-1lI, Randomized, Double-blind, placebo controlled, Multi-center, Parallel group, study
to Evaluate the Safety and Efficacy of Nor- Ursodeoxycholic Acid 1500 mg in patients suffering
from Non-alcoholic Fatty Liver Disease (NAFLD).”
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Patient Information: Patient Sc. No: I:I:I:I:I:l Patient initials: |:|:|:|

DETAILS ABOUT THIS PARTICULAR STUDY ARE PROVIDED IN THE FOLLOWING PAGES. PLEASE
READ THIS INFORMATION CAREFULLY AND ASK ANY QUESTIONS YOU MAY HAVE

Before agreeing to participate in the present study, it is important that you read and understand the
following information.

o If you have any questions/clarifications, please discuss and clarify from study personnel
before giving your consent.

e Your signature on this document constitutes your agreement to participate in the study.
Therefore, do not sign if you still have any doubts or questions or if you are not completely
clear about the contents.

This document is given to you so that you can get information about this study. In addition, our
staffwill give a detailed presentation when you check in for the study. You can get your queriesand
doubts clarified at any time (before or during the study). Please take your time to make your
decision. Consider discussing your participation with your friends and family, as well as your
primary care physician, if you have one, or anyone you choose in order to better understand this
study and your options After you have understood the proceedings of study, you will have to
decide whether you would or would not like to participate in the study. You have to take this
decision on your own. If you decide to take part in this study, you must sign and date this form in
the appropriate sections. Do not sign this form unless the study doctor or study staffs have
answered all your questions to your satisfaction, and you decide to participate in this study.
Please note that your participation is voluntary and not at all mandatory. If you are not able to
give informed consent, then your legally acceptable representative (LAR, authorised individual
under law to consent on your behalf]) should be present during the entire informed consent
process and will also append his/her signature on the informed consent form to confirm that the
study information was presented and understood by you and your LAR. If you or your LAR is
unable to read /write, an impartial witness (a person, who is independent of the study) should be
present during the entire informed consent process, and will append his/her signature on the
informed consent form along with thumb impression of you or your LAR to confirm that the study
information was presented and apparently understood by you and your LAR. In all the above
cases, you will be required to sign or provide your thumb impression on the informed consent
form. After signing the informed consent form you will be referred as subject/patients.
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