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BUMMARY . The Nuclewr Kegulatory
Commission (NRC) has the fellowing
policy statemment regarding NRCs
future role In regulating the medica)
uses of radiobsotopes This NRC policy
salement W Inlended W Inforn NRC
UHornaees  other Pedern) and Buate
agencies and Lthe pubdlic of the Com.
mission s geners) Intention regurding
ihe regulation of the medica) uses of
mdiosolopes It b expected tha'
fuiere NRC sctivities B the medien
res, JUCh a2 promulgation of new reg-
Wiations and development ef voopers.
Use relationaiiie with other Federal
Sgenches. will follow this statement of
NRC policy
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SUPPLEMENTAL INFOPMATION
The NRC has developed the follosing
three part policy stafement  esgarding
NRC's future role In regulating Lhe
medical wes of radiosolopes On
Marets 17, 1878, the three pant policy
slatement sas published in the Proga-
AL Recusres (43 FR 11208) tor publie
comment Coples of the policy state:
menl pere 9! Lo ali NRC medical b
censees, the States and 23 professional
societies. Federsl agencles. and indi
viduals The comment period expired
May 16 1978 Tweni) (w0 comments
sere received Nine commenters In
vored all Lhree paru of the policy
statement, fowr commenters opposed
one part of the policy statement and
nine commenters sddressed specifie
surs discussed In the Mareh 17, 1978
Frotaal Recisvem notice The com:
ments are discussed o Section 11
Copies of the comments may be exam-
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1 Stareweyt or Gruenad Policy

T™his NRC policy s'atement B8 o
tended W Inform NRC licersees, other
Federa) and Siale agencies and the
public of the Commission’s genersl in-
tention regarding the regulation of
the medical uses of radicisotopes.

1 Is expectied that future NRC activ-
fties in the medical srea, such as pro-
mulgation of new regulations and de
selepment of cooperative relationships
sith other Federal agencies, sill
foliow this statement of NRC policy

Based on past experience and the
comurents and sdvize of the public,
othet Federal agencies, the Siates, and
NRCs Atvtspry Committee on the
Medica) Uses of 1sot “pes. the Commis
sion has dovel.ped the following slale
went of genieral palcy W guide its reg:
ulation of the medical uses of radione
topes '

1 The NRC will conlinue to regulate
the medical uses of radioisolopes &8
necessary 1o provide for the radiation
safety of woikers and Lthe grneral
pudlic.

2 The NRC sill reguiate the ndi
ation safety of patients where Justified
by the risk W patienis and shere val
uniary standards. or compliance wilb
these standards aze (nadequate.

3. The NRC sill minimize Intrusion
inte medical Judyments alfeciing pa
tients and Into other arcas traditional
Iy considered Lo be & part of the pras
tice of wedicine
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PARC Liernses radiosotlopes In (heee cale
gories by product sourne and special nutle
a7 mwaterial The NRO does nol reguisie nals
urally occwrming of sccelerstor produced re
diclsotopes The Lerm byproduct matenal
meary any rediosctive material (exsept spe
el pucleas material! ylelded 1o ur made e
diosctive By exposure o e radation o
denl W the process of produring or uilieiong
special puclewr material The Wers souree
o le el meane (1) wrandum, thorium o any
combination thereof I any physical or
ehemical form or (3) ores which contain by
seight one twentieth of ene pereent (0 05%)
o more of (1) uranium, (U thorius o (W)
any combinalion thereo! Scurce metenal
does not Inciude special puclens malertal
Special nuclear matenal means (1) plutond
um ureniwe 335 uranium ensichied i the
Gotope 333 or tn the botope 133 or (3 any
matens! wtificially enviched by any of the
:;'Luow Dut does not Include source rmale
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The NRC and i predecessor Lthe
Alomic Energy Commission have regu-
lated the medica) uses of radiolsotlopes
since 1948 AEC recognized that physs
clans have the primary resporsidility
for the protection of thelr pat
and designed s reguistions accor .
Iy The physiclans sere requized o be
licensed By the State, and thelr apph-
cable training and experience were
evaluated in consultation with the Ad
visory Commitiee on the Medica) Uses
of Isctopes. This regulation has been
generally oriented toward assiviing
qualified physicians in discharging
Lheir responsibililies to patients How-
ever, regulation by AEC/NRC has ot
one time or anciher encompassed
rearly erery aspect of the delivery of
rdioisotope medical senices 10 P8
tients. The broadest tegulation oc-
cutred betueen 1962 and 1678, wheo
the Food and Drug Adminisiratien
(FDA) eaxempied [rom | regquire
ments for new drugs
mdiopharmaceuticals  regulated by
AEC [ruring this period AEC regidat
ed the radiation safeiy of workers and
the general pudlic and the safets and
efficacy of radioactive drugs and de
vices With respeet 1o patients. AEC
regulation Included production of the
radicsotope, manufscture of the final
radioactive drug product or device, dis-
tribution use and disposal of ihe prod-
ucls In 1978 the FDA tenninated the
exernption for radiopharmsceuticals
Mating that it would now regulate the
tafety and elficacy of rad ocacuve
drugr with respect to patienia. (A
noted Jater in this statement, FDA
does 1ot regulate the physcian’s rou-
tine use of rac.opharmaceuticals) At
the same time, NRC sithdsew from
regulating radicactive drug safety wnd
elficacy, stating that it sould regulate
the radiation safety of the so'kers
and the public. The 1976 Medca!
Desice Assendments 1o the Food Drug
and Cosmetic Act extended FDA'S aw
thority over medice! devices {including
devices conialn'ng radioactive maters
als) 1o & say similar (e I suthorily
over drugs

NRC's suthority Lo regulate domes
tically Uve medical uses of byproduct
malerial & found in the Alomk
Energy Act of 1054, as amended For
example, section Bl of that Act authe
rizes NRC "o asue general or apecific
licenses te applicants secking 10 use
byureduct material for * * ¢ medieal
therapy * * *." Section 8] direcis NRC

November 30, 1988



o T e sy v

vices &% may be necesary W0 provide
ressanable auurasce of thel salely
and effectiversss FDA Las not pet
Bad gctlicient tirme W impleirent 1w
ol suthority o reguiste medical de
vices contain'ng byprofust, source or
#pec Al nutiear waterial Therelore,
NRC w01 eontinue 0 resirict physl
Clans uses of these med o) deiicen
bolh for dlagnosls and thenpy,
those procedures that NRC has deter:
mined (in consuliation sith Ity Adviao
ry Commitiee on the Medical Uses ¢f
Isotopes) Lo be sale and effective

The Comynission does nol consider
equipment calibration, quslifications
of paramedical personnel or reporting
o NRC missaministratiora of radiose.
tive material W be exclushely the
practice of medicing nr & part of physh
clan patient relationships. The Com-
misalon ntends 1o egulate these aread
of patient radiatior safetly w here Just
fied by the risk Lo pstients and shere
voluntary standards. or compliance
siih these standards are nadegusie.

HI Discrasion or Pusiic CoNmewrg
A COMMINTS ON THE POLICY STATEMENT

One commenter opposed the use of
the general lerm nadicisolopes” In
the first part of Lhe policy statement
This commenter sas concerned that,
i {aken out of the context of the foot-
note, it could be interpreted L0 Inciude
naturally occurring and acceierator
produced redioisol opes

The Comumission believes that the

eneral term “readicisotlopes” 8 plain

nglish and exslly recognized by the
public It was properiy fooinoted In
the policy statement 0 Inciude the
mure cumbersame bul specific terms
byproduct source and special nuclear
majerial and W exclude naturslly oo
curring and acrelerslor produced re.
diocactive material

One commenter, In opposition W
NRC reguiation of patlenl radistion
salety suggesied that NRC limit 1w
role Lo the radiation safety of the hos-
pital staft and the genersl patient
population He believes that patient
dosimetry s & responsibility of the In
dividual institution and not NRC This
commenter feels that NRC should
first reguire adeguate siaffing. includ
Ing & board certified physician or
diopharmacist and & radiation safety
officer, and then essentially leave the
tnstitution slone regarding dosimelry,
frsirumentation, calibration drug pro-
curement or any other funstion cou-
sidered W be the practice ef medicine.

NRT Arse require (he licensee L0
SIall s operation with s radistion
safety officer and & physiclan (not
necesaartly board certified) tralned to
sdminisier radioactive material of
fiation 1o patients However, the Com-
misslon cannot it Its regulatory role
to protecting the hospital staff and
Lthe general patient population and at
the same time fullill fa congressional
mandate to protect the health and
safetly of the public a8 regards source,
byproduct and special nuclear matert.
&l The patient being trealed or diag:
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nosed wilh radicactive material, &
well 83 the goteral pubilic who may be
exponed Lo radistion &t & result of that
Lregiment, are all members of the
public W be proteci-d by NRC.

Two commenters objecied 1o NRC
regulation of patient radiation safety
because they believe thal NRC does
not have the authorily Lo regulale pa.
tient safely They note (hal NRC's en:
atling legitlation does not tpecifically
mention the radiation safely of ps-
tienls. They believe that patient
safety ls the responaibility of the phy-
sician, & responsibility that cannol be
shiared They believe that the Commis
slon is in errof Lo equate patients with
the public and to consider patients ad
users rather than reciplents of radio
sctive material

As noted In the analysis of the siml
a1 comment abose, the NRCs pierrid-
(g congressional mandale 8 (o 'pro-
tect the health and salety of (he
public. The patient &4 & member of Lhe
publie, noiwithsianding the Commis
slon's recognition of physicihns’ prima
ry respornsibiity for protection of
thelr patients The policy siatermnent
and, Indeed, all of the Commission's
sctions tn regulating the medical uses
of radiolsotopes. acknon ledge Lthe sec-
windary but necessary role of NRC In
reguisiing the radiation safely of pa-
tienita. The Coummisy also considen

patienta W be both and recipt
enty of radioactive v I However,
the distinction beis receipt and

use of mdicartive materials B not
meaningful o this case because NRC
regulates, among other things receipt,
posaession. use and transfer of Lyprod:
uet. source and special nuclear metent
&l in protecting the health and salely
ol the public

D CONMMENTS ON SPECIFIC 1SSURS

There sere &la camments on the
guestion of reporting misadminisire
tions of radicactive material Three
commentern opposed any miadming
tratiof  feporting and theee com:
mentery offered suggestions on how
they should be reporied Al of he
comments s il be considered in dealing
with NRCs newly propased misadmin
stracion reporting regu'rement that
was published in the Fron... Rucisron
for publit comment on July 7, 1978 (43
PR 29207).

There were g comments on the spe
cifie fssue of pwramedical (raining.
Three commeniers believe thal it b
unnecessary for NRC w0 become W6
volved in parsmedioal training because
severs] organizations are already pro
viding or developing minimum siangd
ards guidelines or certification One
commenter believed that NRC should
Be (nvolved In thid ares because Lhe
technologist, not the physiclan does
most of the sork with radiolsotopes.
T commenters believe that radiciog
feal physicisis should be separated out
from olher paramedical persannel and
:re of these commeniers offered &
definttion of radiological physieist.
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As netrd In U priraed poliey
statement, NRC 15 3 0Aing the «ar-
fous sHied health toriiliestion pro-
grars cursently In #llect or bring
drafied by other Fedoral Siate and
professional groups If the coierage
providea by these programs Is not ade.
Quate 1o proiecet the patient from un
necessary tadistion typosure, NRC
sill sork slih these groups (o deavlop
8 nes NRC proposed rule for the
training of allicd health personnel

Thetre wore flie tomments on the
specific subject of nuclear pharmacies
tradiopharmacies)

One commenier urged NRC 1o dis
tinguish  between radiopharmacicly
working in 8 hospital setting and (hose
sorking In s retall environuent (com
mercial nuclear pharimacy) This com-
menter slso noted the ecomplexity of
the problem of definition shen the
hospita) based radiopharmacy pro-
vides radicpharmaceuticals o other
hospitals and practitioners In Iy ares

As noted In the proposed policy
statement, the NRC wiil defer 1o the,
Food and Drug Adminstration (FDA)
regarding o determination of those sc-
tivities @ nuciear pharmacies that will
be considered manulacture and those
activities that will be romsidered the
ordinary pracilce of pharmacy (com-
pounding and dupensing).

Four comimeniers objecied o NRC
licensing nuciesr pharmaries W dis
tribute only those produsts Lhat Lthey
have prepared from FDA approved
radiopharmaceyiicals or reagent kits
One commenier cited the piractice of
nuclear pharmacies supplying rndio
chemizals o researchers sho  use
them on humsns under their osn
FDA Notice af Clalmed Investigation.
al Faemption for ¢ Nex Drug «INIh
One commenier noted that YDA per-
mits nutiear prarmacies 1o operpte (0
the absence of 8 final drrermination of
thelr siatus providing they meet all
Biate and Jotal pharmaceutival regu's
tons The twe ether com “eniery
characierized the NRCu restrictions
on the distridution of
isdippharmaceuticals by nutlear phar.
macies 88 an unsarranied Intrusion
Into the practice of pharmady shich
regulsted by the States

NRC lLicenses nuciear pharmacies to
disiribute radioactive drugs thal have
been approved by FDA This includes
radioactive drugs subject Lo an FDA
approved “New Drug Applisation”
INDA}, or "Notice of Claimed Invests
gational Exemption for & Nes Drug”
(IND) KRC relies on FDA approval of
radioactive drugy becuiise NRC s
not regulated the safety and effccine
ness of radivacihve drugs since 1973
Also, there are not marng States that
are equipped 1o reguiate madicactive
drug salely and elfecineness

Dated af Wasking'on, DC this ist
day of February 1578
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