UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON D.C. 20555

June 6, 1979

OFFICE OF THE
CHAIRMAN

The Honorable Mike Synmar
United States House of Representatives
Washington, D.C. 20510

Dear Congressman Synar:

This letter responds to your April 11, 1979 inquiry to Mr. Carlton
Kammerer, which included a letter from your constituent, Rodney D. Ice,
Ph.D, regarding the impact of the Nuclear Regulatory Commission's (NRC)
regulations on the practice of pharmacy. We appreciate this opportunity
to explain NRC's role in the regulation of nuclear pharmacies.

NRC has legislative authority to license and regulate all aspects of the
possession and use of byproduct (i.e., reactor-produced) materials,
including radiopharmaceuticals, in order to protect health and minimize
danger to life or property. The Food and Drug Administration (FDA) has
legislative authority to regulate the manufacture, sale and distribution
of drugs, including radiopharmaceuticals, in order to provide reasonable
assurance of safety and effectiveness. In the case of radicactive
drugs, both FDA and NRC have regulatory responsibilities.

In 1975 FDA terminated an existing exemption for those radiopharmaceu-
ticals previously regulated by the Atomic Energy Commission (AEC). At
that time, AEC withdrew from regulation of the safety and effectiveness
of radiopharmaceuticals with respect to the patient in order to prevent
dual regulation. Since then, NRC medical licensees have been authorized
to receive only FDA-approved radiopharmaceuticals. In the context of
this letter, the phrase "FDA-approved" refers to FDA's approval of a
"New Drug Application" (NDA) or FDA's acceptance of a "Notice of Claimed
Investigational Exemption for a New Drug" (IND).

NRC has issued licenses to nuclear pharmacies authorizing them to
provide FDA-approved radioactive drugs to NRC and Agreement State
medical licensees. Basically, NRC's regulations have very little effect
on State control of the practice of pnarmacy. NRC will not license a
nuclear pharmacy unless it has already been licensed by the State for
the practice of pharmacy. It should be noted that the primary con-
sideration of the State is whether pharmacy personnel have adequate
training and experience to compound drugs. The state generally does not
consider the same issues as does NRC (i.e., radiation safety).
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The Honorable Mike Synar -2-

NRC will license a nuclear pharmacy to prepare and distribute only those
radiopharmaceuticals tnat have been approved or accepted by FDA. In

most instances, the nuclear pharmacy purchases FPA-approved radiopharma-
ceuticals or FDA-approved radionuclide generators and reagent kits, and

then prepares individual patient doses that are ready for injection or

oral administration. Less frequently, the nuclear pharmacy may obtain
FDA-approval for its own preparations or it may prepare radiopharmaceuticals
fo;dindividual physicians who have obtained FDA-approval for their own
products.

FDA will approve a radiopharmaceutical for routine use (i.e., approve an
NDA) if the sponsor meets quality control standards and the sponsor has
demonstrated substantial evidence of safety and effectiveness of a
radiopharmaceutical. When the safety and effectiveness of a radiopharma-
ceutical have not been established, FDA will accept the radicactive drug

for investigational use (i.e., accept an IND) if the sponsor has established
certain criteria for safeguarding patients.

FDA approval of products distributed by nuclear pharmacies has always
been a condition of the pharmacy's NRC license. NRC has recently
published a statement of general policy on the medical use of isotopes
(copy enclosed) which is consistent with this regulatory approach to
nuclear pharmacies. The second part of the statement reads:

The NRC will regulate the radiation safet; ur patients where
Justified by the risk to patients and where voluntary standards, cor
compliance with these standards, are inadequate.

In summary, we do not believe that NRC's regulation of the nuclear
portion of a State-approved pharmacy is too restrictive. Nuclear
pharmacies may distribute FDA-approved radioactive drugs. We do not
believe that it would be in the best interest of public health and
safety to authorize nuclear pharmacies to distribute radiocactive drugs
that have not beer approved or accepted by FDA because FDA is the
Federal agency responsible for drug safety and effectiveness.

I trust that I have answered your inquiry. If you have further questions
please contact me again or <all Mr, Vandy L. Miller, Chief of the

License Management Branch, Office of Nuclear Material Safety and Safeguards,
at (301) 427-4232.

(Sincerely.

\

X L \he e P,

~_Joseph M. Hendrie

Enclosure: 44 FR 8242
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CHAPTER |—NUCLEAR REGULATORY
COMMISSION

PART 10—HUMAN USES CF
BYPRODUCT MATERIALS

Reguiation of the Medical Usas of
Redicisotopes; Statement of Gener-
al Policy

AGENCY: Nuclear Regulatory Com-
mission.

ACTION: Pinal Pollcy Statemen:

SUMMARY: The Nuclear Regulatory
Commuission (NRC) has the following
policy statement regarding NRC's
future role in regulating the medical
uses of radicisotopes. This NRC policy
statement is Intended to inform NRC
lUcensees, other Federal and State
agencies and the public of the Com

viduals. The comment period expired
May 16, 1978 Twenty-two comments

ments are discussed in Section IL
Copies of the comments may be exam.
ned in the NRT Publc Documen:
Rooms at 1717 E Street, N.W. Wash.
ington, D.C.

RULES AND REGULATIONS

L Staroxroyr or GENTRAL POLICY

Thia NRC polizr statement & In-
Whoed W nsurm NRC ocensees, other
Feawral anc Siale agencies and ‘:ne
Tusuc of the Co=ission 5 gepela ;.".l-
wnuon regarding the regulalion 0O
e medical uses of rsdioiscloDes.

It is expecied tnat future NRC activ-
iJes in the medical area. such as pro-
Sulgation of new regulations and de-
velopment of cooperative reiationships
"ith  other agencies, will
follow this statement of NRC policy.

Based on past experience and the

opes: '

L. The NRC will continue to regulate
the medical uses of radioisotopes as
Decessary to provide for the radiation
safety of workers and the general
public.

into medical judgments affecting pa-
tUents and into other areas traditional-
Iy considered to be a part of the prac-
Cece of medicine.

ly. The p were required to be
lcensed by the State, and their appli-
cable training and experience were
eraluated in consultation with the Ad-
visory

combimation thereof, In any physical or
chemucal form or (2) ores which contain by
weghl one-twentieth of one percent (0.05%)
or more of (1) urantum, (4) thorium or (i)

isccope 223 or W the isctope 235 or (2) any
maleral antilically enrichec by a=y of tne
{oregoing. but does not include source mate
L

generally oriented toward assisung
gualified physictans :n discharging
thelr responsibiiities to patients. How-
ever, regulation by AEC/NRC has 2
one time oOr another encompassec
nearly every aspect of the delivery o
racioisotope medical services to Da-
tients. The broadest regulation oc-
curred between 1962 and 1975, when

Pussion or Who uses such material in viola-
ton of law or requlation of the Commission
Oor In a manner other than as disclosed in
the applcalion therefor or approved by the
Commuission.

Commission regulations. for the
most art set forth in 10 CFR Parts 30
througn 35, were promulgated to carsy
Oul the broad regu.atory scneme en-
Visaged Dy secucn E1l. For example,
Part 35 estabiines regulations specilic
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to human uses of byproduct material.
FDA's statutory authoriiy (Pederal
Food. Drug and Cosmetic Act, as
amended, 21 N.S.C. 301 ¢f seq.) coes
not diminish ~RC's authority. Where
NRC's and FDA's authorities overiap,
tiie respecuve authorities can be nar-
monuzed Dy interagency agreement.

The ceneral ques:iion 18 a question of
Poiicy not suthonmiy, name.y:

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

From the standpoint of gulhority, 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 establishes
Umits within which phys=icians exer-
cise professional discretion. From the
standpoint of policy, these lmits
depend upon how NRC views the po-
tential hazard to the patient's health
and safety (n the uses of the byprod-
uct material The greater the potential
hazard to a patient from the byprod-
uct material or its use by 2 physician,
the more NRC may elect to circum-
scribe areas that might otherwise be
regarded as within the d.uaetxon of
the physictan,

The first part of N’RC‘s policy state-
ment indicates that NRC will continue
1o regulate the medical uses of radioi-
S0lopes as Decessary o provide for the
radiation safety of workers and the
general public.? This {s the traditional
regulatory function of NRC for ail
uses of byproduct, source and special
nuclear material. It is a reguiatory
roie that was not questioned by any of
the commenters but, rather, it was
consistently recognizad as a necessary
role in the medical uses of radiciso-
topes.

NRC's regulation of the radiation
safety of workers and the general
puniic in the medical uses of radioiso-
lopes 15 relizguished by NRC o Agree-
=ent States: apes not overlap with
FDA's activities; is in harmony with
rogulation by the Department of
Transportation, Social Securnity Ad-
minisiration and the Joint Commis-
sion on Accreditation of Hospital= ana
dovetails with Occupational Salety
and Health Administration regulation
ot the work-place for the use of natu-
raly-occurring and accelerator-pro-
duced radicactive materials,

The second part of NRC's policy
statement indicates that NRC will reg-
ulate the radiation safery of patients
where justilled by the risk to patients
and where voluntary standards, or
compliance with these standards are
nadequate. As roted before, NRC has
the authority to regulate the radlation

alety of patients.

*The term gezermal pubdlic In tXis state-
Nt SPeCUICA) extiuces patients
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The NAS-BEIR?' report discusses
Umiting the exposure of the popula-
tion toc medical applications ¢! ionizng
radiation. That report, which inciudes
all medical uses of ionizing ragiation,
shoaws an average dose ra.c (rom
ragiopharmaceutcals of | mrem  year
and an average dose rate Irom alag-
nostic raqiciogy of 72 curem/year 1
1§70,

Tre following quotarion is {rom the
NAS-EZIR report

tons which now contiribule cormparadie ex-
posures Lo VArious tissues of the body. Med)-
cal exposures are not under control or guid-

‘I'he..mrdpmox.mc"s policy stale-
ment {ndicates that NRC will mimi-
Tize its intrusion into medical judg-
ments affeciing the patient and in:o
other areas traditionally consicdered to
be a part of the practice of mecicz:e.
The Commussion recognizes that phyr-
sicians have the primaly responsibility
for the protection of their patients
The Commission believes that basic
decisions concerning the clagnosis and
Teaiment of disease are a paJt of the
shysician-patient relationst:p and are
tracgitionally consider=ad to be a part of
the practice of meaizine. NRC regula-
tiods are predicaled on the assumplion
that properiy trained and adequate!y
nlormed physicians will make dec-
sions in the best interes: of thelr pa-
tents.

National Academy of Sclences Advisory
Comamutiee on the Biological Elfects of lon-
Zng Raclations (HIAS-BEIR) report. The
Effects on Popu.clions of zoposure o Low
Levels of Jomzng Radiation. Nalwonal
Academy’ of Scignres—Naliomal Research
Council Washungron. D.C. (1372
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The regulations try to find a balance
between adequate controls and avoid-
ance of undue interierence in medical
ludgments. A consequence of too
much regulation could be poorer
health care delivery to patients. A con-
sequence of leaving to physicians the
majority of the decmions concerming
tSeir patients is t(hat the prysicians |
wil make mistakes. The tightest rego-
lation of physicians’ decisions by Fed-
eral, State and professional groups will
not be able to prevent future incidents
in the medical uses of radioisotopes.

The Commission recognizes that
FDA regulates the manufacture and
intersiate distribution of drugs, includ-
ing those that are radioactive. FDA
also regulates the Investigational and
research uses of drugs as well as the

s
|
i

product labeling) FDA has approved
as rafe and effective. Indeed, NRC is
the only Federal Agency that is cur-
rently au'horized w regulate the rou-
tine use 3! radicactive drugs from the

in most cases, clearly an area of low
radiation risk to patierts Therefore,
NRC wll not control pysician's pre-
rogatives on palient seissction, inswru-
ment selection., procedure selection.
drug seiection and dose level for most
dlagnostc uses of radicisolopes. For
all therapeutic uses of radicactive

rsk Lo patients is not low. The risx of
tissue Or organ damage (ar even death)
s Inherent It the use of therapewusic
levels of racdioactive drugs NRBC =l
coptinle to restnict the uses of theras
peutic and certain diagmostic radioac-
Gve drugs to the ndicated procecures
thar have been approved by FDA. The
NRC will pot cuntrol the shysiccans’
prerogatives on patlenr selection and

S0 specialized and palient specific.
Congress recently zave FDA authort-
ty to regulace medical devices simijar
to FDA's authority to regulate drugs.
but with additional suthonty to re-
sirict the routine use of medical de-
vices as may be necesTuary o provide
reasonable assurance @ their salety
and effecitveness. FDA has not vet
had sulfic‘ent time o implement its
full authority to regulate mecical de-
vices containing byproduct, source or
fpecial nuciear rmaterial Thersrore.
NRC wil continue to resinct physi-
cian's uses of these mec.zal devices.
soib lor <lagmosis and therany. 10
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those srocecurss *nat NRC ..;s geter-
mined (1n consuitalion ¥tk (%5 ASViSO-
ry Committee sn he Mec.ca. Uses of
Isotopes) to De safe ana eflecuive,

The Commussion does not consicer
equipment caupration, gualifications
of paramedica. personzel or reporuing
to NRC musadmunistrations of radicac-
tive matenal 0 be exciusively the
practice of medicipe or a part of paysi-
clan-patient relazionshups. The Com-
mussion ntends to regulale these areas
of patient radiation safety where justi-
fied by the risk to patienis and where

A. COMMENTS OY THE POLICY STATIMENT

Cne commenter oppased the use of
the genmeral (erm “radiosotopes” in
the first part of the policy statement
This commenter w=as concerned that,
if taken out of the context of the foot-
note, it could be (nierpreted to include
naturally occurring and acceieraior
produced radisisotopes.

The Commussion believes that the
general term “radiowsctopes”™ is plain
English and easily recognzed by the
puslic. It was properly footnoted in
the policy statement to include the
more cumbersome but specific terms
byprocuct, source and special nuclear
material and 0 exclude maturally oc-

One commenter, in opposition to
NRC's regulation of patient radiation
safety, suggested that NRC lmit its
role to the radiation safety of the. hos-
pital staff anc the general patient
population. He believes that patient
dosimetry is a responsihility of the In-
dividual tnstitution and not NRC. This
commenter feeis that NRC shoulsd
{irst require adequate staffing inclug
ing a board certified phymcian or -
dicpharmacist and a radiation safety
officer, and then essentially leave the
institution alone regarcing dosimertry,
instrumenctation, calibration, drug pro-
curement or any other function con-
sidered to be the practice af medicine.

NRC does require the licensee o
staff itz operation with a radiation
safety officer and a physician (not
necessarily board certified) trained to
administer radioactive marerial or ra-
diation to patients. However, the Com-
mission cannot limit its regulatory role
to protecting the hospital staff and
the general patient population and at
the same time {ulfill {ts congressicnal
mandate to protect the health and
safety of the public as regards source,
byproduct l..'xc special nuciear materi-
al The patien: being treated or diag-
nosed with radicaciive matenal as
we.l a5 the genera. public Tho may be
exscsed L0 raciation as a resuit of that
treat=ment, are '..;. membders of e
public 10 be protected by NRC. )

RULES AND REGULATIONS

T=0 commenters objected to NRC's
reciuation of patient radiation safety
because they bdelisve that NRC aoes
not have the authornty Lo regulate Da-
tient safety. They note that NRC's en-
ablng legisiation aoes not specifically
mention the radiation safety of pa-
tients. They believe that patient
safety is the reeponsibility of the phy-
sician, a responsibility that cannot be
shared They believe that the Commis-
sion s in error o equate patients with
the public and to consider patients as
users rather than recipients of radio-
active material

As noted tn the analysis of the simi-
lar comment above, the NRC's overrid-
ing congressional mandate Is o pro-
tect the health and safety of the
puslic. The patient is a member of the
public, notwithstanding the Commus-
sion’s recognition of physicians’ prima-
ry responsibility for protection of
their patients. The policy statement
and, indeed, all of the Commuission's
actions in regulating the medical uses
of radioisotopes. acknowledge the sec-
andary but necessary roie of NRC mn
regulating the radiation safety of pa-
tients. The Comrussion also consicers
patients to be both users and recipi-
ents of radicactive material. Eowever,
the distinction between receipt 2:d
use of radicactive materials is oot
meaningful tn this case because NRC
regulates, among other things, recept,
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 SPECIFVIC ISSUXS

There were six comments on the
question of reporting misadministra.
tions of raaicactive material Three
commerters opposed any misadminis-
tratdon reporting and three com-
menters offersd suggestions on how
they should be reported. All of the
comments will be considered in dealing
with NRC's newly proposed misadmin-
tstration reporting requirement that
was published (n the ProrraL REGISTIR
for public comment on July 7, 1978 (43
FR 29297).

There were six comments on the spe-
cific issue of paramedical training.
Three commenters believe that it is
unnecessary for NRC to become in-
voived 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 invoived in this area because the
technoleogist, not the physician, does
most of the work with '1.dxoxso'o“es
T%0 commernters Yelfeve that radiols
ical physicists should de separated cut
{ro= other paramedical personiiel and
one of these comumenters c:ferﬂ' &
definition of radiological physicist

As noted in the proposed pelicy
statement, NRC .5 stcdving the var
ious allied health certification pro-
grams currently in effect or being
dralted by other Federal, State anc
professional groups. lf the coverage
sroviced DY thiese programs is not ade-
Qquate Lo protect the patient from un-
necessary radiation exposure, NRC
Wil work with these groups to develop
a new NRC proposed rule for the
training of allied health personnel.

There were {ive comments on the
specilic subject of nuclear pharmacies
(radiopnarmacies).

One commenter urged NRC to dis-
tinguish between radiopharmacists
working in a hospital setting and those
weorking in a retall environment (com-
mercial nuclear pharmacy). This com-
menter also noted the compiexity of
the problem of definition when the
bospital based radiopharmacy pro-
vides radiopbarmaceuticals to other
nospitals and practitioners in its area.

As noted n the proposed policy
statement, the NRC will defer te the
Food and Drug Administration (FDA)
regarding a determination of those ac-
tivities of nuciear pharmacies that will
be considered manufacture and those
activities that will be considered the
ordinary practice of pharmacy (com-

cunding and dispensing).

Four commenters objected to NRC's
licensing nuclear pharmacies to dis-
tricute only those ;aoducts that they
have prepared from FDA-approved
radiopharmaceuticals cr reagent kits
One c¢ciymnmenter cited Lhe practice of
nuciear pharmacies supplying radio-
chemicals toc researchers whe use
them on humans under their own
FDA “Notice of Claimed Investigation-
al Exemption for a New Drug” (IND).
One commenter noted that FDA per-
mits nuclear pharmacies to operate in
the absence of a {inal determination of
their status, providing they meet all
State and local pharmaceutical regula-
tions. The twoc other commenters
characterized the NRC's restrictions
on the distribution of
radiopharmaceuticals by nuciear phar-
macies as an unwarranted irtrusion
into the practice of pharmacy which is
regulated by the States,

NRC licenses nuclear pharmacies to
distribute radioactive drugs that have
been approved by FDA. This includes
radioactive drugs subject to an FDA-
approved “New Drug Application”
(NDA), or “Notice of Claimed Invesu-
gational Exemption for a New Drug”
(IND). NRC relies on FDA approval of
radiocactive drugs because NRC has
not reguiated the zafaty and effective-
ness of radicactive drugs since 19735
Also. there are not many Stiates that
are eQuippe o regulate racicactlie
arug sarety anc effecliveness.

Sated at YWeshingion, D.C. this 1s:

day of February 1979.
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For the Nuclear Regulaio.y

mission.

Savoer J. Cuitx

.
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Secretec=y of the Commissu .

(FR Doc. 794143 [led 2-3-19
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NUCLEAR REGULATORY
COMMISSION

ADVISORY COMMITTEE ON THE MEDICAL
USES OF ISOTOPES

Nosunations For New Memoen
The Nuclesr Regulatory Commission

purpose and function of the
mummmcmc-unon
problems or questions that arise in l-

requirements for physicians who re-
quest authorization to use radioactive
materials for medical purposes: provid-

and evaluating certain nonroutine uses
of radioactive materials for human di-
agnosis and therapy. Additional de-
tails regarding the duties and func-
tions of the committee and its mem-
bers can be obtained by telephoning
ﬁlzx;ihmm C. Vacca at (301) 427-

The eight member ACMUT consists
of two paysician specialists in Thera-
peutic Radiology, one physic.an a spe-
clalist in Nuclear Medicine with a
beckground in Pathology, two physi-
can specialists in Nuciear Medicine
with a background in Radiology. two
physician specialists in Nuclear dedi-
cine with a background (n Internal
Medicine, and a specialist in Medical
Jhysics. It is intended that this bal-
ancy of medical specialists remain con-
stant.

lo Accordance with established pro-
cecdures, che three commiitee members
with the greatest length of service will
De retired, creating vacancies for two
Specialists in Nuclear Medicine who
have backgrounds in Radiology and
specialist in Nuclear Medicine wno has
1 Sackground in Internal Medicine.

Nominations must include a resume
describing the educational and prufes-
Sional qualifications of the nominee
and his or her current address. Candi-
dates must be U.S. citizens and be able
Lo devote approximately 150 hours per
Jtar 10 committee business.

All qualified nominees will receive
{Ull consideration. Appointments are
{er four year terms. Compensation for
services of the members is provided in
accorcance with covermnem policies.

Nominations received by March 15,
1979 311l be consicered for the forth-
oming vacancies. Nominations re-
Ctived after that date will be consid-

NOTICES |

ered for future vacancies as they de-

velop. Nominations should be sent to

the:

Secretary of the Commission, ATTN: Adwi-
m Commuittee Management, Officer. Nu-

sar Regulatory Commussion. Washung-
t.::. D C. 20555.

Dated at Washington, D.C. this 7th
day of February 1979.

For the Nuclear Regulatory Com-
mission.

Joulc.m
Advisory Commitiee
Management Officer.
(FR Doc. 794590 Plled 2-12-79; 845 am)
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