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Hello current or potential research participant,

Thank you for your interest in Aspire Independeavieéw Board (IRB) and the
clinical research studies that we oversee. Aspiie has been audited by the FDA
and has been formally designated to review, appi@ve monitor any research
involving human participants with the aim to prdtéeir rights and welfare. An
IRB reviews research to make sure that it is welighed and that the risks are as
minimal as possible. THEDA andHHS regulations have empowered IRBs to
approve, require modifications in (to secure applpwr disapprove research. Our
Board is made up of physicians, scientists, noargigts and community members,
as well as some members who are affiliated withirkgfRB. However, it is
important to under stand that, even though the | RB approvestheresearch and
thefacility at which it isbeing conducted, this does not mean that a research
project issafeor that it isright for you.

The second most important part of Aspire IRB (lin&t being, of course, the rights
and welfare of study participants) is the reseénelhwe review and approve
and/or disapprove. “Research” means a systemassiigation, including
development, testing and evaluation, designedyeldp or contribute to
generalizable knowledge (knowledge that can beieghpd a broader population
than just those participants in a specific reseatatly). Aspire IRB focuses on
research that involves human subjects (participahtere are many different
types of clinical research studies (sometimes ddtheals” or “investigations”),
such as treatment studies, prevention studiesndsg studies, and quality of life
studies. Medical research is done to learn moretaddrug, a medical device, a
medical procedure, or a certain medical conditiohehavior. The main goal is to
find better ways to treat conditions, improve healtd cure diseases for others in
the future who have the same particular health itbond Clinical trials are a way
to help people improve their health and find trestta that will work.

The Principal Investigator is the person who walresponsible for conducting a

research study at an approved facility. The Preddipvestigator is usually a
physician, but can also be a chiropractor or otyyae of clinician.
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There is a research team made up of a Principabtigator, Sub-investigators
(other clinicians helping to conduct the study urttie supervision of the Principal
Investigator), research coordinators, and reseanckesThe research study will
follow a carefully controlled protocol which setsta plan that the Principal
Investigator is responsible for following. All désaof the research study are
described in the protocol and it is very importdog Principal Investigator and
research staff follow it exactly. The only way aearch study can be conducted is
if the study has a sponsor to provide funding. 3fensor may be a government
agency, a pharmaceutical or device company, a@uidtitution or an individual
person. No matter who the sponsor is, they will fmaythe research to be done.

The Consent Form

This document will explain everything a potentiakcipant will need to know in
order to make a clear, educated choice on whédtlegpdrticular research study is
the right study for him/her. The consent form w@iplain everything, from why
the research needs to be done to the potential aisét benefits of participation.

Rights and Responsibilities of a Research Studigdjzant Important information
regarding research studies.

Patient vs. Study Participant

As a patient, the treating doctor uses his/heragdinudgment to do what is in the
patient’s best interest. A patient may be started certain treatment, but if that
does not work, then he/she is able to switch andamething different to try and
obtain different results. The doctor may deterniiriee treatment is working by
how the patient is improving\ doctor will always do what is best for the

patient totry and help them to improve.

As a research participant, the Principal Investigpatust follow the study protocol
and provide the medical care that is specifiedhéngdrotocol. Certain tests and
procedures, such as randomization, use of placatmebblinding, must be followed
even if the Principal Investigator would not hawad something like that outside
of the research studyhe research being conducted relies upon the Principal

I nvestigator following the protocol.
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Essential InformationAdditional information regarding research studies.

This information is provided to you, the study papant, to help answer any
guestions that you may have regarding certain &spéclinical research.
However, should you have any further questionsgggecontact the Principal
Investigator on the study in which you wish to jzapate.

Thank you and best wishes if you do or do not cadogarticipate,

Aspire IRB
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