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CHARTER FOR RIGHTS & RESPONSIBILITIES OF RESEARCH HUMAN
PARTICIPANTS/SUBJECTS IN CLINICAL TRIAL

Responsibilities of Research Human Participants

e Provide complete and accurate information to the Research
Team about

* His/her health including present and past illness,
hospitalization, medication and allergies and surgeries.
Full name, address and other information and if any
changes during the course of the clinical trial study

* Medical Insurance if any

e Read the informed consent document and seek
understanding of the Clinical Trial study
Ask questions and understand his/her rights
Follow carefully all directions pertaining to drug dosing,
tests and procedures, and appear for Clinical Trial visits
as scheduled

e Report any apparent/potential adverse drug reaction to the
investigator

e Respect investigators, research team and other
participants.

e Read the informed consent document and other documents.
Ask questions if they do not understand something about
the clinical trial, or their rights and responsibilities as a
research participant, or need more information.

e C(Carefully weigh the risks and benefits when deciding
whether to participate in the clinical trial.

e Refrain from signing the informed consent document until
they believe that they understand its content and feel
comfortable with their decision to participate.

e Follow directions for proper use, dosing and storage of
self-administered study medications, providing biological
samples, and preparing for tests, procedures or
examinations.

e Follow directions for abstaining from non-study-related
medications, or other contraindicated medications or
procedures.

e Know when the clinical trial begins and ends. This is
particularly important for an intervention trial that has a
follow-up period after the intervention is completed.

e Show up at scheduled appointments on time, and inform
the research team within a reasonable time if they need to
reschedule an appointment.

e Provide truthful answers to questions asked during
screening/enrolment and during the clinical trial.

e Inform research staff if other medical care is needed while
on the clinical trial.

e Inform the research team or investigator if there are
questions they would rather not answer.

e Report pain, discomfort, nausea, dizziness and other
problems and symptoms they experience during the clinical
trial

e Report of any injury or adverse event including
hospitalization immediately to the research team or
investigator.

e Keep information about the clinical trial confidential, if
asked to do so.

e If a human participant decides to withdraw from the
clinical trial, inform the research team and follow the
procedures for withdrawal.

e Treat hospital staff, other patients and other visitors with
courtesy

Rights of Research Human Participants

e Right to information about Research study in an
understandable language.

e Right to informed consent before participation in any
research study

e Right to information on the expected cost of treatment,
duration, alternative treatment available traveling or any
other compensation provided for participation

Right to personal dignity, privacy and confidentiality
Right to get the information on plan of care
Right to uniform care for all classes of patients.

Right to information on how to voice a complaint against
any violation in rights and integrity (e.g. Ethics committee
contact details)

e Right to get 24 hours emergency contact details of Research
doctor

e Right to refusal of participation or withdrawal of
participation any point of study without disclosing any
reason.

e Rights to get information on medical management of any
injury and compensation in case of any study related injury
or death

e Right to confidentiality of patient information/details

recorded in the hospital.

e Right to access clinical records.

If you have questions about your rights as a research subject,
you may contact the IEC Member Secretary)

Contact Details & Address.

Member Secretary
Institutional Ethics Commaittee

BLK Super Speciality Hospital
Pusa Road, New Delhi- 110005
Phone: 011-3040 3040
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