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NRC REISSUESQARULEFORMEDICALLICENSEES

T he Nuclear Regulatory Com
mission (NRC) reissued a pro
posed rule governing quality

assurance (QA) for medical licensees
in January 1990. As part of 10 CFR
Part 35, currently being reviewed (see
Newsline, September 1989, p. 1296),
the proposed rule, which the NRC
calls â€œperformance-based,â€•would re
quire medical licensees to establish a
QA programand would modify both
therelatedreportingandrecord-keep
ing requirementsandthe definitionof
misadmiistration. In recent discus
sions with The Society of Nuclear
Medicine (SNM) and the American
College of Nuclear Physicians
(ACNP), the NRCcommissionersin
dicated that the proposed rule might
conceivablybe modifiedtoaccountfor
a Joint Council on Accreditation of
Hcalthcare Organizations (JCAHO)
QAprogrammanual,which waspub
lished in 1988.

Second Effort at QA Rule

In 1987,the NRC had proposed a
prescriptive QA rule, but public corn
ment indicated that because such
specific requirements did not provide
sufficient flexibility, they would inter
ferewiththepracticeofrnedicine.The
NRC says that the newly proposed
amendments â€œwouldenhance patient
safety while allowing the flexibility
necessary for proper medical care.â€•
SNM and ACNP disagree.

SNM/ACNP Activities

The Society and the College have
continued to oppose the NRC's at
tempts at formulating a QA rule on the
grounds that medical quality assurance
is not the mandate ofthe NRC, the oc
currence of biologically-significant
misadrninistrations is so low that any
such rule is unnecessary, and the re
quired reporting and record-keeping

and the infringement into medical
practice would be counterproductive.
In addition, the Society and the Col
lege have pointed to the requirements
ofthe JCAHO QA manual as effective
and adequate measures that ensure
quality (see Newsline, October 1989,
p. 1584).

â€œTheproblem SNM/ACNP has
withtheQArule is that,as proposed,
it interferes with the practice of medi
cine, which is really not the purview
of the NRC:' says SNM President
Richard A. Holmes, MD, who at
tended the meetings with the NRC
Commissioners. While the Society
andtheCollegedon'tobjectto reviews
ofmisadministrations, â€œtheyfeel that
organizations like JCAHO already
assess and evaluate nuclear medicine
from the standpoint of quality assur
ance.â€•

Carol Marcus, PhD, MD, director
of the nuclear medicine outpatient
clinic at Harbor-UCLA Medical
Center, who also attendedthe meet
ings, adds, â€œWedo not accept the idea
that the NRC has the right to dictate
the practicesof nuclearmedicine and
nuclear pharmacy. We believe that
such action was proscribed in Section
104 of the Atomic Energy Act.â€•

ACM' PresidentRobertE. Henkin,
MD, says, â€œSNMand ACNP agree
with the NRC that misadministrations
have to be reduced, but they don't
agree that this proposed rule will do
it.â€•Dr. Henkin points to the shortage
of nuclearmedicine technologists as
contributing to the problem and adds
that by giving more work to over
worked technologists, the proposal
â€œoverallwould degrade the quality of
patientcare.â€•

Duringtheir recentmeetings, both
theSociety'sBoardofTrusteesandthe
College's Board of Regents passed
resolutions calling for the NRC to

withdraw its proposed QA rule. The
NRChas indicatedthatthe requestto
withdrawthe proposalwould be con
sidered with any other comments they
receive, but that the agency does not
intend to withdraw the proposal at this
time.

Both Boards also resolved to request
that the National Council on Radiation
Protection and Measurements
(NCRP) prepare a commentary on
nuclear medicine misadministrations
to determine their extent and health
impact. SNM and ACNP are con
vinced that the study's results would
support their contention that misad
ministrations have a minimal impact
on patient health, particularlywhen
weighedagainst the benefits to patients
of nuclearmedicine examinations.If
the NCRP were to prepare such a com
mentary, it would likely take several
months. The NRC told SNM/ACNP
thattheagencywouldneedthe NCRP
commentary by December 31, 1990to
use the information in the final QA
rule.

During meetings on February 13,
1990, the NRC Commissioners met
with SNM/ACNP members and in
dicated that they wanted to develop a
better understanding of the signifi
cance ofnuclear medicine misadmin
istrations. They told SNM/ACNP
membersthattheywouldconsultwith
the NRC staff in an effort to modify
the proposedrule based on their new
understanding. NRC staffers have

since asked to meet with SNM/ACNP
members to discuss the rule. Dr.
Holmes told Newsline, â€œThisis the
first time the NRC has opened the
door. . .I don't want to lose that op
portunity?' But rather than meet now
withthe NRCstaffwith no counterof
fer to the proposal, Dr. Holmes says,
he would like SNM/ACNP to develop
analternativeproposalandthenmeet
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with the NRC. â€œIfwe propose a QA
rule in theirlanguage that wecan agree
with, then we can meet with them on
reasonable ground.â€•

ThecurrentNRCmisadministration
figures are skewed, according to Dr.
Holmes, because â€œtheNRC lumps
brachytherapy and teletherapy with
non-sealed source nuclear medicine
studies. When nuclear medicine
studies are separated, the numbers are
much lower.â€•Dr. Henkin cites a
misadministrationrate of6 per 100,000
doses for nuclear medicine compared
to 10,000to 20,000 per 100,000doses
for the rest of medicine.

The Proposed Rule

W@houtmodification, the proposal,
issued in the January 16, 1990
Federal Register (1), would require

medical licensees to have in place and
use a QAprogram that includes annual
audits that are management evaluated.
The programwouldbe requiredto in
dude written policies and procedures
designed to ensure that the medicaluse
ofradioactive materials is appropriate
for the patient's condition, that it is in
accordance with a prescription or a
diagnostic referral and clinical pro
cedures manual, that the patient's
identity is verified as the individual re
ferred, and that any unintended devia
tion from the prescription or referral
is identified and evaluated. The ver
balprescription,verbalorder,or ver
bal deviation from the procedure
manual is not to be permitted except
in what are termed emergencies but
are left undefined, according to Dr.
Marcus. Written orders for such
emergencies, she adds, would have to
be in place within 24 hours.

Definition of Misadministration

The definition of a misadmiistra
tionwouldbe expandedunderthepro
posed rules. Thetermmisadministra
tionwouldincludeall thoseeventscur
rently listed as misadministrations as
well as medical use not authorizedin
the license, not in accordancewith a

prescriptionor a diagnostic referral,
and without proper recordingof the
radiationdose or radiopharmaceutical
dosage.

Inaddition,theproposedmodifica
tions relatingto teletherapyeventsor
misadministrations also include â€œer
rors in the source calibration, the time
of exposure, the treatmentgeometry,
or other errors that result in . . .for any
treatment fraction, the administered
fractional dose being greater than
twice or less than one halfof the pre
scribed fractional dose. . .for the frac
tion administeredto date, the sum of
the administered fractional dose dif
feringfromthe sumofthe prescribed
fractional dose by more than 10% of
the prescribedtotal dose.â€•

Under the proposed rule, brachy
therapy administrations in which a
sealed source is leaking, lost, or un
recoverable or in which errors in
brachytherapy treatment planning or
execution result in the prescribed dose
differing from the administered dose
by more than 20% of what was pre
scribed would be considered
misadministrations.

Reporting and Record-Keeping

Under all such circumstances,
Radiation Safety Officers are required
to promptly investigate, and licensees
would be requiredto submit reports
and records to the NRC. The propos
ed rulewoulddirectlicenseestonotify
the referringphysicianand the NRC
â€œinwritingwithin 15daysof the dis
covery ofa diagnostic misadministra
tion ifit involvedtheuse of byproduct
material not authorized for medical
use in the license, administrationof a
dosage differing by at least fivefold
from the prescribed dosage, or admin
istration of the byproduct material
such that the patient is likely to receive
an organ dose greater than 2 Rem
[0.O2Sv]or a whole body dose greater
than 0.5 Rem [0.005 SvJ.â€•

In the eventofa therapy misadminis
tration, the rule would require that the
licensee notify the NRC before corn

pletion of the next governmentwork
ing day followingdiscovery ofthe mis
administration. In addition, the li
censee would be required to notify the
referring physician as well as the af
fected patient or the patient's guardian
within 24 hours of such a discovery,
unless the referring physician agrees
to notify the patient or notification is
deemed potentially harmful. Li
censees must also file a written report
within 15 days of the telephone
notification.

The new rules would still require
licensees to keep a record ofeach mis
administration for 10years, but would
alsorequirethattheykeepinformation
on all administrationsof radioactive
material to patients for three years
whetheror not anerrorwas involved.
â€œAllrecords must be in a readily audit
ableform,â€•saysDr. Marcus.Thenew
rule statesthat it would require an esti
mated increase in paperwork of nine
hours per year per licensee. In con
trast, representatives of SNM/ACNP
havecalculatedthis to be about one day
per week of physician's time. â€œThe
number ofpaper violations that would
result would be enormous,â€•says Dr.
Marcus.

In conjunction with the final QA
rulemaking, the NRC intends to modi
fy itsenforcementpolicyto reflectthat
â€œtheCommissionviews. . .misadmin
istrations and other reportable events
as evidence of inadequatequalityas
surance in the medical use of by
product material and may subject the
licensees to enforcement action?'

TheNRC'svoluntarypilotprogram,
set up to test implementation, wifi run
through August 1990. The program,
which includes both NRC state and
agreement state licensees, will be run
by BrookhavenNational Laboratory.

Regulatory Guide

The NRC staffhas prepareda draft
regulatory guide that provides general
guidance for developinga QAprogram
that meets the requirements ofthe pro

(continued on page 264)
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the 1954 Act, the Commission must
assess the agreement state's local radi
ation control programs to see if they
are compatible with NRC standards

and adequateto protectpublic health
and safety. Following approval, the
NRC would periodically review state
protection standards, regulations, and
statutes to assure compliance.

â€œWeexpect the NRC to amendthe
agreement in a few months:' said
Larry F. Anderson, MPA, director of
the bureauof radiationcontrol, Utah
Department of Health, the body that
will administer local regulations. â€œWe
havebeen buildingour radiationcon
trol programand it is a naturalpro
gression for us to regulate land dispos
al of radioactivewastes.â€•

Mr. Anderson added that prior to
the State of Utah's initial agreement
with the NRC in 1984,the state'sdis
posal regulation was handled out of an
office in Arlington, Texas. â€œInthose
days, our sites were inspected only
four weeks in a year, and some license

es were not even inspected at all. It is
more efficient to regulate closer to
home?' a

Nuclear Medicine Week
Update

The fifth annual Nuclear Medi
cine Week (NMW) celebrations
will be held July 29â€”August4,
1990. Efforts have begun to
make the week's activities more
widely recognized and success
ful than ever. GE Medical Sys
tems is again sponsoring the
Media Stars contest, in which
nuclear medicine departments
compete on the basis of their
NMW activities, such as media
coverage, open houses, and slide
and video shows. Posters, but
tons, and stickers will be avail
able for order beginning this
month . For further information
or to obtain a guidelines packet
contact: Virginia Pappas, CAE,
The Society of Nuclear Medi
cine, 136 Madison Ave. , New
York, NY 10016-6760; (212)
889-0717;fax: (212)545-0221.
An article in the May 1990
Newsline will preview this year's
NMW poster and button.

(continuedfrom page 23A)

posal. (Copies of this guide, â€œBasic
Quality Assurance Program for the
Medical Use ofByproduct Material:'
document - DG-8001,can be obtained
via written request to: U.S. Nuclear
Regulatory Commission, Division of
Information Support Services,
Washington, DC 20555.) Licensees
can propose an alternativeQA pro
gram that is based on another
guidance, but under the proposed rule,
according to Dr. Marcus, anyprogram

â€œwouldhave to include specific re
quirementsthatcan lead to violations
and enforcementactions?' The NRC
wouldreviewsuchproposedprograms
individually.

The NRC is acceptingpublic corn
ment on the proposed rule through
April 12, 1990. 5MM and ACNP are
jointly preparingofficial commentsto
theproposedrule.Sendcommentsto:
Secretary of the Commission, U.S.
Nuclear Regulatory Commission,
Washington,DC 20555, AUn:Docket

ing andService Branch.Any changes
would be integrated into the final rule,
which is expected to go to the Com
missioners in March 1991. The rule
will take effect six months after the
final FederaiRegister announcement.
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Utah Applies to NRC
for Additional Waste

Disposal Authority
The Stateof Utah has requestedthat
the Nuclear RegulatoryCommission
(NRC) amend the state's agreement
status so that it may undertakeaddi
tional regulatoryauthorityover land
disposal ofradioactive materials in the
state.

In accordance with Section 274 of
theAtomicEnergyActof 1954,which
provided a mechanism for the transfer
al of certain regulatorypowers from
federal to state jurisdiction, the state
would assume regulatory control over
theland dis@ ofradioactive source,
by-product, and special nuclear mate
rials not sufficient to form critical
mass. Ifapproved, Utah will become
the 28th state in the nationto govern
land disposal ofsuch radioactive mate

rials. (Currently, 29 states have an
agreement state relationship with the
NRC.)Presently,thestateofUtahdoes
notplanto assumeauthorityoverura
ium and thorium mills and tailings.

According to the specifications of


