
ASRM PAGES
Definition of experimental
procedures: a committee opinion

Practice Committee of the American Society for Reproductive Medicine

American Society for Reproductive Medicine, Birmingham, Alabama
This Practice Committee opinion provides a revised definition of experimental procedures. This version replaces the document, ‘‘Def-
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inition of Experimental Procedures,’’ that was published most recently in 2009. (Fertil Steril�
2013;99:1197–8. �2013 by American Society for Reproductive Medicine.)
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Discuss: You can discuss this article with its authors and with other ASRM members at http://
fertstertforum.com/goldsteinj-definition-of-experimental-procedures-committee-opinion/
to scan this QR code
and connect to the
discussion forum for
this article now.*

* Download a free QR code scanner by searching for “QR
scanner” in your smartphone’s app store or app marketplace.
P rocedures (including tests, treat-
ments, or other interventions)
for the diagnosis or treatment

of infertility will be considered experi-
mental or investigational until the
published medical evidence regarding
their risks, benefits, and overall safety
and efficacy is sufficient to regard
them as established medical practice.
Relevant medical evidence can derive
only from appropriately designed,
peer-reviewed, published studies per-
formed by several independent investi-
gators, including a description of
materials and methods sufficient to
assess their scientific validity and to
allow independent verification. The
American Society for Reproductive
Medicine (ASRM) will state specifically
in official publications that a procedure
is considered experimental or investi-
gational, will review relevant new sci-
entific evidence at regular intervals,
and will remove a procedure from ex-
perimental or investigational status
when evidence warrants.

Procedures classified by ASRM as
experimental or investigational should
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not be represented or marketed to pa-
tients as established or routine medical
practice. Any educational materials, ad-
vertisements, or other documents de-
scribing or relating to the procedure
should state specifically that the proce-
dure is not established medical practice
and is classified byASRMas experimen-
tal or investigational. Patients also
should receive counseling that specifies
the experimental nature of the procedure
and have that counseling documented in
their permanent medical record.

By definition, procedures classified
by ASRM as experimental or
investigational require further re-
search. This research may or may not
be required to be conducted under the
oversight of a properly constituted In-
stitutional Review Board (IRB) (1). The
consent form for the intervention
should state clearly that the procedure
is experimental. The decision or
opinion of a local IRB does not affect
the status of a procedure or the
requirements attached to procedures
classified by ASRM as experimental or
investigational.
, 2012; published online February 1, 2013.

ety for Reproductive Medicine, 1209 Montgom-
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