throughout the study to provide imformation for
participants. To help someone decide whether or not
to participats, the research staff must explain the
details of the study. Then an informed consent
document is provided, that includes details about the
Stle}f, such as its purpose, duration, requi red
procedures, key contacts, risks and potential
benefits. The participant then decides whether or not
to sign the document. Informed consent is not a
contract, and the participant may withdraw from the
trial at any time.

and monitored by an Institutional Review Board
{IRB) to make sure the risks are as low as possible
and are worth any potential benefits. An IRB is an
independent committes of physicians, statisticians,
community advocates, and others that ensures that
a clinical trial is ethical and the rights of study
participants are protected. All institutions that
conduct or support biomedical research involving
people must, by federal regulation, have an IRB
that initially approves and periodically reviews the
research. The ethical and legal codes that govern

and there is frequent contact with the research
staff. Participation in a clinical tnal is voluntary and
you can withdraw Your par‘ticipaﬁon at any time.

Will my confidential health information
be sold or shared?

Your health information will be kept confidential by
using initials or numbers as identifiers. Your
information's access will be limited to the sponsor
of the study, ethical committee, research staff and
US. FDA



