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Note to: REC
Thru: VLM }W////
-/

From: nlm Y

re: Part 35 Briefings held January 10, 1985

Summary: Most individuals are interested in completely eliminating misadminis-

trations; there did not appear to be significant interest in current
medical policy or the changes proposed in the paper. Comments from
each individual follow.

Peter Crane (0GC lead on Part 35; Marty Malsch will assist): A1l he said in
two hours was "I like this. You can read it and know what you have to do."
He appeared to buy my "Let's look at the relative hazard in the hospital”
argument for lessening our control of licensees.

Bill Parler (Zech) has had bad dealings with S. Carolina medical industry.

Do not invoke "mature industry" thesis. Very interested in misadministraticns.

Maria Lopez Ortin (Roberts) was mainly interested in misadministraticns; she
thought doctors should be required to inform patients. I said roughly 20% do
based on my review of each report. Aron interrupted to say misadministration
wording was carefully developed.

Joan Aron (OPE for intergovernmental affairs and some medical issues): "This
paper should address more issues. Why aren't we regulating x-rays and NARM?
Don't tell me we don't have staff. What will you do with saved man-hours?"
My response: More issues in one paper would cloud and confuse. Concerning
x-rays and NARM, this is not a "new frontiers" paper, but a consolidation
of current requirements with no change in day-to-day operations. We don't
have expert medical staff, and from what I hear we aren't getting any in the
next fe+ years; furthermore, FDA is the logical federal agency to regulate
medical care. The saved man-hours calculation is tenuous and vociferously
disputed by the Agreement State experts.

Clyde Jupiter (OPE lead on Part 35): The package is well written. Can we certify
physician training programs? My response: We could, but it would be a whole
new policy direction for the agency that should be dealt with separately.

I also stressed as frequently as possible: 1. Misadministrations are 0.01%,
compared to 10% for physiologically active drugs. 2. Hospitals are dangerous
to work in, and radiation is a minor hazard compared to chemicals, equipment,
viruses, and emotional stress there. 3. This will not change a hospital's
day-to-day operations. 4. This provides a uniform, nationwide standard.
lBSOGHZgSrbﬂa 850906
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5. This is not an item of compatibility, but the Agreement States think they
may be pressured into the flexibility clause. 6. Everyone likes the regulatory
text except for the dispute over the flexibility clause.

Briefing for Droggitis (Asselstine) is scheduled for Friday, January 25.
Stoloff (Bernthal) and Polk (Palladino) wanted a briefing after they read the

paper. Nothing scheduled as yet.

nim
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Regulotion of the Medicol Uses of
Rodiocisetopes; Statement of Gener-
ol Paolicy

AGENCY: Nuciear Reguhatory Com

y
mission
ACTION: Final Policy Statement
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The regulations try to find a balance
between adeguate controls and avold-
ance of undue Interference In medical
judgments. A consequence of too
much regulation could be poorer
health care delivery to patients. A con-
sequence of leaving to physicians the
maljority of the declsions concerning
their patients Is that the physiclans
will make mistakes. The tightest regu-
Jation of physicians’ decisions by Fed-
eral, State and professional groups will
not be able to prevent future incidents
{n the medical uses of radloisotopes.

The Commission recognizes that
FDA regulates the manufacture and
{nterstate distribution of drugs, includ-
ing those that are radioactive. FDA
also regulates the investigational and
research uses of drugs as well as the
specific guldance on doses and proce-
dures found in the product labeling.
However, FDA does not have the au-
thority to restrict the routine use of
drugs to 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
standpoint of reducing unnecessary ra-
diation exposure to patients.

_~ The Commission believes that the

diagnostic use of radioactive drugs is,
in most cases, clearly an area of low
radiation risk to patients. Therefore,
NRC will not control physician’s pre-
rogatives on patient selection, instru-
ment selection, procedure selection,
drug selectlon and dose level for most
diagnostic uses of radioisotopes. For
all therapeutic uses of radioactive
drugs, and in certain diagnostic uses -
for example, the use of phosphorus-32
for localization of eye tumors—the
risk to patients is not low. The risk of
tissue or organ damage (or even desth)
i{s inherent in the use of therapeutic
Jevels of radioactive drugs. NRC will
continue to resirict the uses of thera-
peutic and certain diagnostic radloac-
tive drugs to the Indicated procecures
that have been approved by FDA. The
NRC will not control the physicians’
prerogatives on patient selection and
instrument selection for therapy pro-
cedures, because these procedures are
80 specialized and patient specific.
Congress recently gave FDA authort-
ty to regulate medical devices, similar
to FDA's authority to regulate drugs,
but with additional authorlty to re-
strict the routine use of medical de-
vices as may be necessary to provide
reasonable assurance of thelr salfety
and effectiveress. FDA has not yet
bad sufficlent time to implement Its
full authority to regulate medical de-
vices contain'ng byprocduct, source or
special nuclear material Therefore,
NRC will continue to restrict physi-
clan’'s uses of these medical devices,
both for dlagnosls and therapy, o
those procedures that NRC has deter-
mined (in consultation with its Adviso-
ry Committee on the Medical Uses of
Isotopes) to be safe and eflective,

POLICY STATEMENTS

The Commission does not conslder
equipment calibration, qualifications
of paramedical personnel or reporting
to NRC misadministrations of radioac-
tive material to be exclush ely the
practice of medicine or a part of physl-
clan-patient relationships. The Com-
mission Intends to regulate these areas
of patient radiation safety where justl-
fied by the risk to patients and where
voluntary standards, or compliance
with these standards, are Inadequate.

111. Discussion of Pustic COMMENTS
A. COMMENTS ON THE POLICY STATEMENT

One commenter opposed the use of
the genera! term “radioisotopes” in
the first part of the policy statement.
This commenter was concerned that,
if taken out of the context of the foot-
note, it could be interpreted to include
naturally occurring and accelerator
produced radioisotopes.

The Commission believes that the
general term “radioisotopes” Is plain
English and easily recognized by the
public. It was properly footnoted in
the policy statement to include the
more cumbersome but specific terms:
byproduct, source and special nuclear
material and to exclude naturally oe-
curring and accelerator produced ra-
dioactive material.

One commenter, in opposition to
NRC's regulation of patlent radiation
safety, suggested that NRC Ilimit its
role to the radiation safety of the hos-
pital staff and the general patient
population. He believes that patient
dosimetry is a responsibility of the in-
dividual institution and not NRC. This
commenter feels that NRC should
first require adequate staffing, includ-
ing & board certified physician or ra-
diopharmacist and a radiation safety
officer, and then essentially leave the
institution alone regarding dosimetry,
instrumentation, ca.bration, drug pro-
curement or any other function con-
sidered to be the practice of medicine.

NRC does require the licensee to
staf{ its operation with a radiation
safety officer and a physician (not
necessarily board certified) trained to
administer radioactive material or ra-
diation to patients. However, the Com-
mission cannot limit its regulatory role
to protecting the hospital staff ard
the general patient population and at
the same time fulfill its congressional
mandate to protect the health and
safety of the public as regards source,
byproduct and special nuclear materi-
al. The patient being treated or diag-
nosed with radioactive material, as
well as the genera! public who may be
exposed to radiat'on as a result of that
treatment, are ai members of the
public to be protected by NRC.
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Two commenters objected to NRC's
regulation of patient radiation safety
because they believe that NRC does
not have the authority to regulate pa-
tient safety. They note that NRC's en-
abling legislation does not specifically
mention the radiation safety of pa-
tients. They belleve that patient
safety Is the responsibility of the phy-
sician, 8 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-
active material,

As noted in the analysis of the simi-
lar comment above, the NRC's overrid-
ing congressional mandate is to pro-
tect the health and safety of the
public. The patient is a member of the
publie, notwithstanding the Commis-
slon's recognition of physicians’ prima-
ry responsibility for protection of
their patients. The policy statement
and, indeed, all of the Commission’s
actions in regulating the medical uses
of radioisotopes. acknowledge the sec-
ondary but necessary role of NRC in
regulating the radiation safety of pa-
tients. The Commission also considers
patients to be both users and recipl-
ents of radioactive material. However,
the distinction between receipt and
use of radioactive materials is not
meaningful in this case because NRC
regulates, among other things, receipt,
possession, use and transfer of byprod-
uct, source and special nuclear materi-
al in protecting the health and safety
of the public.

B. COMMENTS ON SPECIFIC ISSUES

There were six comments on the
question of reporting misadministra-
tions of radioactive material. Three
commenters opposed 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-
{stration reporting requirement thau
was published in the FEDERAL RECISTER
for public comment on July 7, 1978 (43
FR 29297).

There were six comments on the spe-
eific issue of paramedical training.
Three commenters believe that it is
unnecessary for 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 physiclan, does
most of the work with radioisotopes.
Two commenters believe that radiolog-
fcal physicists should be separated out
from other paramedical personnel and
one of these commenters offered a
definition of radiological physicist.
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As noted In the proposed policy
statement, NRC 5 studying the var-
fous allied health certification pro-
grams currently In effect or belng
drafted by other Federal, State and
professional groups. If the coverage
provided by these programs Is not ade-
quate to protect the patlent from un-
necessary radiation exposure, NRC
will work with these groups to develop
a new NRC proposed rule for the
tralning of allied health personnel.

There were five ¢omments on the
specific subject of nuclear pharmacies
(radiopharmacies).

One commenter urged NRC to dis
tinguish between radiopharmacists
working in a hospital setting and those
working in a retail environment (com:
mercial nuclear pharmacy). This com-
menter also noted the complexity of
the problem of definition when the
hospital based radiopharmacy pro-
vides radiopharmaceuticals to other
hospitals and practitioners In its area.

As noted In the proposed policy
statement, the NRC will defer to the
Food and Drug Administration (FDA)
regarding a determination of those ac-
tivities of nuclear pharmacies that will
be considered manufacture and those
activities that will be considered the
ordinary practice of pharmacy (com-
pounding and dispensing).

Four commenters objected to NRC’s
licensing nuclear pharmacies to dis-
tribute only those products that they
have prepared from FDA-approved
radlopharmaceuticals or reagent kits
One commenter cited the practice of
nuclear pharmacies supplying radio-
chemicals to researchers who 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 & final determination of
thelr status, providing they meet all
State and local pharmaceutical regula-
tions. The two other commenters
characterized the NRC's restrictions
on the distribution of
radiopharmaceuticals by nuclear phar-
macies &s an unwarranted intrusion
{nto the practice of pharmacy which is
regulated by the States.

NRC licenses nuclear pharmacles 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 Investi-
gational Exemption for a New Drug”
(IND). NRC relies on FDA approval of
radioactive drugs because NRC has
not regulated the safety and effective-
ness of radioactive drugs since 1975,
Also, there are not many States that
are equipped to regulate radioactive
drug safety and elfectiveness,

Dated at Washington, D.C. this 1st
day of February 1879,
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44 FRB276
Published 2/9/79
Comment period extended to 3/14/79

GENERIC RULEMAKING TO IMPROVE NUCLEAR
POWER PLANT LICENSING

Interim Policy Stotement, Extension of
Comment Period

AGENCY: US. Nuclecar Regulatory
Commission.

ACTION Extension of comment
period.

SBEUMMARY: The Nuclear Regulatory
Commission is extending the public
comment period on its Interim Policy
Statement regarding Generic Rule-
making to Improve Nuclear Power
Plant Licensing for an additional 30
days. The Interim Policy Statement
was published on December 14, 1978
(43 FR 58377). The original comment
period would have explred February
12, 1979, Further information regard-
‘®.¢ generic rulemaking Issues and staff
delibcrations is found in NUREG-
0499, “Preliminary Statement on Gen-
eral Policy for Rulemaking to Improve
Nuclear Power Plant Licensing™. Sup-
@ement No. 1 to NUREG-0499 con-
‘tains information on “General Consid-
erations and Issues of Significance on
the Evaluation of Alternative Sites for
Nuclear Generating Stations Under
NEPA". Coples of these documentis are
avallable by writing to the Distribu-
tion Services Branch, Division of
Technical Information and Document
Control, U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555.

DATE: New comment period explres
March 14, 1979,

ADDRESSES:. Writlen comuments or
suggestions for consideration in con-
nection with the proposed Interim
Statement on Fulemaking Policy
should be submitted 10 Lthe Secretary
of the Commission, US. Nuclear Reg-
ulatory Commission, Washington, D.C.
20555, Attention: Docketing and Serv-
ice Branch.
FOR FURTHER INFPORMATION
CONTACT: .
Dr. Muler B. Spangler, Office of Nu-
clear Reactor Regulation, Division of
Site Safety and Environmental Anal-
ysls, U.S. Nuclear Regulatory Com-
mission, Washington, D.C. 20555,
telephone 301/492-7305.
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44 FR 59686
Published 10/16/79
Comment pariod expires 10/6/79

Proposed A “ulicy and
Procedures for Dyifering Professional
Opinions; Request for Cou_mm
The Nuclear Rggulatory Commission
(NRC) has devel a statement of

professional opinions
and the general ptocedures for
implementing thig policy within the

should consider

adopt the proposdd policy and
procedures.
The proposed slatement of policy

clarifies the res

of differing professional opinioas.
Moreover, the policy assures all
employes the oppprtunity to have
differing professidnal opimons heard
end considered by NRC management
free from retaliatipn in any form.

The proposed system for
implementing thig policy on differing
professional opingons within the agency
is described in a get of thirteen detailed
proceduwres. Thesd procedures provide,
for example, alte
submission of di
npinions, account
taken on a differi
opinion, resolutio
professional opin
accordance with
assurance agains
submission of &
opinion. Also incl
follow-up and ev

ns submitted in

objectives and to
as appropriate.
Single copies offthe proposed policy
and procedures be obtained by
writing to the U.S{Nuclear Regulatory
Commission, Offide of Management and
Program Analysis| Washington, D.C.
20555. In addition]a single copy of the
proposed policy aphd procedures is
available, and maj be inspected and
copied. in the Comjmission’s Public
Document Room &t 1717 H Street, NW.,
Washington, D.C. Copies of comments
received are also gvailable for
snspection at the Washington, D.C.



Nucléar Regulatory Com-

Samvxr J, Carnux,

Secretary of the Commission
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REGULATION OF THE MEDICAL USES
OF RADIOISOTOPES

Proposed Policy Statement

AGENCY: Nuclear Regulatory Com-
mission

ACTION: Advanced notice of proposed
rulemaking
SUMMARY: The Nuclear Regulatory
Commission (NRC) has under consid-
eration the following proposed policy
statement regarding NRC's future role
{n regulating the medical uses of r»
dioisotopes. This NRC policy state
ment i3 Intended to Inform NRC lU-
censees, other Federal and State agen-
cies and the public of the Commis-
sion’s general intention regarding the
regulation of the medical uses of ra
dioisotopes. It is expected that future
NRC activities in the medical area,
such as promulgation of new reguls
tions and development of cooperative
relationships with other Federal agen-
cles, will follow this statement of NRC
policy

TE: Comments are due on aor

tore May 16, 1978,

ADDRESSES: Send comments and
suggestions wo: Secretary of the Com-
mission, US. Nuclear Regulatory
Commission, Washington, D.C. 20558,
Attention: Docketing and BService
Branch. Copies of comments may be
examined {n the: Nuclear Regulatory
Commission Public Document Room,
1717 H Street NW., Washington, D.C.

FOR FURTHER INFORMATION
CONTACT:

Mr. Edward Podolak, Office of Btan-
dards Development, US. Nuclear
Regulatory Commission, Washing-
ton, D.C. 20555, 301-443-6910

SUPPLEMENTAL INFORMATION

In 1978, NRC, with a view to possible
changes, began reviewing its regula
tions regarding the medical uses of ra-
dioisotepes, originally promulgated by
the Atomic Energy Commission

On April 21, 1977, NRC pub-

hed a meeting notice in the FrozraL
ISTER (42 FR 208901), Inviting the
to comment on NRC’s regula-
concerning medical practices
Frorral RecisTer notice and re-
announcements stated

rpose of the public meet-
recelve written and oral

s that the Commission could
iing future NRC policy In
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PROPOSED RULES

regulating the medical uses of radiol
sotopes and to provide a basis for pos-
sible future rulemaking. The notice re-
quested comments on specliic lssues as
follows:

To what extent should the protec-
tion of the patient be considered in
NRC's regulation of the medical use of
byproduct material? Areas of possible
regulatory involvement by NRC In
this area include

1. Evaluation of physician's clinical
qualifications,

2. Selection of patients for diagnos-
tic or therapeutic procedures,

3. Belection of instruments to be
used in performing diagnostic or
therapeutic procedures,

4. Selection of radioactive drugs or
devices to be used,

B. Selection of procedures to be per-
formed,

8. Selection of dose level (quantity of
radicactive material or radiation dose)
10 be used,

7. Proper measurements of the dose
the patient receives,

8. Calibration of diagnostic equip-
ment and dose-measuring instrumen
tation,

9. Qualifications of paramedical per-
sonnel, such as technologists, nurses,
radiopharmacists and radiological
physicists, and

10. Reporting to NRC, the patient
and/or the patient's physician, misad-
ministration of radioactive material or
radiation from devices Incorporating
rmdioactive material

In addition to the FrozraL RecisTER
notice and other public announce-
ments, NRC directly contacted more
than 30 physician groups, professional
societies, public interest groups, and
Federal agencies, the 25 NRC Agree
ment States and several non-Agree-
ment States

The meetings of NRC staff with the
public and the Advisory Coinmittee on
Medical Uses of Isotopes were held on
May 6, 1977, in SlUver Spring, Mary
land. The meeting record was held
open for 70 days following the meeting
for the receipt of written commenta.
Over 90 people participated in the
public meetings and 33 comments were
received for the record Transcripts of
the meetings and coples of the com-
ments may be examined in the NRC
Public Document Room at 1717 E
Street NW., Washington, D.C

1. Proposyp POLICY STATEMENT

This NRC policy statement is in
tended to inform NRC licensees, other
Federal and State agencies and the
public of the Commission’s general In-
tention regarding the regulation of
the medical uses of radioisotopes. It is
expected that future NRC acitlvites In
the medical area, such as promulgs-
tion of new regulations and develop-
ment of cooperative relationahips with
other Federal agencies, will follow this
statement of NRC policy.

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 developed the following
policy statement to guide ita reguls
tion of the medical uses of radiolso-
topes. '

1. The NRC will continue to regulate
the medical uses of radlolsotopes aas
necessary to provide for the radiation
safety of workers and the general
public

2. The NRC will regulate the radi-
ation safety of patients where justified
by the risk to patients and where vol-
untary standards, or compliance with
these standards, are inadequate

3. Thz NRC will minimize intrusion
into medical judgments affecting ps»
tients and into other areas traditional-
ly considered to be a part of the prac-
tice of medicine.

1. RATIONALR

The NRC and its predecessor the
Atomic Energy Commission have regu
lated the medical uses of radioisotopes
since 1946. AEC recognized that physi-
clans have the primary responsibllity
for the protection of their patlents
and designed Its regulations according-
ly. The physicians were required to be
licensed by the State, and thelr appll
cable training and experience were
evaluated in consultation with the Ad-
visory Committee on the Medical Uses
of Isotopes. This regulation has been
generally orient toward assisting
qualified physiclans in discharging
thelr responsibilifies to patients. How
ever, regulation by AEC/NRC has at
one time or another encompassed
nearly every aspect of the dellvery of
radioisotope medical services to pa
tienta. The broadest regulation oc-
curred between 1962 and 1975, when
the Food and Drug Administration
(FDA) exempted from (ts require-
ments for new drugs all
radiopharmaceuticals regulated by

*The NRC licenses radiosotopes In three
categoriss byproduct, source and special nu-
clear material. The NRC does not regulate
paturally occurring or accelerator produced
radiolsotopes. The term byproduct material
means any radioactive material (except spe-
cial nucléar material) yielded (n or made r»
dioactive by exposure Lo the radiation incd-
dent to the process of producing or utllizing
special nuclear material. The term source
matertal mears (1) uranium, thorium, or

-~y combination thereof, in any physical or
chemical form, or (2) ores which contaln by
welght onetwenlleth of one percent (0.08
percent) or more of (1) uranium, (U) thor
fum, or (i) any combination thersof
Bource material does not Include gpecial nu-
clear material. Special nuclear material
means (1) plutonium, uranium 233, uranium
enriched In tt sotope 233 or in the (sotope
235.or(2)any 1al tlicially enriched
by any of the foregoing, but does not In-
clude source maten

MARCH 17, 1978
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AEC. During this period AEC regulat
ed the radiation safety of workers and
the general public and the safety and
efficacy of rmadioactive drugs and de
vices with respect to patienta. AEC
regulation Included production of the
radiolsotope, manufacture of the final
radioactive drug product or device, dis-
tribution, use and disposal of the prod
ucts. In 1975, the FDA terminated the
exemption for radiopharmaceuticals,
stating that it would now regulate the
safety and efficacy of radiocactive
drugs with respect to patients (As
poted later in this statement FDA
does not regulate the physician's rou-
tine use of rdiopharmaceuticals.) At
the same time, NRC withdrew from
regulating rdioactive drug safety and
eflicacy, stating that it would regulate
the radiation safety of the workers
and the public. The 1678 Medical
Device Amendments to the Food, Drug
and Cosmetic act extended FDA's au-
thority over medical devices (Including
devices contalning radioactive materi-
als) in a way similar to its authority
over druga,

NRC's suthority to regulate domes-
tically the medical uses of byproduct
material s found In the Atomlic
Energy Act of 1954, as amended. For
example, section 81 of that Act autho-
rises NRC “to issue general or specific
licenses to applicants seeking to use
byproduct material for * * * medical
therapy * * *."” Section 81 directs NRC
to regulate the manufacture, produc-
tion, transfer, receipt in Interstate
commerce, acquisition, ownership, pos-
session, import and export of byprod-
uct material. Finally, Section 81 also
directa that:

Th~ Commission shall not permit the dis
tribution of any byproduct material to any
licensee, and shall recall or order the recall
of any distributed material frown any licens-
ee, who s not equipped Lo observe or falls O
observe such sxfety standards (o protect
bealth as may be established by the Com-
mission or who uses such material In viols
tion of law or regulation of the Commlission
or In & manner other than s discicsed In
the application therefor or approved by the
Commission

Commission regulations, for the
most part set forth in 10 CFR Parta 30
through 36, were promulgated to carry
out the broad regulatory scheme en-
visaged by section 81. For example,
Part 35 establishes regulations specifie
to human uses of byproduct material
FDA's statutory authority (Federal
Food, Dr A1 osmetic Act, as

does

Where

\ ities overlap,

ithorities can be har-
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uct material The P 3
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The first part of NRC's pol
ment indicates that NRC wil
to regulate the medical uses of
{sotopes a3 necessary to provide for
the mdiation safety of workers and
the general public.’

This 3 the traditional reguiatory
function of NRC for all uses of by
product, source and special nuclear
material. It 3 a regulatory roleethat
was not questioned by any of the com-
menters but, rather, It was consistent-
ly recognized as a necessary role In the
medical uses of radiolsotopes

NRC’'s regulation of the radiation
safety of workers and the general
public in the medical uses of radioiso-
topes is relinquished by NRC to Agree-
ment States; does not overlap with
FDA's activities; 18 in harmony with
regulation by the Department of
Transportation, Soclal Security Ad
ministration and the Joint Commis
sion on Accreditation of Hosplitals, and
dovetalls with Occupational Safety
and Health Administyation regulation
of the work-place for the use of natu
rally-occurring and accelerator-pro-
duced radioactive materials

The second part of NRC's policy
statement indicates that NRC will reg-
ulate the radiation safety of patients
where justified by the risk to patienta
and where voluntary standards, or
compliance with these standards, are
inadequate. As noted before, NRC has
the authority to regulate the radiation
safetly of patients

The NAS-BEIR' rep
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I but &l to have procedures carried
with maximum efficiency s0 that there
can be a continulng increase in medical
benefits accompanied by s minimum radi-
D exposure
NRC will act to help ensure that ra-
diation exposure to patients is as low
a8 is reasonably achievable, consistent
with competent medical care and with
minimal Intrusion into medical judg
ments. NRC will not exercise regula
tory control in those areas where,
upon careful examination, it deter-
mines that there are adequate regula-
tions by other Federal or State agen
cies or well adminisiered professional
standards. Wherever possible, NRC
will work closely with Federal and
Stale agencies and professional groups
in designing new voluntary guidance
for practitioners to limit unnecessary
patient radiation exposure. However,
there are specific areas discussed in
Section III of this policy statement
where NRC will regulate the radiation
safety of patlents to help minimize un
necessary patient exposure
The third part of NRC's policy state
ment indicates that NRC will mini-
mize its intrusion into medical judg
ments affecting the patient and into
other areas traditionally considered to
be a part of the practice of medicine.
The Commissiocn recognizes that phy-
siclans have the primary responsibility
for the protection of their patients
The Commission belleves that basic
decislons concerning the diagnosis and
treatment of disease are a part of the
physiclan-patient relationship and are
tradit ered to be a part of
the pre medicine. NRC reguls-
tl wre predicated on the assumption
that properly tralned and adequately
infor physicians will make deci-
ns | interest of thelr pa.

s try to find a balance
te controls and avoid
nterference {in medical
( sequence of too
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nee of leaving to physiclans the
T rity of the declsions concermning

thelr patients is that the physicians
will make inlstakes. The tightest regu-
lation of physicians’ decislons 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
{nterstate distribution of drugs, includ-
ing those that are radioactive. FDA
also regulates the Investigational and
research uses of drugs as well as the
specific guldance on doses and proce-
dures found in the product labeling.
However, FDA does not have the au-
thority to restrict the routine use of
drugs to 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 reguiate the rou-
tine use of radioactive drugs from the
standpoint of reducing unnecessary ra-
diation exposure to patients.

The Commission believes that the
diagnostic use of radioactive drugs is,
in most cases, clearly an area of low
radiation risk to patients. Therefore,
NRC will not control physician’'s pre-
rogatives on patient selection, instru-
ment selection, procedure selection,
drug selection and dose level for most
diagnostic uses of radioisotopes. For

herapeutic uses of radioactive

, and (n certain diagnostic uses—
for example, the use of phosphorus-32
for localization of eye tumors—the
risk to patients is not low. The risk of
tissue or organ damage (or even death)
is inherent in the use of therapeutio
levels of radioactive drugs. NRC will
continue to restrict the uses of thera-
peutic and certain dlagncstic radioac-
tive drugs to the indicated procedures
that have been approved by FDA. The
NRC will not control the physicians'
prerogatives on patient selection and
instrument selection for therapy pro-
cedur ‘s, because these procedures are
80 specialized and patient specific.

Congress recently gave FDA author-
ity to regulate medical devices, similar
to FDA's authority to regulate drugs,
but with additional authority tc re-
strict the routine use of medical de-
vices a5 may be necessary to provide
reasonable assurance of thelr safety
and effectiveness. FDA has not yet
had sufficient time to implement its
full authc y to regulate medical de-
vices containing byproduct, source or

] nuclear material. Therefore,
] to restrict physi-
uses of these medical devices,
for Jiagnosis and therapy, to
*dures that NRC has deter
itation with its Adviso-
on the Medical Uses of

» safe and effective
onsider
ifications

r reporting
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to NRC misadministrations of radloac-
tive material to be exclusively the
practice of medicine or a part of physi-
cian-patient relationships. As de-
scribed in detall in Section III, the
Commission intends to regulate these
areas of patient radiation safety where
justified by the risk to patients and
where voluntary standards, or compli-
ance with these standards, are inad
equate

II1. NRC Position ox Sreciric Issuxs

The following represent the Com-
mission’s position on the specific
issues ralsed (n the April 21, 1877, Fr»-
rAL REGisTER announcement (42 FR
20891)

1. EVALUATION OF PHYSICIANS' CLINICAL
QUALIFICATIONS

NRC has always required that 1
censees be qualified by tralning and
experience in the handling of radioac
tive material from the standpoint of
radiation safety of workers and the
general public.

The Commission believes that It is
necessary to continue to evaluate phy-
sicians’ clinical qualifications pri r to
issuance of NRC licenses. At th'; time
there is no alternative methoc of de-
termining if a physician, not certified
by the American Boar< ¢ Nuclear
Medicine or the American Board of
Radiology, is competent to use byprod
uct material. However, the Commis
sion also believes that, as this field of
medicine continues to mature, other
alternatives will replace the NRC eval-
uation of clinical qualifications.

NRC has for several years accepted
certification by the American Board of
Nuclear Medicine snd the American
Board of Radiology as sufficient evi-
dence of clinical competence in the
fields of nuclear medicine and radl
ation therapy, respectively. It has re-
cently cetermined that certification by
the American Board of Radlology in
Diagnostic Radlology, with BSpecial
Competence in Nuclear Radiology, ia
sufficient evidence of clinical compe-
tence in nuclear Imaging procedures,

Based on specific assessments in con-
sultation with its Advisory Committee
on the Medical Uses of Isotopes, NRC
will contlnue to expand {ts use of the
various board certifications as satisfac-
tory evidence of adequate clinical
tralning and experience for the medi-
cal uses or radioisotopes. NRC will
also work closely with the professional
societies to assist them In developing
suitable permanent alternatives to
NRC's evaluation of physicians’ clini-
cal qualifications.

2. SELECTION OF PATIENTS POR
DIAGNOSTIC OR THERAPEUTIC PROCEDURES

NRC currently

clan's clinical qualif

dioisotopes on |

quirement {3 that the physician’'s
training Include “supervised examina
tion of patients to determine the suit-
abllity for radicisotope diagnosis and
recommendation on dosage to be pre-
scribed."”

The ComumIission recognizes that the
selection of patients for dlagnostic or
therapeutic procedures is basically a
matter of medical judgment. Diagnos
tic procedures have 8 low patient risk
and therapeutic procedures are spe-
clalized and patlent specific. Radioac-
tive drug manufacturers provide guid-
ance on patient selection and contrain-
dications in the product labeling. Sup-
plemental voluntary guldelines on
limiting patient radiation exposure, in-
cluding the standpoint of patient se-
lection, are available in the literature.
The contribution to unnecessary pa-
tient exposure from improper selec-
tion of patients is believed to be small
Therefore the Commission does not
anticipate the need to limit, to any
major extent, the physician's discre-
tion in selection of patients. Because
the NRC does not evaluate physician
qualifications for the general license,
the Commission will continue s
minor restriction in the general medi-
cal license [10 CFR 35.31(cX4)) pro-
hibiting sadministrations of radio-
phartasceuticals to a woman with con-
firmed pregnancy or to persons under
18 years of age. This restriction does
not affect specific licensees.

3. BELECTION OF INSTRUMENTS TO RX
USED IN PERFORMING DIAGNOSTIC OR
THERAPEUTIC PROCXDURES

NRC evaluation of a physician's
qualifications includes an evaluation
of training in radiation physics and in-
strumentation.

The selection of Instruments for per-
forming diagnostic or therapeutic pro-
cedures Is, like patient selection, basi-
cally a matter of medical judgment.
There are also voluntary guidelines
available on the selection, calibration
and maintenance of Instrumentation.
Again, diagnostic procedures have low
patient risk and therapeutic proce-
dures are specialized and patient spe-
cific. NRC does not currently restrict
pelection of Instruments and does not
anticipate the need for doing 80 in the
future. The Commission recognizes
that FDA will regulate the investiga-
tional and research uses of medical de-
vices under (t3 new legisiation, the
Medical Device Amendments of 1076
(Pub. L. 94-265). The Commission also
recognizes that these amendments
give FDA new authority to restrict the
routine use of medical devices under
such conditions as may be necessary to
provide reasonable assurance of their
safety and effectiveness,

4. BELECTION OF RADIOACTIVE DRUGS OR
DEVICES TO BE USKED

The NRC now restricts a physician’s

selection of radioactive drugs by limit
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ing the distribution of the radioactive
drugs to those products meeting FDA
requirements. The physician is thus
restricted to using radioactive drugs
subject to an FDA-approved “"Notice of
Claimed Investigaticnal Exemption
for a New Drug’” (IND) or an FDA-ap-
proved “New Drug Application”
(NDA). NRC regulates the manufac-
ture and installation of teletherapy
devices as well as the integrity testing
of these and other radioaciive medical
devices during use. However, NRC
does not now require that medical de-
vices contalning radloactive material
meet FDA requirements.

The Commission believes that it is
necessary to continue its restrictions
on the availability of radioactive drugs
to those that meet FDA requirements.
NRC will study and assess with FDA
the necessity for a similar NRC re-
quirement for radioactive medical de-
vices.

In those cases where several
radiopharmaceuticals have been ap-
proved by FDA for the same proce-
dure, the Commission does not plan to
-‘estrict & physician's decision regard-
.ng which agent to use. The Commis-
sion considers the basic decision on
drug or device selection to be a tradi-
tional part of medical practice.

The Food, Drug and Cosmetic Act
differentiates between pharmacy and
manufacture. However, no clean line
has been established to determine
when a nuciear pharmacy has gone
beyond the ordinary prart.ce of phar-
macy (compounding and dispensing)
and has become a manufacturer. The
FDA is drafting guidelines that will
define all of those operations (of nu-
clear pharmacies) connected with the
preparation of radioactive drugs which
will be regarded as manufacture (and,
therefore, subject to FDA new drug re-
quirements) and not part of the prac-
tice of pharmacy. In the absence of
FDA guidelines, the NRC licenses nu-
clear pharmaciss to distribute only
those products that they have pre-
pared from FDA-approved radio- phar-
maceuticals or reagent kits.

$. SELECTION OF PROCEDURES TO BE
PERPORMED

NRC evaluates a physician’s clinical
qgualifications. His training includes
studies, under a preceptor, of case his-
tories to establish the most appropri-
ate diagnostic or therapeutic proce-
dures, limitations, contraindications,
and so forth.

The Commission recognizes that the
selection of procedures is basically a
matter of medical judgment. The
Commission does not anticipate the
need to limit, to any major extent, the
physician's discretion in the selection
of clinical procedures

The Commission recognizes that
FDA does not restrict the routine use
of NDA approved drugs to those pro-
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cedures for which there Is substantial
evidence of safety and elffectiveneas,
that is, to those procedures approved
in the drug labeling. According te
FDA's statement on drug labeling:

The FDA Commlissioner clearly recognises
that the labeling of & marketed drug does
not always contain all the most current in-
formation svallable to physicians relating to
the proper use of the drug In good medical
practice. Advances in medical knowledge
and practice inevitably precede labeling re-
vislon by the manufacturer and formal la-
beling approval by the Food and Drug Ad-
ministration

Good medical practice and patient inter-
ests thus require that physicians be free to
use drugs according to their best knowledge
and judgment. Certalnly, when a physican
uses & drug for a use not in the approved la-
beling. he has the responsibility to be well-
{nformed about the drug and to bese such
use on firm scientific rationale or sound
medical evidence, and to maintain adequate
medical records of the drugs use and effects,
but such usage in the practice of medicine s
not in violation of the Pederal Pood, Drug
and Cosmetic Act.

Basically, NRC lssues two types of li-
censes to medical institutions for the
human uses of byproduct material, the
medical license of broad scope and the
medical license of Limited scope.

Broad medical licenses authorize
multiple quantities and types of by-
product material for unspecified uses
and are issued to institutions that (1)
have had previous experience operat-
ing under a limited medical license
and (2) are engaged in medical re-
search as well as routine diagnosis and
therapy using radioisotopes. The pro-
grams under the broad medical license
operate under the supervision of a
medical Isotopes committee. No physi-
cians are named as individual users on
the license, nor are radioisotopes limit-
ed to specific clinical procedures.

Limited medical licenses specify the
radioisotopes and the clinical proce-
dures that may be performed by phy-
sicians named on the license. Under
limited medical licenses the institu-
tional licensee must have a medical
{sotopes committee and the physicians
named on the institution’s license con-
duct thelir programs with the approval
of that committee. Under limited
medical license the authorized diag-
nostic and therapeutic radioactive
drugs and the authorized clinical pro-
cedures are listed in the NRC regula-
tion 10 CFR §35.100, “Schedule A—
Groups of medical uses of byproduct
material.”*

The authorized clinical procedu: s
listed {n the groups are procedures ap-
proved by FDA in the drug labeling.
Since FDA does not restrict the physi-
cian to clinical procedures listed in the

*Radioactive materials in $35100 are di-
vided Into six groups, each group having
similar requirements for user training and
experience, facllities and equipment, and r»
Adlation safety procedures

1nzn

labeling, NRC regulations are more re-
strictive than FDA regulations.

Elsewhere in this issue of the Fxpzx-
AL Recistrr (s a proposed rule that
would delete the speclfication of the
clinical procedure from the lists of the
diagnostic radicactive drugs In
§35.100. However, this proposed rule
would place limitations on a drug’s use
for prcedures not specififed in the
package insert.

As noted in Section II of this policy
statement, the radlation risk' to the
patient from most diagnostic nuclear
medicine procedures is low, while the
risk is significant from misuse of
therapeutic levels of radioactive drugs.
Those few diagnostic procedures
where the risk to the patient is high
are not listed in K 35.100 but are the
subject of specific license authorise-
tions and will continue to have the
clinical procedure specified

¢. SELECTION OF DOSE LEVEL (QUANTIYY
OF RADIOACTIVE MATERIAL OR RADIATION
DOSE) TO BE USED -

As noted in Item 2, selection of pa-
tients, the physician's training msust
include supervised experience in rec
ommending proper dosages for apecific
patients.

The Commission recognizes the se-
lection of dose level is basically p
matter of medical judgment. The
package Inserts for radioactive druge
include the recommended usual dose
and usual dosage range. Because eof
the many variables that determine the
most effective dosage for both the di-
agnostic and therapeutic use of radiol-
sotopes, the NRC does not now regu-
late, nor does it anticipate the necess-
ty of restricting in the future, the phy-
sician’s selection of dose level.

7. PROPER MEASUREMENT OF THE DOSX
THE PATIENT RECKIVES

The Commission believes that

proper measurement of the radioac-
tive drug dosage, or radiation dose In
the case of therapy, helps to ensure
that the patient receives what the
physician has prescribed and thus
helps minimize unnecessary radiatien
exposure to patienta. NRC now re-
quires most licensees, particularly
those who prepare radioactive drugs
fromn radioisotope generators Or rea-
gent kits, to measure the dosage prior
to administration. This requirement s
now imposed through a license condl-
tion. NRC will study the merits of
amending Its regulations to require
measurement of all diagnostic and
therapeutic dozes ! radio- pharma-
ceuticals, regardiess of origin.
"T'he risk to a patiznt from a false positive
or & false negative diagnosis through the
use of a drug for a purpose npot fully investl-
gated and specified on the label would be
expected to be greater than it is for & la
belad use but this risk (s difficult to quants-
ty.
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' currently has under consider-

oposed rule (42 FR 25743)

! require annyal callibration

nthly checks of teletherapy

unita. This rule has recaived many

public comments, the comments will

be analyzed and the rule modified, if

warrantad. Bass~ on the disposition of

this proposed ruie on teletherapy call-

bration, NRC may propose & similar

rule for the periodic calibration of e
chytherapy sources.

8. CALIZRATION OF DIAGROSTIC
BQUIPMEINT AND DOAZX MIASURING
INSTRUMENTATION

The Commission believes that the
calibration of disgnostic equipment
and dosage measuring devices helps
ensure that the patient receives what
the physician prescribes and thus
helps minimize unnecessary radiation
exposure to patients. NRC presently
requires licensees who prepare radio-
active drugs from radiolsotope gener-
ators and reagent kits to describe in
the license applications a method for
calibration of their dose messuring de-
vices. NRC also provides an acceptable
method for calibrating dose calibrs-
tors in “A QGuide for Preparation of
Applications for Medical Programs”
(NUREG-0338 Rev. 1 November 1977)
that can be obtained by writing to the
Radloisotopes Licensing Branch, Divi-
gion of Fuel Cycle and Material

. Nuclear Regulatory Commis-

oty
&’:. Washington, D.C. 20555.
NRC presently does not have any re-
guirements concerning the calibration
o! diagnostic equipment. Because of

the extensive experience of FDA'a
Bureau of Radiological Health and the
new authority of FDA's Bureau of
Medical Devices, NRC will collaborate
with them in thelr development of vol-
untary guidelines for tne routine call-
bration of diagnostic equipment. At
the same time, NRC will study the
merita of proposing mandatory re-

Quirements

QUALIFICATIONS OF PARAMEDICAL FER-

SUCH AS TECANOLOGISTS,

5, RADIOPHARMACISTS AND RADIO-
PHYSICISTS

1973, AEC publish
19) a proposed amendment
itions in 10 CFR Part 35
1) define the activities
delegated by physicians
hat may not, (2) require
determine that para-
ersonne! have been properly
i (3) require medical licens-
) the Commisaion and to
isadministrations of ra-

aterial,
Nnisaion

veral

farch 9

recognizes that
organizations cur
i In developing or pro-
ndards, guidelines
chniclan tralning

are admi Lstered h)
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State, Federal and private agencies In-
cluding: the Health Services Adminls-
tration (Medicare and MNedicald
DHEW), the Bureau of Radliological
Health (FDA/DHEW), the Joint Com-
mission on Accreditation of Hospitals
(JCAH), the American Regiatry of Ra-
diological Technologists (ARRT), the
Registry of Medical Technologists
(RMT) and the new certification
board by the Technologists Section of
the Society of Nuclear Medicine

The Commission also recognizes that
the majority of paramedical (allied
health) personnel using radioactive
material are not covered by these pro-
grams. Rather they are tralned on-
the-job, are not certified;, and many do
not have their training documented
However, the introduction of a rela
tively less comprehensive NRC pro-
gram, such as that in the 1973 AEC
proposal, could undermine the efforts
of voluntary organizations or those
Pederal or State agencies relying on
more comprehensive guldelines,

In the near future, NRC will publish
a8 Frozmai RzcisTER announcement
withdrawing the 1973 AEC proposal
and substituting an NRC proposed
misadminisiration reporting require-
ment. That fuiure announcement will
discuss more thoroughly the ressons
for withdrawal of the AEC proposal
and substitution of the NRC proposal.
NRC {8 studying the various allied
health certification programs current-
ly in effect or being drafted by other
Federal, State and professional
groups. If the coverage provided by
these programs is not adequate to pro-
tect the patient from unnecessary ra-
diation exposure, NRC will work with
these groups to develop & new NRC
proposed rule for the tralning of allied
health personnel.

10. REPORTING OF MISADMINISTRATION
OF RADIOACTIVE MATERIAL OR RADI-
ATION FPROM DEVICES INCORPORATING
RADIOACTIVE MATERIAL

As describe in Item §, In 1973 AEC
published a proposed rule that would
require licensees to report misadminis-
trations of mdiopharmaceuticals or ra-
diation from byprcduct material to
the Commission avd to the patient or
& responsibie relative whenever the
misadminsitration could cause & “de-
monstrably adverse effect on the pa-
tient.” Ninety-eight cor letters
were recelved, most objecting to the
proposal for reporting to the patient.
Reasons given for objection to the re-
Guirement for reporting misadminis-
trations to the patient =
reporta woul
nation, (2
or incresase
sulis, (3) tt
ment as A tLr
L;\!‘ *nt re

ment
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any other drug or physicians in any
other field of medicine

The purpose of a misadministration
reporting requirement is to aliow NRC
to investigate the Incident, evaluste
the corrective action taken by the l-
censee to minimize the chance for re-
currence, and, {f other licensees could
make the same errors, begin generic
corrcctive action which would, as a
minimum, inform other licensees of
the potential problem.

As also noted in Item 9§, in the near
future NRC plans to publish, in the
Froznal RzoisTrr A new proposad rule
for misadministration reporting. The
new NRC proposal will address: (1) the
types of misadministrations {0 be re-
ported, (2) the substance and timing of
the reports, and (3) the recipients of
misadministration reports, for exam-
ple, the referring physician and posal-
bly the patient or a responsible rela
tive, as well a3 NRC.

IV. PuaLic AxD AdvisOoRY CoMuIrrs
CoMMxxNTS

The NRC staff met with the public
on the moming of May 6, 1977, ar
with its Advisory Committee on the
Medical Uses of Isotopes in an after-
noon public meeting on the same day.
The members of the Advisory Com-
mittee were the chairman, Mr. Rich-
ard E. Cunningham, Deputy Director
of the Divizion of Fuel Cycle and Ma-
terial Safety of NRC's Olfice of Nucle-
ar Material S8afety and Safeguards; Dr.
James Quinn from Northwestern Me-
morial Hospital; Dr. Joseph Workman
from Duke University Medical Center,
Dr. David Euhl from the University of
California, Los Angeles; Dr. Henry
Wagner from John Hopkins Medical
Institution; Dr. Edward Webster {rom
Massachusetts General Hospital, and
Dr. Frank Deland from the University
of Kentucky. Two consultants to NRC,
Captaln Willlam Briner from Duke
University Hospital and Dr. Peter
Almond from the M. D. Anderson Hos-
pital, also attended.

The comments from members of the
public can be claasified broadly In two
categories. In the first category, the
physicians, physicians’ groups, pnar-
macists’ groups and {ndustry com-
ments range from statements that
“present regulations are sufficient” to
the “the NRC should not regulate the
use of radioisotopes In medicine at
all.” Many of the comments Iin this
categor, stated that FDA regulates
the safe y and efficacy of drugs and
that NRC should withdraw from this
area and regulate only the radiation
safety of workers and the general
public

In the second category, NRC Agree-
ment and non-Agreement State radi-
ation control agencles 1
range fro ts that

] ns are suff ent” to

iger regulation 1is

mments
m statemes “present
“much

necessary.”

gtlro
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Many of the comments in this catego-
ry note that FDA does not regulate
the routine uses of drugs and devices
and, therefore, NiiC should regulate
to ensure that the patient is protected
from unnecessary radiation exposure.

In the area of NRC's evaluation of a
physiclan's clinical qualifications, both
categories of commenters recommend
greater use by NRC of board certifica-
tions. Physicians and the industry in
general appear to be Interested In
maintaining NRC evaluation as »a
means of entry into the field They
feel that If NRC withdrew from evalu-
ating physician’s clinical qualifica-
tions, the institutions or States would
require specialty board certificatior.
They state that there are not enough
board certified physiclans to fill the
demand for services and that board
certification is not necessary for many
of the radioisotope procedures. The
State radiation control agencles be-
lieve that NRC's evaluation of physl-
cian clinical qualifications is necessary
to protect the patient. They feel that
{f NRC withdraws there will be a regu-
latory gap. Some States suggest that a
physician's qualifications should be re-
viewed periodically, for example, every
five years, to determine that he is
keeping abreast of this rapidly chang-

“1ng fleld

The general sense of NRC's Advisory
Committee on the Medical Uses of 1so-
topes was that NRC should continue,
at least for the immediate future, to
examine physicians’ clinical qualifica-
tions and should make greater use of
the various types of board certification
or registration, as evidence of ade-
quate qualifications to practice in the
areas of nuciear medicine and radi-
ation therapy.

On the question of selection of pa-
tients, instruments, radioactive drugs
or devices, procedures and dose level,
the State radiation control agencies
believes that NRC should not regulate
the selection of patients or instru-
ments. However, the States belleve
that llcenses should specify the per-
mitted radioactive materials and pro-
cedures and should require adherence
to instructions and dose schedules in
FDA-approved psackage inserts. The
physicians and tue industry believe
that decisiona on selection of patients,
instruments, radioactive druzs or de-
vices, procedures and dose levels are
medical decisions and traditionally a
part of the practice of medicine. They
commented that NRC should not reg-
ulate these areas. Some argued that
NRC has no authority to regulate in
these areas since Congress gave FDA
the authority to regulate the safety
and efficacy of all drugs and medical
devices

The Advisory Committee on the
Medical Uses of Isotopes does not have
A consensus on this {ssue. The major-
ity of the committee feels that NRC
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should not restrict the physician o
those diagnostic procedures that have
been approved by FDA in the labeling.
One member belleves that NRC
should continue this restriction or
that some arrangement should be
made similar to the in-house institu-
tion committee review under an NRC
Broad Medical License.

Regarding proper measurement of
the dose the patient receives, the
States urge NRC to expand the pre-
sent licensing requirement for mea-
surement of doses of radioactive drugs
prepared from radionuclide gener-
ators, to cover all doses of radioactive
drugs regardless of how they are pre-
pared. On the related question of the
calibration of diagnostic equipment
and dose measuring instrumentation,
the States favor NRC activity almed at
limiting patients exposures but recom-
mend that NRC coordinate {ts activi-
ties with FDA’s Bureau of Radiologi-
cal Health and other professional and
scientific groups.

The category of physicians, physi-
clan groups, and so on, varies in its
comments regarding measurement of
dose and calibration of diagnostic in-
strumentation and dose-measuring in-
strumentation. Several commenters
state emphatically-that NRC has no
business regulating In this area. Many
of them state as their reason the new
authority of FDA’s Bureau of Medical
Devices and the recent activities of
FDA’'s Bureau of Radiological Health
in developing voluntary quality con-
trol guldelines. Several other com-
menters state that NRC activities in
this area are both welcome and neces-
sary to limit unnecessary patient expo-
sures. Similar to the States’ comments,
some of these latter commenters rec-
ommend NRC cooperation with FDA's
Bureau of Radiological Health and
othier professional and sclentific
groups active in developing guldelines
for dose measurement and instrument
calibration.

The consensus of the Advisory Com-
mittee on the Medical Uses of Isotopes
{3 that NRC would do well to concen-
trate its activities on assurances that
the patient recelves the proper dose
prescribed by the physician. The Advi-
sory Committee can see no reason why
radioactive drug doses should not be
measured by wellcalibrated Instru-
mentation prior to administration w
the patient. On the other hand, the
Advizory Committee s not enthus -
tic about the ldea of NRC requiring
the callibration of diagnostic instru-
mentation. The existence of guldelines
in this area and the market pressures
on manufacturers to provide quality
{nstrumentation are two examples
that it discussed

On the question of the quallfications
of paramedical personnel, the physi-
clan-industry category 1is virtually
unanimous in its opposition to NRC

11213

requirements. The pharmacy, radio-
pharmacist and technologist groups
are particularly against NRC granting
credentials to paramedical personnel
citing the numerous certifications and
activities of other Federal and State
agencies, as well as clalming lack of
NRC sauthority to regulate in this
area. The physician groups cite the
fear that the number of certified tech-
nologists will fall far short of the need
for these personnel

The sense of the Advisory Commuit-
tee (5 that existing certifications cover
paramedical qualifications and hospi-
tals look rather carefully at these.
They feel that, in the final analysis,
physiclans are responsible for thelr pa-
tients and, therefore, are responsible
fof the qualifications of paramedical
personnel working under their direc-
tion in caring for patients. With the
exception of physicist's qualifications
for calibration of radiation therapy,
the Advisory Committee does not rec-
ommend that NRC become Involved in
regulating the qualifications of pars-
medical personnel.

The States consider misadministra-
tion reporting necessary in order to
limi{t unnecessary radiation exposure
to patients. They point out that with
reports of misadministrations of by-
product material or radiation from by-
product material, NRC will be able to
{nvestigate the incident, determine if
the corrective action is adequate and,
{f the problem could occur at other in-
stitutions, notify other licensees.

Physicians and physician groups are,
in general, opposed to NRC requiring
reporta of misadministrations. They
cite the low number of misadministra-
tions of radioactive material to date
combined with the fear of malpractice
sults and the already high insurance
premiums as the principal reasons for
opposing misadministration reporting.
They point out that most misadminis-
trations of diagnostic levels of
radiopharmaceuticals do not harm the
patient and are similar to misadminis-
trations of other drugs. They state
that medical ({nstitutions and the
medical profession have procedures
for dealing with misadministrations.
Several commenters question NRC's
authority to require such reports, stat-
ing that this {3 within the traditional
practice of medicine and such a report-
ing requirement would be unique in all
of medical practice. Several com-
menters do not object to keeping re-
cords of misadministrations for on-site
examination by NRC inspectors, but
these commenters feel that more
harm than good would result from
making such reports directly to NRC,
where they would become a part of
the public record.

The Advisory Committee on the
Medical Uszes of Isotopes does not have
a consensus on the issue of misadmin-
Istration reporting. The members who
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commented are against requiring re-
ports of thcee misadministrations
having no demonstrable health effects
on the patient.

One general comment occurred sev-
eral times during the moming and
afternoon meetings and in many of
the public comments, It concerns the
need for uniformity in Federal State
and private regulation of the medical
uses of radioisotopes. Several com-
menters call for uniformity between
NRC and State regulations, but most
focus on the discrepancy between the
regulation of byproduct material and
the regulation of naturally-occurring
and accelerator-produced radioactive
materials and accelerator therapy.
One commenter discusses this discrep-
ancy with regard to therapy. This
commenter expreases his concern that
regulatory considerations have come
to play an Important part in decision
making, particuiarly in matters where
the decision is for a choice among near
equals, Specifically, he is concerned
that the competition between cobalt-
60 and electron accelerator telether-
apy may be influenced, not from dif-
ferences in hazards, but because NRC
regulates cobalt-80 teletherapy units
and does not regulate electron accel-
erator units. He feels that physicians
may choose the least regulated alter-
native in order to have more time
avallable for the patient-oriented de-
mands of their practice. He suggests
that NRC should cooperate with those
agencies that can regulate accelerator
teletherapy, so that these competing
alternatives recelve more uniform reg-
uiation. He further suggests that any
increase in the regulation of one alter-
native would be counterproductive to
public health and safety.

V. ConcrLusioN

This proposed policy statement on
NRC's regulation of the medical uses
of radioisotopes is published with the
expectation that public comment will
fmprove the ultimate Commission de-
clasion. To that end, it would be helpful
if responses include the reasons for a
particular point of view or recommen-
dation.

Dated at Washington, D.C., this
13th day of March 19878,

For the Nuclear Regulatory Com-
mission.

Banvr J. CHnLk,
Secretary of the Commission.
PR Doc. T8-7148 Flled 3-18-78; 8:45 am)
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UNITED STATES
NUCLEAR REGULATORY COMMISSION é /Z

WASHINGTON, D. C. 20655

June 25, 1980

TO ALL MEDICAL AND ACADEMIC LICENSEES

There are a number of steps licensees engaged in nuclear medicine practice

and biomedical research can take under NRC rules to substantially reduce, and
in some cases eliminate, the need to send radigactive waste to commercial
low-level waste disposal facilities. By taking advantage of these alternatives
and following good waste management practices, licensees can often reduce the
risk of having their programs impacted through further curtailment of
commercial waste disposal facilities. Some of the more important steps that
can be taken are to:

1 Segregate radioactive waste from non-radiocactive waste to
reduce unnecessary volume. This simply requires a lTittie time
and discipline in the laboratory.

2. Hold waste with short-lived radionuclides in storage for decay
to background levels, then dispose of it in the ordinary trash. This
procedure requires a license amendment. (See Enclosure 1 for information
to be submitted with the amendment request).

kA Release certain materials into the sanitary sewage system in
accordance with 10 CFR Part 20.303. No license amendment
is required but 10 CFR Part 20.303 should be carefully reviewed to
stay within limits.

Judicious use of these three steps can substantially reduce the volume
of waste shipped to burial grounds. Some nuclear medicine laboratories
using only short-lived radionuclides can eliminate waste shipments.

Waste from biomedical research is generally somewhat more difficult

to manage. Two of the most common problems are disposal of liguid
scintillation counting waste (LSCW) and animal carcasses. The most
frequently used radioisotopes in both are tritium and carbon-14.

LSCW presents a particularly troublesome problem due to the flammability
and toxicity of the solvents. Disposal of LSCW has been given special
consideration by NRC. The staff has investigated alternatives to
managing these wastes and the results have been published

in NUREG-0656.
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Consideration should be given to disposal by incineration for LSCW and
laboratory animals containing small amounts of tritium and carbon-14.
This method requires a license amendment; 10 CFR Part 20.305

contains the provisions for incineration. Enclosure 2 identifies the
information to be submitted with an amendment regquest for incineration.

There are other provisions in the regulations that cover waste disposal.
We have mentioned only the few that are most easily and commonly used.
Other regulatory provisions include:

1. Disposal by burial in soil in accordance wich 10 CFR 20.304
(A proposed rule change is under consideration to delete this
provision. It will likely be replaced by a provision which
requires specific approval by license amendment for burial).

2. Release as effluents to unrestricted areas pursuant to 10 CFR
Part 20.106. In keeping with the ALARA concept, this method
should normally be used only for releases incident to the
procedures involved.

We suggest that you review and consider alternatives to commerical

land burial for the management of your low-level radicactive waste.
Implementation of some of these alternatives may require an amendment to
your license. Amendment requests should be submitted to the Material
Licensing Branch through the use of normal channels. Specific

licensing questions concerning NUREG-0656 should be directed to the
Material Licensing Branch (301) 427-4232. Copies of the NUREG-0656 may be
obtained from the Division of Technical Information and Document Control,
U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

Sincerely,

£ ke —
11118r, Chie

ateriadf Licensing Branch
Division of Fuel Cycle and
Material Safety

Enclosures:

1. Information to be submitted When Requesting Amendment to Dispose
of Radioactive Waste by Decay-In-Storage.

s Information Required for Commission Approval of Treatment or
Disposal by Incineration.



Enclosure 1

Information to be Submitted When Requesting Amendment to Dispose
of Radioactive Waste by Decay-In-Storage Method

This is in reference to your request for information concerning authorization to
dispose of radioactive waste via decay-in-storage. In order to approve such an
amendment request, we need the following information:

1.

Be certain to submit your amendment request in duplicate.

Please submit a diagram of the area where the waste will be decayed-in-
storage. Show the type, location, and thickness of shielding that you will
have available in this area on your diagram. Your storage area should be
large enough to handle an accumulation of used Tc-93m generators as well as
other solid waste.

Identify adjacent unrestricted areas located across the walls from the
storage area and show that adequate steps have been taken to assure that
radiation levels do not exceed the 1imits specified in 10 CFR 20.105
(enclosed).

Describe your security measures for the decay-in-storage area.

Confirm that radiation levels in this area will be surveyed and recorded at
least weekly.

Describe your procedures for monitoring the waste to assure that it has
decayed to backgrrund levels prior to disposal. As a minimum, your de-
scription should include these points:

a. Monitor the waste in a Tow background area.

b. Monitor with a low level GM type survey meter as appropriate for
contamination surveys. Use the most sensitive scale.

c¢. Remove all shielding prior to monitoring.
d. Maintain records of these surveys as required under 10 CFR 20.

Note that decay-in-storage may not be a practical method of disposal for
Tc-99m generators. These generators may contain long-lived radioisotopic
contaminants. If you intend to dispose of generators by this method, you
should include procedures for segregating the generator columns so that
they may be monitored separately.

is fee exempt, your request should be accompanied by the appropriate amendment

fee.

Refer to 10 CFR 170.

Unless your institution



INFORMATION REQUIRED FOR COMMISSION APPROVAL OF
TREATMENT OR DIS L BY INCINERATION
Revised October 3, 1979
State specifically the isotopes you wish to incinerate. For each
isotope listed, you should submit calculations demonstrating that
air concentrations of the efflu 5 at the stack are in accordance
with the requirements of Section 106 of 10 CFR Part 20
| o
2. Submit the characteristics of the incinerator such as height of the
stack, height of and distance to buildings in the surrounding
areas, rated airflow of the incinerator in cubic feet per hour or
similar units and its proximity to any air intake ducts
3. The gaseous effluent from the incinerator stack should not exceed
the limits specified for air in Appendix B, Table II, 10 CFR Part 20,
when averaged over a twenty-four (24) hour period.

4. In order to be i
Section 20.1(c)
incinerator sta
limits specifie
when averaged ov

5. Describe the method of measurement or estimation of the concentration
mate D ] ! ]

f 1 naavina in ach racic
of radioactive pearing in ash res

s = " ~nr - - ¥, - A S emACI MM £ - - t
be the procedures for handling and disposing of ash from the

7. Describe procedures to be follcwed to prevent overexposure of
~1 i N o - - - -~ : T nn n Ta Tl
personnel during all phases of the operation, including instruction
given to personnel handling the combustibles and the ash
"3 3 - 2 . 4 nal il £ e Py =
8 Submit evidence that all State and local reguiations concerning
incineration of radioactive naterial have been met by your institution.



UNITED STATES
NUCLEAR REGULATORY COMMISSION
WASHINGTON, D. C. 20555

JUN 041981

TO ALL MEDICAL LICENSEES:

On June 23, 1980 all medical and academic licensees were sent a letter

describing steps that they could take to substantially reduce or eliminate

radioactive waste sent to commercial low-level waste disposal facilities.
ne o ese steps was to hold radioactive waste in storage for decay

to background levels before disposal in ordinary trash. For those

licensees who do not have decay-in-storage as a method for disposal
of radioactive waste in their NRC license, this requires a license
amendment.

In order to ease the burden of applying for an amendment to vour license
for decay-in-storage of radioactive waste, we have decided that we will
place a condition on all medical and academic licenses which states:

“The licensee is authorized to hold radioactive material with a physical
half-1ife of less than 65 days for decay-in-storage before disposal in
ordinary trash provided:

a. Effected radioactive waste shall be held for decay a minimum of ten
(10) haif-lives.

b. Prior to disposal as normal waste, radioactive waste shall be

monitored to determine that its radioactivity cannot be distinguished
from background with typical low-level laboratory survey instruments.

A1l radiation labels will be removed or obliterated.

c. Generator columns shall be segregated so that they may be monitored
separately to ensure decay to background levels prior to disposal.”

There are two ways that the above condition can be incorporated into your

license:

1. Without your prior request, we will automatically place this condition

on all medical byproduct material licenses as they are issued in
response to new or renewal applications and amendment requests; or

e If you desire to have this condition placed on your present license
right away, you should submit a request for amendment referencing
this document. This type of amendment request will be fee exempt.




»
To A1l Medical Licensees -2 - ‘

You are reminded of the requirements contained in 10 CFR 20.105 and
10 CFR 20.207, which address established 1imits for radiation levels

in unrestricted areas and storing or securing radicative material
respectively.

bwdy QoL 22

1ler, Chief

Material Licensing Branch

Division of Fuel Cycle and
Material Safety, NMSS
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MEDICAL APPLICATIONS CHECK LIST

Name - (note any changes)
Address - (compare to previous)
Proper signature - (Hospital Administrator or Management representative)
User

a) Items 8 and 9
No. 8 - training experience (200 hrs)
No. 9 - actual use of isotopes (500 hrs)

>

b) Preceptor statement or certification

i) A1l procedures
ii) 500 hours - institutional training
iii) Signature

c) License to practice medicine
Private User (Physician)

a) Hospital and address for patients
b; Agreement letter from hospital
c Procedures and equipment for management of patients

Radiation Protection Officer - (If other than named user)

a) Training
b; Duties
c Availability - (In house vs. consultant)

Instruments - Listing

a) High level survey meter - to 1 R/hr

b) Low level survey meter - Down to .1 mR/hr
¢) Dose calibrator

d) Diagnostic instruments

Calibration Procedures - (Check file if private consultant)
a) Survey meters - (Check for backup if needed)

i)  Freyuency (annually)
ii) Adequate standards (energy and activity NBS)
- Check for accuracy and manufacturer
iii) Two points on each scale
- + 10%
- + 20% with chart or graph



b) Dose calibrator

i) Daily checks - Constancy + 5%

ii) Proper standards -

(1) H, M, L if needed

(2) Activity

(3) NBS
iii) Linearity check - quarterly + 5%

- 1st elution - highest activity

iv)  Accuracy - yearly + 5%

Facilities and Equipment (Diagram Needed)

a) Fume hoods
b; Shielding around generator
C Storage areas
- waste shielding
d) Preparation areas
e) Long-term storage

Medical Isotopes Committee

a) Membership
b) Responsibilities and authority - Check to ensure Regulation Guideline.
c) Meeting frequency (quarterly)

Personnel Dosimetry

a) Whole body
b; Extremeties - finger badge
¢ Dosimeters - Procedures and frequency of calibration

Bioassays

- Iodine
- Tritium

Receipt and notification

Working hours

Receipt procedures for off duty hours

Storage location for off duty hours

Instructions for personnel receiving during off duty hours
- Phone No. for RSO




13.

14,

15.

16.

17.

18.

Opening procedures

a) Monitor outside
- 200 mR/hr at surface
- 10 mR/hr at 1 meter
b) Wear gloves while opening Appendix F
c) Check packing material after opening
d) Report leakage

e) Incorrect exemption of packages

Training
z) Technicians - initially and yearly. Must cover 10 CFR 19.12
including pertinent NRC

regulations, etc.
b) Others - initially and yearly.

Laboratory Instructions

a) Lab coats

b) Gloves
c Use of fume hoods or glove boxes
d Monitor hands and clothing Appendix G

e) Syringe shields

f Eating, drinking, smoking

g Mouth pipetting

h) Assay of individual doses

i) Disposal

j) Instruction for use of personnel monitors

Emergency Instructions - Contact RSO immediately

a; Immediate steps

b Notification Appendix H
c) Clean-up

Animal Use - must specifically request

a) Housing facilities

b) Handling and clean-up procedures

c) Waste disposal

Area Surveys

a) Daily - elution and preparation areas

b) Weekly - All areas Appendix I
c) Wipe Testing

d) Removed areas




19.

20.

21.

22,

Therapy (unsealed)

a} Instructions to nurses
b) Room assignment
c

Disposable items Appendix K
- Patient trash saved and monitored
d) Linens

e) Dismissal survey
f) Volatile iodine handling
(fume hood and bioassays)

Brachytherapy
a) Storage
- Precautions for handling sources Refer to Item 20, Reg Guide 10.8
b) Transportation
c) Inventory procedures Appendix L

- Source Accountability
- Quarterly required
- Before patient discharge
d) Measurement of extremity dose
- Wrist or ring badge
e) Instructions to nurses
- Save linen in marked hamper
until marked
f} Room assignment
Room surveys
i)  ASAP after implant
ii) After patient leaves

Waste Disposal

a) Liquid Must include copy of Appendix
J in application

b) Solid

c Generator

d) Surveys

e) Survey long-term storage area Appendix J

Xenon

a; Storage location
b Ventilation in use area
- Recirculation
- Periodic checks of ventilation system
- Negative pressure assured
- Diagram of intake and outflow vents
¢) Procedures
d) Emergency procedures



e) Disposal
i) Fume hood
ii) Gas trap
- Manufacturer and Model No.
iii) Other
- Monitoring saturated filters
- How filters disposed
20.103 (1 x 1075 uCi (ML.) (Restricted)
20.106 (3 x 1077 uCi/ML.) (unrestricted)
Calculations
Xenon checklist




