From: Hommel, Carolyn - OC

Sent: Wednesday, April 30, 2003 9:19 AM
To: [Redacted]
Subject: Question about Timing of Study-related Procedures

Dear Ms. [Redacted]:

You had asked for guidance on whether any screening tests could be carried out on
patients prior to obtaining informed consent from them.

As it happens, we have an "information sheet" on this very topic. | have embedded the
text into this e-mail, but you may want to browse through the other information sheets as
well. They are posted on our website at: http://www.fda.gov/oc/ohrt/irbs/default.htm

In summary, informed consent must be obtained before performing any lab tests or other
studies required solely for study purposes. This particular information sheet is posted at:
http://lwww.fda.gov/oc/ohrt/irbs/toc4.html#screening

Screening Tests Prior to Study Enrollment

For some studies, the use of screening tests to assess whether prospective subjects are
appropriate candidates for inclusion in studies is an appropriate pre-entry activity. While
an investigator may discuss availability of studies and the possibility of entry into a study
with a prospective subject without first obtaining consent, informed consent must be
obtained prior to initiation of any clinical procedures that are performed solely for the
purpose of determining eligibility for research, including withdrawal from medication
(wash-out). When wash-out is done in anticipation of or in preparation for the research, it
is part

of the research.

Procedures that are to be performed as part of the practice of medicine and which would
be done whether or not study entry was contemplated, such as for diagnosis or
treatment of a disease or medical condition, may be performed and the results
subsequently used for determining study eligibility without first obtaining consent. On the
other hand, informed consent must be obtained prior to initiation of any clinical screening
procedures that is performed solely for the purpose of determining eligibility for research.
When a doctor-patient relationship exists, prospective subjects may not realize that
clinical tests performed solely for determining eligibility for research enroliment are not
required for their medical care. Physician-investigators should take extra care to clarify
with their patient-subjects why certain tests are being conducted.

Clinical screening procedures for research eligibility are considered part of the subject
selection and recruitment process and, therefore, require IRB oversight. If the screening
gualifies as a minimal risk procedure [21 CFR 56.102(i)], the IRB may choose to use
expedited review procedures [21 CFR 56.110]. The IRB should receive a written outline
of the screening procedure to be followed and how consent for screening will be
obtained. The IRB may find it appropriate to limit the scope of the screening consent to a
description of the screening tests and to the reasons for performing the tests including a
brief summary description of the study in which they may be asked to participate. Unless
the screening tests involve more than minimal risk or involve a procedure for which
written consent is normally required outside the research context, the IRB may decide
that prospective study subjects need not sign a consent document [21 CFR 56.1090)]. If



the screening indicates that the prospective subject is eligible, the informed consent
procedures for the study, as approved by the IRB, would then be followed.

Certain clinical tests, such as for HIV infection, may have State requirements regarding
(1) the information that must be provided to the participant, (2) which organizations have
access to the test results and (3) whether a positive result has to be reported to the
health department. Prospective subjects should be informed of any such requirements
and how an unfavorable test result could affect employment or insurance before the test
is conducted. The IRB may wish to confirm that such tests are required by the protocol
of the study.

Also see this FDA Information Sheet: "Recruiting Study Subjects”

I hope this is helpful to you.
Sincerely,

Carolyn Homme

Consumer Safety Officer

Good Clinical Practice Program

Office of Science and Health Coordination
Office of the Commissioner

U.S. Food and Drug Administration (HF-34)
5600 Fishers Lane, Room 9C24
Rockville, MD 20857

Phone: 301/827-3340
Fax: 301/827-1169

This communication does not constitute a written advisory opinion under 21 CFR 10.85, but rather is an informal
communication under 21 CFR 10.85(k) which represents the best judgment of the employee providing it. This
information does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit
the agency to the views expressed.



