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The Commissioners

William J. Dircks, Executive Director for Operations

PROPOSED REVISION OF 10 CFR PART 35 "MEDICAL USE OF BYPRODUCT MATERIAL"
To obtain Commission approval of a notice of proposad rulemaking.

This paper covers a significant policy question concerning the licens-
ing and reguiation of byproduct materials.

Revision of the reaqulations and change in the methad of licencing the
use of byproduct material in the practice of medicine.

The phrase "medical use" is used to refer to the intentional irradia-
tion of humans by medical practitioners in the practice of the healing
arts. The staff is proposing to revise the regulations governing
medical use and to change the method by which persons are licensed for
human use of byproduct material. The staff prepared an earlier nro-
posail which was circulated as SECY-83-62. This new proposal reflects
guidance from the Commission to the staff on that earlier proposal
(Enclosure 2), and additional comments that were received from head-
quarters and regional staff and the Agreement States.

The NRC issues licenses to both hospitals and physicians in private
practice for the use of byproduct materials in diagnosis and treatment
of human disease. During the past three decades, medical use of
byproduct material has grown annually at a rate of about 15 percent.
There are currently about 2200 hospitals and 300 physicians in private
practice who are NRC Ticensees. In 1983, NRC staff received 143 appli-
cations for new licenses, 647 renewal applications, and 1,772 amendment
applications for a total of 2,562 requested licensing actions.

Most hospitals and private practice physicians operate under a specific
license which authorizes many types of byproduct materials use. An
appiication is made on a standard NRC form which is supplemented by
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detailed descriptions of radiation safety procedures, personnel quali-
fications, and facilities and equipment. Each application is reviewed
in getail before a license is issued. There are alsc a few nuclear
medicine uses authorized by general license. A gwneral license author-
fzes physicians to use small quantities of certain prepackaged radio-
pharmaceuticals, and is obtained simply by filing a registration form.
Current section 35.3]1 specifies safety measures and possession limits.
The NRC staff dcec not perform a technical review of the registration
form but only validates it.

The staff is proposing to simplify the regulatory program for medical
licensees. The specific objectives are to:

Make regulations consistent with well established technology and
standards,

Write all prescriptive requirements in simple English and codify
them in the regulations, and

. Assure uniformity among the regions in licensing and inspection.

Key features of the proposed rule change designed to meet these objec-
tives include:

. . Consolidation of the requirements that apply to medical use that
are now dispersed throughout existing requlations, branch policy
positions, standard conditions of 7icense§,ano regulatory gquid- )(
ance into a concise and coherent set of r@gulations, and
. Allowance for greater flexibility under the license, thereby
reducing the number of amendment requests.

In preparing this proposal, the staff has taken direction from the
Commission's policy (Policy and Planning Guidance, 1984, NUREG-0885,
Issue 3, page 7 item 2, and page 8 item 3) that ".. .NRC regulations
should allow individual licensees the flexibility to select the most
cost-effective ways to satisfy NRC safety objectives...Existing regu=
latory requirements that have a marginal importance to safety should
be eliminated..."

Background: The previous proposal, SECY-83-62, had two key features. It tried to
incorporate in a single codified regulation all the standards that
apply specifically to the medical use of byproduct material. The
current Part 35, current Regulatory Guide 10.8, and a list of fre-
guently used license conditions servea as the principal references.
The staff believed that the proposed regulation was sufficiently

tringent and specific to-provide clear guidance and a basis for

enforcement action that was not based on statements made by the

Ticensee during the application process. Therefore, the second key
. feature was that applicants would no lTonger be required to submit
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for agency review and approval the detailed, site-specific radiation
safety procedures that would be followed to effect compliance with

the regulations. These procedures describe the Radiation Safety
Committee charter and by-laws, survey instrument calibration, package
receipt and opening, general laboratory safety measures, area surveys,
waste disposal, etc. The applicant would have merely certified that
adequate procedures had been developed. Also, because training and
experience requirements would now appear in the regulations, applicant
authorized users would have simply certified that they met the train-
ing and experience requirements.

Some individuals on the NRC staff and most of the Agreement State
program directors opposed the proposal. Some felt that the regulatory
text was incomplete. Many felt that, to ensure the public health and
safety, it was necessary to review an applicant's radiation safety
procedures for completeness and adequacy.
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“"(1) The Commission approves the consolidation of the essential safety
elements ... into a Part 35 rule." The staff has received many tech-
nical comments from headguarters and regional staff and the Agreement
. States; many of them have been incorporated in the proposed requlation.
In some cases the suggestions could not stand the test of need based
on public health and safety; those have not been incorporated. A
summary of comments and their resolution is attached (Enclosure 8).

"(2) The Commission has decided to continue the pre=licensing review
of physicians' qualifications ..." The Enclosure 1 preamble has been
revised to reflect this directive. The Commission should note that
NRC would also require pre-licensing review of Radiation Safety
Officer qualifications (consistent with current practice), and Quali-
fied Teletherapy Calibration Expert gualifications (contrary to
current practice, in which the licensee evaluates that individual's
qualifications in comparison with the standards in current Part 35).
“nis new requirement shouid not impose a significant burden on the
industry because informal contact with regional inspectors indicated
that roughly 70% of teletherapy experts hold certification from a
specialty poard that the staff proposes to recognize as evidence of
adeguate training and experience.

"(3) The Commission has decided to continue the pre-licensing review
of applicants' operating procedures ..." The staff will continue to
review procedures submitted in support of an application in order to
determine whether they are sufficient to meet the reguirements of the
regulations. (Consistent with current practice, an applicant will be
allowed to simply certify that he will follow a model procedure
. supplied in Regulatory Guide 10.8 that was developed by NRC with
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public comment, or will be allowed to submit an‘alternative procedure
for review.) In order to allow each licensee to“make-prompt use of

Rew-safety metheds-andto adjust procedures to MEEt NEW needs caused
Sy-Lhanges—in need for patient-care -services or-patient toad; licens-

prs -1_gg;ly11493»Frge“;onyerhﬁne4¢~proeeeures-aizhout NRC review or
’tipprgisT'a§_long as they,meet the requirements of the regulations. At
~ a hospital, the Radiation Safety Committee must review and approve a

procedure change before it may be implemented. At private practice
facilities, the Radiation Safety Officer and management must review
and approve changes.

This regulatory concept is similar to NRC's method of regulating power
re . Regulatory ggide 1.33 lists, by title, many management,
fazilty yperation‘ and radiation safety procedures that may be needed
dep ¥fg on the facility configuration. The technical specifications
for the reactor facility, which actually comprise part of the operat-
ing license but are standardized for the various reactor designs,
identify: (1) essential elements of normal operating procedures;

(?) procedures that muct be implemented in zasz of degraded condal
tions; and (3) which degraded conditions require shutdown. The regu-
lations, at 10 CFR 50.59, allow the operating licensee to make changes
in the facility and procedures that were described in the safety anal-
ysis report without NRC approval except for changes in the technical
specifications or changes that might have major safety implications.
The licensee is required to make a safety evaluation of each proposed
change.

This proposed revision of Part 35 is similar to the reactor regulatory
concept because the staff has codified, in the reguiations rather than
in_technical specifications, the following: (1) essential elements of
normal operating procedures (for examp!q}survey frequency, equipment
calibration, and safety precautions); (2) procedures that must be
implemented in case of degraded conditions (for example, repair and
recalibration of equipment that isn't working properly); and (3) which
degraded conditions require shutdown (for example, limits on trace
radioactive contaminants in radicpharmaceuticals, removable contamina-
tion from sealed sources, contamination in rooms that will be turned
over for unrestricted use). The licensee would be allowed to make
changes in the facility and radiation safety procedures as long as
they were consistent with the requirements of the regulations. The
Ticensee would have to make a safety evaluation of each proposed
change.

A licensee will be cited for failure to meet the requirements of the
regulations or license conditions (which would list, for example,
authorized users, locations of use, authorized methods of use,
authorized byproduct material and inventory limits, and other site-
specific limitations), failure to have the written procedures required
by the regulations, failure to follow those procedures, failure to
have the records reguired by the regulaticns, or failure to follow
technically valid procedures.

o ————
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"(4) The staff should clarify how it will implement the proposed
requirements regarding license amendments, while continuing to ensure
safety in the licensee's operations." The Enclosure 1 preamble has
been clarified to indicate when a license amendment reguest must be
submitted and what information will be needed to support it. Amend-
ment requests will be required for—-—

A

(a) new users--supply summary of training and experience;

(b) new types of use (for example, adding therapy radicpharmaceuticals
to a license that authorizes diagnostic radiopharmaceuticals)=--
supply all procedures needed for that type of use:

(c) a new method of use (for example, adcing a new kind of diagnostic
radiopharmaceutical to a license that authorizes currently avail-
able diagnostic radiopharmaceuticals)==-supply the specific
procedure needed for the new method of use:; and

(AY new lnratiane nf ncc-—cnnr\]u 3 coamnlota maw amalisssinm 6 sbho
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base of operation changes, or simply the additional address if
satellite locations were approved on the original license.

A transition policy was also added.

‘rogosal: The staff recommends that the Commission publish for public comment a
proposed revision of Part 35 and a description of a new method for

licensing the medical use of byproduct material. Three alternative
courses for the Commission are discussed below.

> L 3

Alternative 1: Take no action. ~ 393

aold V3 ¢z
Alternative 2: Publish the proposed revision of Part 35 at’ached as Enclosure 1. ¥

&

Alternative 3: Publish the proposed revision of Part 35, aﬁ%e+~mcd+fyfng—'he—urezmbfe
te reQJ1ré*thee—anw+7cznts—tne—l+een§ees~subm4t thein radiation safety
| programs anc program changes, £or—N&C»revxew-aud-appveve+1' X PETC
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Discussion of Alternative 1:

Almost all the individuals who commented on the proposed revision that
was submitted in SECY 83-62 agreed that the current Part 35 was in
need of revision because it is difficult to read and does not contain
all the requirements necessary for radiation safety in the medical use
of byproduct materials. The Commission "approved the consolidation of
essential safety elements" (Enclosure 2). Most individuals who have
reviewed the draft recommend adéot1on of the proposed revision of the
regulatory text. A
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Effect of Selecting Alternative 1:

Because the current Part 35 does not contain all the essential safety
elements for medical use, the NRC would have toc continue to review
detailed applications and require that licensees follow radiation
safety procedures that were reviewed and approved by NRC. This alter=-
native does not provide any greater degree of safety than the other
alternatives, but is more costly to both NRC and licensees than Alter-
natives 2 and 3, and denies the industry the benefit of a clear, con-
solidated cod1f1cat1on of the medical use requirements that is orfered
by both of the other alternatives. It is difficult to maintain stand=
ardization under this scheme because the legal basis ‘or controlling

a licensee's use of byproduct material is the licensee's application.
Because each application is different, the result is a requlatory
regime that is different for each licensee.

Discussion of Alternative 2:

Th. unes -y . 2 $a A% ™_ T o~ Foos - " " ’
T ™ nvulu puut |)n thosliE T EuErA@l AEyiawEDn Ul LUlimenL Liie proposed

regulations and licensing method described in Enclosure 1. An appli-
cant would submit: (1) evidence of training and experience, (2) a
description of facilities and equipment and (3) radiation safety proce~
dures that described controls on the receipt, storage, use, and dis-
posal of byproduct material, equipment calibration and checks, per=

. sonnel training, and genora] safety measures. A Hcense reviewer
would review the applic 4g:)~u dssure that the applicant had adequate
training and experience, facilities and equipment, and radiation
safety procedures. Then the license would be issued. The licensee
would be free to make changes in faci“t'es and procedures or replace
equipment with approval of the licensee's Radiation Safety Officer
(RSO) and management or, at a hospital the RSO and the Radiation
Safety Committee (RSC). In either case the changes would have to
conform with the requirements of the requiations.

Thery
Proponents: The proposed licensing 'method provides for agency review
before allowing a program to begin.. The implementation of a safe

program requires the support of the 1nd1v duals who have special
safety training. 7€If the key individuals do not have the training,
the license will not te issued.)® Issuance of the license would mean
that the agency has found the applicant trained to know safe from
unsafe and legal from illegal, and that the applicant is equipped to
handle material safely within the scope of use permitted by the
license. GiLicensure wouldiconnote that those key individuals are alse<.
Biner radia N competent to make*changes that continue to provide a level of safety
sdef, pras &7 consistent with the requirements of the regulations, and to select
¢ ' replacement equipment and to change facilities to the extent consis=
tent with those requiremeats. These changes, which might be made for
improved patient care, p#safety, or reduced cost, would have to be
approved by the RSO dnd management or the RSO and RSC before being

implemented., This method allews the licensee the flexibility %o meet,
. L Zis :~-h_ﬂ. P 4 g L g 2 p *
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zuutvsi§e-spec4fiefneodsr”nLicense processing would be compatible with
both hard copy and computer assisted information systems.

Objections: Many licensees are small organizations with a few author=
ized user physicians, and technicians who have graduated from a two
year formal training program or have been trained on the job by an
authorized user or co-worker. They might employ a part-time radiation
safety consultant who is qualified to review changes for safety
problems, but®that-individual may not be aware of the ramifications
implicit in a proposed change because he is not thoroughly familiar
with the day-to-day operations.ﬂﬁQﬁzg private practice license, the
authorized user may also be the RSO and management, and therefore

would be reviewing his own handivork for safety considerations. At a
hospital the only two individuals on the RSC who are required to have
had radiation safety training are the authorized user and RSO, who

may be the ones proposing the change. Therefore, in either case e, sl
there would be no independent agent required to review proposggy; o
changes ft,‘, sak woukd ploce ‘,.d4n & on Mo Favads of ¥ru =
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Effect of Selecting Alternative 2. mameghent eobiol Jha ag eweg weould pat have Re fporfunddy

b criuvivent ,jf-asvised ‘damees,

The staff recommends that the Commission select Alternative 2. The
staff does not expect any change in worker or public dose or $

ficant costs or savings to any entity if the Commission follows this
recommendation. The proposal wou]d probably be perceived as a change
from the current policy of strict prescriptiveness to a policy grant-
ing more autnhority for the licensee who bears the responsibility for
handling material safely.

For the four groups that would be affected a short textual analysis
follows. A more complete regulatory aralysis is attached as
Enclosure 4,

NRC

b
The training of licensing and inspection staff would have togsedirected
because it now stresses checking the application for completeness and
adequacy and then inspecting the licensee for compliance with the
appiication. Under the proposal the inspectors would have to recog~
nize, in the field, technical and management practices that do not
meet the regulatory standards. The inspector would have to be more
thoroughly familiar with the regulation, but would no longer have to
be familiar with each licensee's application before conducting an
inspection. This would help to ensure uniformity among the regions.e
Because a major goal was to prepare the statement of consideration,
regulation, and regulatory guide in plain English, the staff expects
fewer deficient applications; . , v ot A

it
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Agreement States

The Agreement States generally support the consolidation of various
regulations and requirements pertaining to the medical use of bypro-
duct material into one document, an¢ have provided some technical
comments on the revised Part 35. The Agreement States strongly object
to permitting licensees to change radiation safety procedures without
agency review and approval. They believe that they will need to
retrain inspectors, that the duration of each inspection will increase,
and there may be increased worker doses. Although the Part 35 reyi-
sion would not be made a matter of compatibility because it deals with
licensing matters, the States believe they will be pressured by their
licensees to adopt the NRC system.

Licansees

The requirements in the proposed regulation were taken from the current
regulation, licensing policy, frequently used license conditions, and
stanfarac recommended 10 Curvent reguialury guides that are usea Dy
many licensees. Therefore, the staff does not expect any increase or
decrease in worker dose or any significant cost increase. There may be
some insignificant savings in amendment fees for those licensees who
need to change their procedures. Because of the consolidated statement
considerations that accompanies the proposed revision, licensees may
have a clearer understanding of the regulatory process in general and
the need for the requirements.

The Public

Most man-made non-occupational dose is the result of intentional
frradiaticn of individuals for their own medical benefit under the
prescription of a state-licensed physician. Therefore an attempt to
reduce pubiic dose would, except in rare circumstances, be a clear

intrusion into the practice of medicine. 2ecause the staff does not

foresee any significant changes iiV¥day-to-aay operations within NRC,
the Agreement States, or licensees, the staff does not expect any
significant cost or savings for the public.

Discussion of Alternative 3:

The NRC would retain the current licensing method under which an
applicant submits for review: 1. avidence of training and experience,
2. a description of facilities and equipment, and 3. radiation safety
procedures. When licensed, the licensee must use byproduct material
in accordance with the statements made in the application. The
licensee would have to submit all changes in facilities, aquipment,
and procedures for NRC review and aporoval.
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Proponents: The requirement that licensees use material in accordance
with the procedures in the application provides assurance that
licensees have safe procedures available, and provides a clear basis
for enforcement action in cases of noncompliance. If the adequacy or
completeness of a procedure is questioned, the license reviewer can
consult reference works or co-workers rather than having to make a
quick technical judgment during a field inspection. This also allows
the license reviewer to exercise a certain amount of flexibility to
meet each licensee's specific needs. Most Agreement State program
directors believe this method of licensing is necessary in order to
answer any questions that the applicant or reviewer has, and to
resolve any differences of opinion on what is required for compliance.
This method may require less extensive training for field inspectors
because the inspection is based on compliance with a site=-specific
step-by-step radiation safety program.

Objections: Because the licensee is required to use material in
accordance with the application and letters written in its support,
L oremaiin i coumpiiance Lhe icensee may not replace any equipment or
service contractor or change any facility described, or change any
radiation safety procedure without requesting a iicense amendment.
This expensive, time-consuming detailed review of applications and )
amendments does not assure safe use, but rather simply existence of
adequate facilities, equipment, and radiation safety procedures.
Safe use can only be ensured by the licensee's continued, active
commitment to safety. The unannounced inspection provides the best
measure of that commitment.

"Most citations are not issued for failure to exactly follow a certain

procedure or to have a particuiar production model piece of equipment
available, but rather for doing nothing wnen something is clearly
required, or doing something that is clearly forbidden. The essential
elements of a medical radiation safety program are well defined and
easily codified. Therefore, there is generally no need to continue
with case-by-case regulation. That kind of licensing policy requires
more extensive training for reviewers, is prone to backlog due to the
bulk of material submitted for review and the number of license amend-
ments needed, and results in a regulatory regime that is different for
each licensee.

Effect of Selecting Alternative 3:

The industry would benefit by having a clear, consolidated set of
regulations. The requirement to submit changes in facilities, equip-
ment, and radiation safety procedures for NRC review and approval

would be coastly te both NRC and licensees, but would not be likely

to result in a higher degree of safety than that provided by Alterna-
tive 2 and would not provide any stronger or clearer basis for enforce-

ment actions. Furthermore, if the licensee made a determination that
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Recommendation: The Commission:

a change would result in safer or more efficient operations, the agency
review and approval reguirement would prohibit its prompt adoption.

1. Select Alternative 2.

2 Approve publication of a notice of proposed rulemaking
(Enclosure 1) that would describe a new licensing method and
would consolidate all human use requirements into 10 CFR Part 35.

Certify that this rule, if promulgated, will not have a signifi=
cant economic impact on small entities. This certification is
necessary to satisfy the requirements of the Regulatory Flexi-
bility Act, 5 U.S5.C. 605(b).

3. Note:

2. The rylemsking would Be published in the Tederal Register
for 120-day public comment period;

b. The staff conclusions,.set forth in Enclosure 3, provide the
analysis called for by the Periodic and Systematic Review of
Regulations;

' ; l\"'- ’;. F P ’ - . -
c. [Neither am environmental impact statement nor a negative

\declaration need be made in connection with this rulemaking
\because it is nonsubstantive and insignificant from the
standpoint of environmental impact (Enclosure 7);

d. The Chief Counsel for Advocacy of the Small Business Admin-
istration will be informed of the certification regarding
economic impact on small entities and the reasons for it
as required by the Regulatory Flexibility Act;

e, The proposed rule amends information collection requirements
that are subject to the Paperwork Reduction Act of 1980
(44 U.S.C. 3501 et seq.). This rule has been submitted to
the Office of Management and Budget for review and approval
of the paperwork requirements. |
f. A draft regulatory analysis (Enclosure 4) has been developed
for this proposed rule;

@«

proposed rule is filed with the Office of the Federal
Register;

|
" e . |

A public announcement (Enclosure 5) will be issued when the
|
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h. The appropriate Congressional Committees will be informed
(Enclosure 6); and

i. Copies of the Federal Register notice of proposed rulemaking
will be distributea to all affected Commission licensees.
The notice will be sent to other interested parties on
request.

William J. Dircks
Executive Director for Operations

Enclosures:
Federal Register Notice of
Proposed Ruiemaking
Memo Chilk to LDircks dated
June 23, 1983.
Periodic and Systematic
Review
Regulatory Analysis
Draft Public Announcement
Draft Congressional Letter
Environmental Impact Analysis -
Summary of*comments en < -
SECY=83=62 and this proposal e
Summary table of medical Jicensee o~ Awrian 1l
citations issued in 1982 —
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Commissioners' comments or consent should be provided directly to the Office of the
Secretary by

Commission Staff Qffice comments, if any, should be submitted to the Commissioners

with an information copy to SECY. If the paper is of such
a nature that it requires additional time for analytical review and comment, the Commis-
sioners and the Secretariat should be apprised of when comments may be expected.
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Norman L. McElroy, Office of Nuciear Material Safety and Safeguards,
U.S. Nuclear Regulatory Commission, Washington, DC 20555, Telephone:
(301)427-4108.

FOR FURTHER INFORMATION CONTACT: Norman L. McElroy, Office of Nuclear
Material Safety and Safeguards, U.S. Nuclear Regulatory Commission,
Washington, DC 20555, Telephone: (301)427-4108.

SUPPLEMENTARY INFORMATION:

BYPRODUCT MATERIAL IN MEDICINE
Use for Patient Care

Radioactive materials are used in drugs in the field of nuclear medi-
cine. Drugs labeled with radicisotopes are known as radiopharmaceuticals.
In diagnostic nuclear medicine, patients receive these materials by injec-
tion, inhalation, or oral administration. Physicians use radiation detec~
tion equipment to visualize the distribution of a radiocactive drug within
the patient. Using this technology, it is possible to locate tumors,
assess organ function, or monitor the effectiveness of a treatment. In
therapeutic nuclear megicine, larger gquantities of radiopharmaceuticals
are administered to treat hyperactive thyroid conditions and certain
forms of cancer. An estimated 15 to 20 million nuclear medicine proce-
dures are performed in this country annually.

Sealed radicactive sources that produce high radiation fields are
used in radiation therapy to treat cancer. A radioactive source in a
teletherapy machine can be adjusted to direct a radiation beam to the
part of the patient's body to be treated. An estimated 2 million tele-
therapy treatments are performed annually by NRC licensees. Smaller,
less radioactive sealed sources are designed to be implanted directly
into a tumor area or applied on the surface o° an area to be treated.

This procedure is known as brachytherapy. NRC licensees perform approx-
imately 10,000 brachytherapy treatments annually.

Sealed radioactive sources can also be used in machines that are
used for diagnostic purposes. The source provides a beam of radiation

that is projected through the patient. A device on the other side of

2 Enclosure 1
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the patient detects the amount or spatial distribution of radiation that
goes through the patient. This can provide information about tissues
within the patient. This is a relatively new development in the rfield

of medicine and the NRC has no estimate of the number of these diagnostic
procedures performed annually.

State and Federal Regulation

Twenty-seven staies, known as Agreement States, have assumed respon=-
sibility for regulating certain radicactive materials within their respec~
tive borders by agreement with the NRC. (This kind of agreement is
authorized by the Atomic Energy Act.) Tney issue licenses for the medi-
cal use of byproduct materia].; In non-Agreement States, the NRC issues
licenses to medica]fﬁaeilia%es?Tnstitutions (mostly hospitals and clinics)
and to individual physicians. These licenses authorize certain diagnostic
and therapeutic uses of radiocactive materials.

NRC'S REGULATORY PROGRAM
Current Licensing Practice

The current regulations in 10 CFR Part 35, "Human Uses of Byproduct
Material," provide for general and specific licenses for medical use.
The general license in current § 35.31 authorizes physicians to use
small quantities of prepackaged, individual dosages of byprgduct mate-
rials. Physicians simply submit a registration Form NRC-4 C)to NRC. A
validated copy with a registration number is returned to the applicant.

Most medical institutions and physicians who use byproduct material
need more byproduct material than can be permitted under the general
license program. A specific license, which authorizes a larger inven=-
tory of byproduct material and a wider variety of uses, may be issued for
one or more of six types of medical use, defined as Groups I-VI in the
current § 35.100. Each group is comprised of a number of diagnostic or
therapeutic procedures that have been grouped together because they
require similar physician training and radiation safety precautions for
safe use. A separate specific license may also be issued for use of a
teletherapy unit. Applications for a specific license are much more

detailed than a general license application and actually contain the

Enclosure 1
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applicant's step-by-step radiation safety procedures, which are reviewed
and approved individually by NRC.

The NRC has issued 650 general licenses, and in 1983 received seven-
teen new applications. NRC currently has about 2500 specific medical
licensees (2200 hospitals and 300 physicians in private practice). In
1983, the NRC received 143 new applications for specific licenses, 647
license renewal applications, and 1,772 license amendment reguests for
a total of 2,562 licensing actions.

To help licensees design their radiation safety programs, the NRC
has published many NUREG reports and regulatory guides that contain
radiation safety guidance. These publications address three general
areas: vradiological health and safety, personnel training and exper=
ience, and facilities and equipment. Experience has shown that if licens-
ees follow the guidance in the publications, the medical use of byproduct
material generally poses no hazard to workers and the public.

Problems with Current Practice

The General License. The general license program is based on the

fact that the gquantities and forms of material that are authorized by a
general license present a very low health risk. The NRC believes it is
no longer efficient to issue medical general licenses. The tests author-
ized under § 35.31 have been superseded by newer procedures with greater
diagnostic accuracy. These developments have been reflected by a signi-
ficant decrease in applications for general licenses. As noted above,
although NRC has on file 650 in-vivo general licenses under § 35.31, only
seventeen new applications were received by NRC in 1983,

To determine the status of general license use, the staff performed
a telephone survey of 10 percent of the current registrants. The survey
results indicated that less than 9 percent of all the current registrants
still use material under a general license; many are now using byproduct
material under a specific license. Because of the low level of use of
the general license, the NRC has concluded that it no Tonger serves a
useful role in licensing the medical use of byproduct material.

The Specific License. Because of the potential radiation hazarc to

workers and the public, the specific license program incorporates three

4 En
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regulatory features: case-by-case review of applications, on-site inspec-
tions, and periodic license renewals.

A major problem with the current licensing program is that radiation
protection requirements are not located in one document. Regquirements are
scattered in the regulations, Inspection and Enforcement (IE) orders that
modify a license or group of licenses, and in conditions attached to indi-
vidual licenses. Suggestions for good practice are contained in NRC requ-
latory guides and technical reports (NUREG's). For exampls, Regulatory
Guide 10.8, "Guide for the Preparation of Applications for Medical
Programs," and NUREG-0267, "Principles and Practices for Keeping Occupa=
tional Radiation Exposure at Medical Institutions As Low As Reasonably
Achievable," contain many recommendations that the NRC pelieves are impor-
tant for the safe use of byproduct material. The revision of Part 35
incorporates those recommendations, and also corrects the piecemeal
fashion in which the requlations have been amended nver the years to
address specific problems.

When preparing a specific license application for review under the
current licensing program, the applicant must include sufficient informa=
tion to assure NRC reviewers that byproduct material will be used safely.
Applicants inciude, as an integral part of the application package,
copies of their proposed step-by-step radiation safety procedures. In
many cases, the procedures are edited versions of procedures described
in Regulatory Guide 10.8.

when NRC receives the application, a licensing reviewer evaluates
the applicant's training and experience, facility, equipment, and radia=
tion safety procedures in detail. If the application is found to be
incomplete or inadequate, a "deficiency letter" is sent to the applicant
explaining what additional information is needed. Review of the applica-
tion is not resumed until a written response from the applicant has been
received. Staff studies indicate that about 40 percent of all applicants
receive either a deficiency letter oftahone call for additional informa=- ){
tion. The need for deficiency letters stems from two sources. Guidance

on what is needed to get a license is unclear and scattered in various

documents. Applicaticn review practice must be conservative because the
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application and license comprise the basis for regulatory control. Defi-
ciency letters are costly for the NRC and the applicant and greatly
increase the time needed to complete licensing actions.

When the application, including any additional submitted information,
is approved, the NRC issues a specific license that grants the authority
for medical use of byproduct material in accordance with the program
described in the application. Requirements in additicn to those contained
in the regulations are frequently incorporated in the license as condi=-
tions of use. Since the licensee must comply with conditions specified
in the license, the license, rather than the regulations, is frequently
used to regulate radiation safety in the day-to-day use of byproduct
material.

The specific license is valid for five years. The license must be
amended before methods of use or procedures may be added or changed, or
before permitting additional physicians to use materials. Amendments to
a specific license fnvolve an application, review, and approval process
similar to that for new licenses. Renewals are treated in the same
manner as new license applications.

This requlatory process was appropriate during the evolution of the
use of byproduct material in medicine. Radiation safety problems were
not well defined, regulatory requirements had not caught up with develop=-
ing technology, physician training curricula had not been established,
and there were no formal training programs for nuclear medicine technol-
ogists. Therefore, it was necessary to regulate by reviewing each indi-
vidual radiation safety program to ensure that the applicant had adeguate
personnel, facilities, and equipment.

PRCPOSED REVISION OF THE REGULATORY PROGRAM
Overyiew

NRC intends to modify its regulation of the medical use of byproduct
material. The Commission plans to revise the regulations to provide a
single source of requirements specifically related to medical use of by-
product materials, and within the boundaries set by the regulations,
allow medical licensees to modify their radiation safety procedures,

facilities, and equipment so they can make prompt use of new safety
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methods and also meet new needs caused by changes in demand for various
patient care services or in patient load. The proposed revision of

10 CFR Part 35 is consistent with the Commission's general policy on
medical use of byproduct material issued February 9, 1979 (44 FR 8242).
It states "NRC will continue to regulate the medical uses of radioiso-
topes, as necessary, to provide for the radiation safety of workers and
the general public.”

Codification of Requirements in the Regulations

NRC proposes to simplify regulation of medical licensees by incor-
porating all medical use requirements in 10 CFR Part 35. These regula=
tions would become the primary means of regulating the medical use of
byproduct material. General safety requirements for worker instruction,
worker safety, noncompliance reports, and materials licensing that are
in Parts 19, 20, 21, and 30 will also continue to apply to Part 35
Ticensees. The current license application process will be unchanged.
The applicant prepares a complete Form NRC-313. That form asks for the
following information: the name and mailing address of the applicant:
the location of use; a person who can be contacted about the applica-
tion; what materials are reguested; the purpose (in this case, "medical
use"); the training and experience of the authorized users and Radiation
Safety Officer; the worker radiation safety training program; facilities
and equipment; the radiation safety program; and waste management.
Licensees would not face significant new regulatory burdens because, in
most cases, these requirements are currently imposed as license condi=
tions. Under the proposed reyision, the license would authorize medical
use of byproduct materials for specified types of use. A licensee's day-
to-day uses would be controlled by the regulations. This would simplify
inspections for NRC because inspectors would only need to be familiar
with one set of regulations rather than a different set of license condi-
tions and radiation safety procedures at each facility.

License Application, Issuance, and Authority and Responsibility

A new revision of Regulatory Guide 10.8, "Guide for the Preparation

of Applications for Medical Programs," . will contain instructions on the
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type and extent of information that must be submitted based on what by-
product materials the applicant has requested.‘,}t,kﬁi‘l also contain

mode! procedures that the applicant can use to develop site=-specific
procedures., (Consistent with current practice, applicants will alterna-
tively be allowed to simply certify that they will follow the model proce-
dure developed by NRC staff and published in:%egulatory Guide )QTSJ:S

meet & certain requirement.) The applicant mails the compieted appli-
cation, with application fee, to the NRC office identified on the form.

The NRC staff will continue to review the application to determine
whether the applicant's radiation safety program is sufficient to meet
the requirements of the regulations. After completing the review, if
the applicant's program appears incomplete or inadequate, NRC will issue
a deficiency letter that describes the apparent shortcomings in the appli=
cant's program and requests clarification or correction. If the appli=
cant's response to the deficiency letter is satisfactory (or if no defi=
ciency letter was needed), the license will be issued.

To allow each licensee to make prompt use of new safety methods and
to adjust radiation safety procedures to meet new needs caused by changes
in demand for patient care services or patient load, licensees will be
free to modify their procedures without NRC review or approval. An inter-
nal review and approval process would be required ?ﬁ;:QAGFg The right to
modify procedures does not relieve the licensee from the requirement to
comply with the regulations. At medical institutions, the Radiation
Safety Committee would review and approve a modified procedure before it
could be impiemented. At non=institution facilities, the Radiation Safety
QOfficer (RSO) and management would review and approve changes. This regu=
latory scheme would not incorporate the current requirement that licensees
use byproduct material in accordan<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>