AUTHENTICATED,

OHIO LEGISLATIVE SERVICE
COMMISSION

DOCUMENT #290960

Ohio Administrative Code
Rule 3701:1-58-53 Use of sealed sources and medical devices for diagnosis.
Effective: August 15, 2021

(A) A licensee must use only sealed sources that are not in medical devicesfor diagnostic medical
uses if the sealed sources are approved in the sealed source and device registry for diagnostic
medicine. The sealed sources may be used for diagnostic medical uses that are not explicitly listed
in the sealed source and device registry but must be used in accordance with the radiation safety
conditions and limitations described in the sealed source and device registry.

(B) A licensee must only use medical devices containing sealed sources for diagnostic medical uses
if both the sealed sources and medical devices are approved in the sealed source and device registry
for diagnostic medical uses. The diagnostic medical devices may be used for diagnostic medical

uses that are not explicitly listed in the sealed source and device registry but must be used in
accordance with the radiation safety conditions and limitations described in the sealed source and
device registry.

(C) Sealed sources and devices for diagnostic medical uses may be used in research in accordance
with an active investigational device exemption (IDE) application accepted by the United States
food and drug administration provided the requirements of paragraph (A) of rule 3701:1-58-17 of
the Administrative Code are met.
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