NORTH DAKOTA DEPARTMENT OF HEALTH
Environmental Health Section

Locaiion: Mailing Address:
1200 Missouri Avenue Fax #: P.O. Box 5520
Bismarck, ND 58504-5264 701-328-5200 Bismarck, ND 58506-5520
MEMO TO : All Medical Use Licensees
./
FROM : Terry L. O'Clair, P.E. % A”
Director Var

K?%fDiViSiOH of Air Qualit§

RE : NRC Information Notice 2002-28: “Appointment of
Radiation Safety Officers and Authorized Users
Under 10 CFR Part 357

DATE : October 11, 2002

Enclosed is a copy of the United States Nuclear Regulatory
Commigssion (NRC) Information Notice 2002-28: TAppointment of
Radiation Safety Officers and Authorized Users Under 10 CFR Part
357, This information notice wag issued to inform licensees of the
importance of ensuring that Radiation Safety Officers and Authorized
Users are appointed with the individual’s knowledge and consent.
This infeormation notice is also being issued to inform licensees of
the new reguirement affecting the appointment of RS0s under the
revised 10 CFR Part 35, “Medical Use of By-product Material.”

As indicated in the notice, it 1s expected that you will review this
intormation for applicability to wyour licensed activities and
congider actionsg, as appropriate, o ensure the galfe and legal use
of radioactive materials in the State of North Dakota.

The North Dakota Radiological Health Rules are currently being
revised to maintain compatibility with 10 CFR Part 35. We expect to
adopt the reviged regulations early in 2003. Copies of the proposed
North Daketa rules are availlable for viewing online at:
http://www.health.state.nd.us/ndhd/environ/ee/rad/revisions.htm.

Thigs notice is for yvour information only. No specific action nox
written response is required, TFf you have any questions concerning
this issue or the propoged ruleg, please contact the Radiation
Control Program at 701-328-5188.
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NRC INFORMATION NOTICE 2002-28: AF’F’C)%NTMENT OF RADIATION SAFETY
OFFICERS AND AUTHORIZED USERS UNDER
10 CFR PART 35

Addressges:

All medical licensees.

Purpose:

The L1L.5. Nuclear F%egutatory Commission (NRC) is issuing this mformai:gn noi::ce (IN) to inform
licensees of the importance of ensuring that Radiation Safety. Oﬁ:cers (RSOs)-and Authorized
Users (AUs) are appointed with the individuals’ knowledge and consent, This INis also being
issued to inform licensees of the new requirement affecting the appointrient of AS0s under the
revised 10 CFR Part 35, “Medical Use of Byproduct Material.” It is expected that recipients will
review the information. for applicability to their facilities and consider actions, ag apprc)pria‘ie o

ensure camphance wnth the new NRC requirement. However, no specmc actaon nor written
response is reqwred

Descriptnon of Gircumsiances

Several recent NF%C inspections have identified cases involving medical ficensaes who
appointed an ASO or AU without this individual's knowledge or consent. As a result, licensed
activities were perfarmad without the oversight of an RSO and dosages were admmtstered to
human patients wnthout the supervision of an AU

' Dasfcusaion*

The current Part 35 States that a licensee shall appoint an R50 responsible for 1mplemeﬂimg
the radiation safety program, but there is no explicit regulatory requirement for written
acceptance by the RS0. The revisad Part 35, which becormes effective October 24, 2002,
provides a new requirement for appointment of the RSO for medical facilities. Spec:ﬁcaﬂy,
10 CFH 35.24(b) states that a licensee’s managemem shall appoint an RSO, wha agrees, in
wriling, o be responsible for implementing the radiation protection program.: A clear written
agreement betwean licensee managernent and the RSO can prevent confusion about the
F50's role and responsibiliies. Licensees appointing RSOs after the effective date of the
révised rule are required to adhere to this new requirement.
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The revised Pan 35 alsd requires that the AU provide suparvigion i individuals using licensed
materal. Spacifically, 10 GPR 35.27(4)(2) requires the supdivised individlial to follow tha
instructions of the supervising Al for medical uses of byproduct material. Althiough there is no
raquiremant for a written agresmant between the ALl and management, licensées are expocied
10 ensure that Alls are aware of thalr respective roles and responsibllities.

Thig IN requires no speciflc action nor wrilien response. |f you have any guestions about the
information in this notice, please contact one of the lechnical contacts listad below, or the

appropriate regional offics.
4 = T——

Donald A. Cool, Director o
Division of Indusirial and Medical

e

Muclear Safety
Offica of Nuclear Material
Safety and Safeguards
Tachnical contacts:  velisse Cabrera, NMSS Foberto Toras, NMSS
' {(301) 415-8152 (301) 415-8112
E-rail: ime1 @nrc.gov E-maill; (i@ nrc.gov

Attachments: ' -
i. List of Aecently issued NMSS Information Notices -
2. List of Recenily Issued NRAC Information Notices



