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Title 10—Energy

CHAPTER 1—NUCLEAR REGULATORY
COMMISSION

PART 10-—HUMAN USES CF
BYPRCDUCT MATERIALS

» of the Medical Uses of
Rodiosotopes; Stotement of Gener-

uses of radioisotopes. This NRC policy
statement is intended to inform NRC
licensses, otheér Pederal and State
agencies and the public of the Com¢
mission’'s general intention regarding
the regulation of the medical uses of
radioisotopes. It is expected that
future NRC activities in the medical
area, such as promulgation of new reg-
ulations and development of coopera-
tive relstionships with other Federal
agencies, will follow this statement of
NRC palicy.

EFFECTIVE DATE: February 9, 1975.

ington. D.C. 20555 (Phone: 301-443-
5860). °

SUPPLEMENTAL INFORMATION:
The NRC has developed the following
three part policy statement regarding

nine commenters addressed specific
issues discussed {n the March 17, 1978
Froraar RECISTIR notice. The com-
ments are ciscussed in Section IL
Ceorpies of the comments may be exam-
ined m the NRT Putlic Document
Room at 1717 B Street, N.W., Wash-
ingten. D.C.
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RULES AND REGULATICONS

L StaToxryr or GoNERAL POLICY
policr statement is in-

sonced Lo numm .‘-F.C .icensees, other
Feavral anc Siate agencies and ine
SuBlic of the Commission s generas in
LeNLes regarding the refwation o
the medical uses of radioisotoDes.

It is expecied tnat future NRC acuv-
itles 10 the medical area. such as pro-
mulgation of new regulations and de
velopment of cooperauve relationships
with other Federal agencies, will
follow this statement of NRC pelicy.

Based on past experience and the
comments and advice of the public,
other Federal agencies, the States and
NRC's Advisory Committee on the
Medical Uses of Isotopes, the Commis-
sion has deveioped the following state-
ment of general policy to guide its reg-
ulation of the medical uses of radiciso-
topes: !

L. The NRC will continue to regulate
the medical uses of radioisotopes as

|

licensed by the State, and their sppli-
cable training and experience wers
evalualed in ccosultation with the Ad-
visory Committee on the Medical Uses
of Isotopes. This reguiation has been

combination therecf in any physical or
chemical form or (2) ores which contain by
weight coe-twentieth of one percent (0.05%)
ar more of (1) uranium, (i) thorum or (i)
any combination thereof Source materal
Goes not include special nuciear materal
Special nuciear matemal means (1) plutons-
um, uramium 233, uranium enriched (o tae
sotope 23 or in the sotope 235 or (2) any
matenal artuicially enriched by any of tae
loregoing. but anes not include source mate
ral
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generally orented toward assisiing
guaiified physicians o Qsclarmny
therr responsibilities to patients. How-
ever. regulation by AEC/""RC has z:
gne time Or another encompasse:
fiearly every aspect 0l ihe delivery C:
racsoisotope medical ce.vices to pa-
tients. The broadest regulation oc-
rurved between 1562 and 1975, when
the Food and Drug Administration
(FDLA) exempted from its require-
mentLs new drugs all
radiopharmaceuticals regulated by
AEC. During this period AEC regulat-
ed thie radiation safety of workers and
the general public and the safety and
efficacy of radioactive drugs and de-
vices with respect to patients AEC
regulation included production of the
radicisotope, manufacture of the final
radioactive drug product or device, dis-
tribution, use and disposal of the prod-
ucts. In 1975, the FDA terminated the
exemmption f{or radiopharmaceuticals,
stauung that it would now regulate the
salery and efficacy of radiocacuve
drugs with respect to palients. (As
noted later in this statement. FDA
does not regulate the nhysician’s rou-
tine use of radiocpharmaceuticals ) At
the same time, NRC withdrew from
regulating radicactive drug safety and
eflicmcy, stating that it wouid regulate
the radiation safety of the workers
ang the public The 1976 Medical
Device Amendments to the Food. Drug

material is found in the Atomic
Energy Act of 1954, as amended. For
example, section 81 of that Act autho-
rizes NRC “to issue general or specific
licensies to applicants seeking to use
bysroduct material for * * * medical
therapy * * *.” Section 81 cdirects NRC

e, WO s DOt equipped to chserve or fails to
observe such salety standards to
bealt®: as may be estiblished by the Com-
Dussion or Who uses such materal {n viols-
Uon ¢f law or regulation of the Commission

Commussion regulations, for the
most zart set forth 1n 10 CFR Parts 30
througn 35, wers promulgated to car—
oul the broad reguuatory scheme en-
visaged by secuon El. For exampie,
Pzt 35 establsaes regulstions speciic
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to human uses of byproduct material
FDA's statutory authority (Federal
Food, Drug and Cosmetic Act.” as
amended, 21 T.S.C. 201 e seq.) coes
not diminish NRC's authority. Where
NRC's ana FDA's authorities overlap,
the respective authorities can Se har-
:onized by interagency agreement.

The ceneral ques:ion 1S a queson of
20iicy not auironiy, namely:

To what extent should the protec-
tion of the patient be con:zidered .n
NRC's regulation of the medical use of
byproduct material?

From the standpoint of cuthorily, it
is clear that NRC can regulate the
medical uses of byproduct material to
protect the health and safety of users
of this material, for instance, patients
In licensing the possession and use of
byproduct material NRC estabilshes
limits within which phy=icians exer-
cise professional discretion. From the
standpoint of policy, these lmits
depend upon bow NRC views the po-
tential hazard to the patient’s health
and safety in the uses of the byprod-
uct materal The greater the potential
hazard to a patient from the byprod-
uct material or its use by & physician,
the more NRC may elect to circum-
scribe areas that might otherwise be
regarded as within the discretion of
the physician. -

The first part of NRC's policy state-
ment indicates that NRC will continue
to regulate the medical uses of radioi-
SOtopes as necessary Lo provicde for the
radiation safety of workers and the
geuneral public.? This is the trzditicnal
regulatory function of NRC for al
uses of byproduct, source and special
ouclear material. It Is a reguistory
role that was not questioned by any of
the commenters but, rather, it was
consistently recogniced as a necescary
role o the medical uses of radiuiso-
topes.

NRC's regulation of the radiation
safety of workers and the general
public n the medical uses of radiciso-
‘opes s relinquished by NRC to Agree-
=ent States: does not overiap with
FDA'S acuvities; is in harmony with
reguiation by the Department of
Transportation. Social Security Ad-
munistration and the Joiat Commis-
sion on Accreditation of Hospitals and
dovetalls with Occupational Salety
and Health Administration regulation
ot the work-place {or the use of natu-
rally-occurring and accelerator-pro-
2uced radicactive materials.

The second part of NRC's policy
statement (ndicat.s that NRC will reg-
ulate the mad.ation safety of patients
“here justilied by the risk to patients
and where voluntary standards, or
compliance with these standards are
inadequate. As noted before, NRC has
the authority to regulate the radiation
ialety of patients,

\The term geseral public in this state-
Jent SPecilically exsuces Dasients,

FECERAL RFCITTER,

RULES AND REGULATIONS

The NAS-BEIR ? report discusses
Umiting the exposure of the popula-
tion to medical applications of (onzing
radialion. That report. which (aciudes
all medical uses of ionizing raciation,
shows an average dose rate from
nRdicpharmaceuticals of 1| mrem/vear
and an average cose rate !romn clag-
nOsiic raaicicgy of 72 mrem/year 3
i970.

Tre following quotation is from the
NAS-BEIR report:

12 the foreseeable future, the major con-
tributors to radiation exposure of Lthe popu-
laton will continue to be matural back-
ground with an average whole body dose of
about 100 mrem/year, and medical applica-
tons which now contribule cormparabie ex-
pasures (o various tssues of the body. Meds

mines that there are adequate regula-
tions by other Fedsral or Siate agen-
cies or well adm:nistered professional

patiexnt radiation *xposure.

The third vart ¢ f 2TRC's policy stazes
ment Indicses .gaat NRC il mum-
=uize s Intrusion into medical jucsg-
ments affeciing the patient and %0
other areas traditicpally cozsicdered to
be a part of the practice of mecicme.
The Commussion recognizes that shv-
sicians have the primary responsibility
for the protection of their palients
The Comunission believes that basic
decisions concerning the diagnos:s and
reatment of disease are a part of the
physician-patient relstionss:p a=d are
tragitionally considered to be a part of
the practice of meaicine. NRC regula-
tioris are predicaled on the assumption
that properiy trained and adequateiy
inlormed physicians will make dec-
sions in the bes: interest of their pa-
tients.

'National Academy of Sciences Aatisory
Comauttee on the Biological Elfects of lon-
ng Ragadons (HAS-8ZIR) renort. The
£/fects on Popuiciions a/ Zzposure o Low
Levels of lomuring Rad:aiion Nalional
Acggemy’ of Sciemces—aliomgl Resesroh
Counci, Washiagiea. D.C. (1372}
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The regulations try to find a balance
betweeny adequate controls and avoid-
ance of undue interference in rmedical
Jjudgments. A consequence of too
much regulation could be poorer
heaith care delivery to patients. A con-
sequence of ieaving o physicians the
majenty of the decisions concerm::o
toeir pazients is that the prysic:ans
wll make mistakes. The tightest regn-
lation of physicians' decisions by Fed-
eral, State and professional groups will
not be able to prevent future incidents
in the medizal uses of radioisotopes.

Tre Commission recognizes that
FDA regulates the manufacture and
inlersiate dstribution of drugs, includ-
ing those tral are radioaciive. FDA
also regulates the (nvestigational and
research uses of drugs as well as the
specilic guidance on doses and proce-
dures found in the product labelinrg
However, FDA does not have the au-
thority to restrict the rcutine use of
drugs o procedures (described in the
product labeling) FDA has approved
as safe and effective. Indeed. NRC is
the only Federal Agency that is cur-
rently authorized to regulate the rou-
tine use of radioactive drugs from the
standpoizt of reducing UDNecessary ra-
diation exposu™ to patients.

radiatom risk to patients. Therefore,
NRC will not control peysician's pre-
rogatives on patient seiection. instru-
ment sefection. procedure selection.
drug seieczion and dose level for most
dlagnostic uses of radioisotwopes. For
all therapeutic uses of radioacwive
drugs, anc (o certain dlagnostic uses—
{or sxampie, the use of phosphorus-2
for localization of eye tumors—the
sk to pazients is not low. The nsk of
tiSSue or axgan damage (or even death)
s inherem: n the use of therapeusic
levels of radioactive drugs. NRC will
continle T0 restrict the uses of thera
peutic anxdd certain diagmostic radiocac-
Tve drugs to the ipdicated procedures
that have Deen approved by FDA. The
NRC will not corirel the physicians’
prerogalives on patient selection and
mstrumen selection for therapy pro-
cedures. Decause these procedures are
S0 specialized and patient speciiic.
Congress recently gave FDA authori-
Ly to reguuate medical devices similar
to FDA'S authonty to regulate drugs
tut with additional authonty to re-
stnict the routine use of medical dee
vices as may be necessary to provide
reasonabile assurance of their sajety
and effecziveness. FDA has not yet
had sulffizient time to impiement its
full authonty to regulaie cecical dee
vices coniiining byproduct. source or
vecial nuclear material TesTerore,
NRC wll coniinue o restmict physi-
clan s uses of these med.cal devices,
ol [or dlagmosis and theraoy. o
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those procegures that NAC has d
muned (in consuliation with {ts Adviso-
rv Commitiee on the Medical Uses of
Isotopes) o be safe and effective.

The Commission cdoes not consider
equipment calicration., gualifications
of paramedical personnel or reporung
to NRC musacdministrations of radioac-
tive mazlenal to de exclusively the
practice of medicine or a part of pnysi-
cian-patient relationshups. The Com-
mussion intends to reguiate these areas
of patient radiation saf¢ly where jisti-
fied by the nsk w patients and where
voluntary standsrds, or compliance
with these standards, are inadequate.

IIL Drscrvssion or PreLic CoMMENTS
A. COMMENTS ON TEZ POLICY STATEMENT

One commenter oppesed the use of
the general term ‘“‘radicisotopes” In
the {irst part of the policy statement.
This commenter %as concerned that,
{f taken out of the context of the foot-
note, it could be interpreted to include
naturally occurring and accelerator
produced radioisotopes.

The Commuission believes that the
general term “radiotsotopes” is plain
English and easily recognzed by the
public. It was properiy footnoted (n
the policy statement to include the
more cumbersome but specilic terms
byproduct. source and special nuclear
material and to exciude naturally oc-
curring and accelerator produced ra-
dicactive material

One commenter, in opposition to
NRC's regulation of patient radiation
safety, suggested that NRC Llimit its
role to the radiation safety of the.hos-
pital staff and the general patient
population He believes that patient
dosimetry is a responsibdility of the in-
dividual institution and oot NRC. This
commenter feels that NRC should
first require adequate staffing, includ-
ing & board certified physician or ra-
diopharmacist and a radiaticn safety
officer, and then essentially leave the
institution alone regarding dosimetry,
instrumencation, calibratioa, drug pro-
curement or any other function con-
sidered 1o be the practice of medicine.

NRC does require the licensee w0
staff its operation with a radiation
safety officer and a physician (not
necessarily board certified) trained to
administer radicactive material or ra-
diation to patients. However, the Com-
mission cannot limit its regulatory role
to protecting the hospital staff and
the gezeral patient population and at
the same tuume f{ulfill its congressional
mandate to protect the health and
safety of the public as regards source,
byproduct and special nuclear maten-
al. The patient being treated or diag-
nosed Wwiin radioactive material, as
well as the general public whe may be
exposed o radiation as & result of that
treatment, are al members af the

public to be protected by NRC.
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RULES AND REGULATIONS

Two commenters objected to NRC's
reguiation of patient radiation safety
bheczuse they belizve that NRC aoes
not have the authority LO reguiate pa
tient safety. They note that NRC's en-
abling legislation goes not specifically
mention the radiation safety of pa-
tients. They believe that patient
salety is the reeponsibility of ihe phy-
sician, & responsibility that cannot be
shared. They believe that the Commis-
sion is in error tO equate patients with
the public and to consider patients as
users rather than recipients of radio-
acuve matsrial

As noted {n the analysis of the simi-
lar comment above, the NRC's overrid-
ing congressional mandate is W pro-
tec: the health and safety of the
public. The patient is a member of the
public, notwithstanding the Commuis-
sion’s recognition of physicians’' pruma-
ry responsibility for protection of
their patients. The policy statement
and, inaeed, all of the Commission's
actions in regulating the medical uses

' af radiotsotopes, acknowliedge the sec-

andary but necessary role of NRC o
regulating the radiation safety of pa-
tients. The Commussion also considers
patients to be both users and recipi-
ents of radiocactive material. Eowever,
the distinction between receipt and
use of radicactive materials s not
meaningful in this case because NRC
regulates, among other things, receips,
possession. use and transfer of byprod-
uct, source and special nuclear materi-
al in protecting the health and safely
of the public.

B. COMMENTS ON SPECIFIC ISSUTLS

There were six comments on the
question of reporting misadministra-
tions of radioactive material Three
commenters oppased any misadminis-
tration reporting and three com-
menters offered suggestions on how
they should be reported. All of the
comments will be considered in dealing
with NRC's newly proposed misadmin-
istration reporting requirement that
was published in the PEDERAL REGISTER
for public comment on July 7, 1973 (43
FR 29297).

There were six comments on the spe-
cific issue of paramedical training.
Three commenters believe that it is
unnecessary {or NRC to become in-
volved in paramedical training because
several organizations are already pro-
viding or developing minimum stand-
ards, guidelines or certification. One
commenter believed that NRC should
be involved in this area because the
technologist, not the physician does
most of the work with radioisotopes.
Two commenters delieve that radiclog-
ical physicists should be separated out
{rom other paramedical personuiel and
one of these ccmurenters olfered a
definition of radiolcgical physicist.

As moted in the proposed policy
staterment, NRC is studring the vor
lous allied health -certification pro-
graxms currently in effect or being
dralte by other Federal, State and
professional groups. If the coverage
proviaed by these Drograms is not ade-
quate 10 protect the patient {rom un-
necessary radiation exposure, NRC
will work with these croups to develop
a new NRC proposed rule for the
training of allied health personnel.

There were f{ive comments on the
specific subject of nuclear pharmacies

workimg in a hospital setting and those
worki=mg in a retail environment (com-
mercial nuclear pharmacy). This com-
menter also noted the compiexity of
the problem of definition when the
pospital based radicpharmacy pro-
vides r=diopkarmaceuticals to other
hospitals and practitioners (n its area.

As moted in the proposed policy
statemeent, the NRC will defer tc the
Food and Drug Administration (FDA)
regarding a determunation of those ac-
uvities of nuciear pharmacies that will
be comsidered manufacture and those
activities that will be considered the
ordinasy practice of pharmacy (com-
poundimg and dispensing).

Four commenters objected to NRC's
licensimig nuclear pharmacies to dis-
tribute only those products that they
have prepared from FDA-approved
radiopsarmaceuticals or reagent kits.
One commenter cited the practice of
nucliearr pharmacies supplying radio-
chemieals to researchers who use
them on humans under their own
FDA ""Notice of Claimed Investigation-
4l Exemmption for a New Drug™ (IND).
One commenter noted that FDA per-
mits nuiciear pharmacies to operate {n
the almsence of a {inal determination of
their wtatus, providing they meet all
State and local pharmaceutical regula-
tions. The two other commenters
characterized the NRC's restrictions
on the distribution of
radicpiharmaceuticals by nuclear phar-
macies: as an unwarranted intrusion
into thie practice of pharmacy which is
regulated by the States.

NRC licenses nuclear pharmacies to
distribrute radioactive drugs that have
been approved by FDA. This includes
radioa:ctive drugs subject to an FDA-
approved “New Drug Application™
(NDA), or “Notice of Claimec Investi-
gatiomal Exemption for a New Drug”

(IND . NRC relies on FDA approval of
radicawctive drugs because NRC has

not regulated the safety and effective-
ness ©. radioactive drugs since 1975.
Also. there are not many Siates that
are eguipped to regulate radicacine
drug sasfety and eifectiveness.

Dated a3t Vrazhingion, D.C. this 1st

day ¢f February 1979.
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For the Nuclear Regulato.y
mission.
Sastom J. CHitk
Secretc=y of the Commissu

(FR Doc. T9~4i43 I'led 2-8-75: 345
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NUCLEAR REGULATORY
COMMISSION

ADVISORY COMMITTEE ON THE MEDICAL
USES OF ISOTCPES

Neminations For New Members

The Nuclear Regulatory Commission
(NRC) is anticipating three vacancies
on its Advisory Committee on the

problems or questions that arise in li-
censing the use of radicactive material
for human diagnosis and therapy.
Duties and responsibilities include
evaluating the training ard experience
requirements for physicians who re-
quest authorization to use radiocactive
materials for medical purposes:; provid-
and

and evaluating certain nonroutine uses
of radicactive materials for human di-
agnosis and therapy. Additional de-
tails regarding the duties and fune-
tions of the committee and its mem-
bers can be obtained by telephoning
&m C. Vacca at (301) 427-
The eight member ACMUI consists

with a background in Radiology, two
Physician specialists in Nuclear Medi-
Cine with a background in Internal
Medicine, and a specialist in Medical
Physics. It is intended that this hal-
ance of medical specialists remain con-
stant.

in Accordance with established pro-
cecures, the three commiitee members
with the greatest length of service will
%e retired, creating vacancies for two
Specialists in Nuclear Medicine who
have backgrounds in Radiclogy and
Spec.alist in Nuclear Medicine who has
2 tackground in Internal Medicine.

Nominations must inciude a resume
describing the educational and profes-
Sional quallfications of the nominee
and his or her current address. Candi-
dates must be U.S. citizens and be able
o devote approximately 150 hours per
year to committee business.

All qualified nomipses will receive
{ull consideration. Appointments are
{or four year terms. Compensation for
Services of the members is provided in
sccordance with government policies.

. Nominations received by March 15,
‘379 21l) pe consicered for the forth-
foming vacancies. Nominations re-
“tived after that date will be consid-

NOTICES

ered for future vacancies as they de-

velop. Nominations should be sent .0

the:

Secretary of the Commission. ATTN: Advi-
sory Committee Management, Officer. Nu-

clear Regulatory Commussion. ‘Washing-
ton, D.C. 205355.

Dated at Washington, D.C. this 7th
day of February 19879.

For the Nuclear Regulatory Com-
mission. :

Jomw C. Horix,
Advisory Committee
Management Officer.
CFR Doc. 79-4590 Plled 2-12-79; 45 am)
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