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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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5 At M e 1 .; Fy, &g FrJ “ \,

P
]

E

X



The Commissioners

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



[7590-01]

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 accordance with the statements made in the
application.

This proposed regulatory program, which gives more discretionary
authority, and concomitant responsibility, to the licensee, represents a
change in the policy that has guided NRC's requlation of medical licens=
ees for several years. The NRC particularly invites comment on whether
this change s appropriate at this time, and whether or not it will bene=
fit licensees, workers, and the public. The proposed regulations require

specific training and experience for the use of materfal in each use
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ol v
group. Proposed authorized user (AUY) pnysicians,/and qualified tele-
therapy calibration experts ( identified in current Part 35 as the—=—

Oualeved Expert) will have to subml;»sunmar1es of their tra1n1n9 and I
experience. Th1s is current‘y requt?ed for, Athe® and ’sQ! 5 but wou]&tbe
dghé;l;;qa;rement forrG*ef*qé whose credentiels are currently reviewed
Dy the licensee. The staff will review those individuals' training and
experience against the standards in the regulation before authorizing
them to work,asﬁaamAU» RSO~~0P~Q¥€E (Aiso consistent with current
practice, any individual who does not meet the standards may ask for an
exemption from the training and experience requirements. The NRC staff
will review the individual's training and experience with the assistance
of its Advisory Committee on the Medical Use of [sotopes, and may issue

the exemption as a license condition.)

Enforcement

Under this regulatory scheme, a licensee will be cited for failure
to meet the requirements of the regulations or license conditions (which
would 1ist, 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 on hand the written
procedures required by the regulations, failure to follow the procedures
on hand, failure to have the records required by the regulations, or
failure to follow technically valid procedures (examples: wusing an
instrument that doesn't work, not determining instrument detection effi-
ciency, not allowing an instrument enough time to respond, or makiqg
unsubstantiated assumptions in calculations)., Use of materialk;4§5;;£ <.
author‘z;230nfye"her by license or by virtue of working under supervi=-
s1on{kwould be a vio]at1on of the regulations zhat ‘would sub;ect the

Sl gl Wi han” I el

Gpensem.to an enforcesefit sction. wnd Ha (ely w hick,
Sl A
Amendments
As mentioned above, under the current requlatory scheme, the licensee
is required to handle material exactly according to the radiation safety
procedures submitted with the appiication. The NRC frequently receives

requests for permission to modify day-tc-day radiation safety procedures.

1
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//’dﬂ:ﬁk)the regulations will now contain sufficient prescriptive and per=

formaﬁ%e %#ﬁteria on which to base enforcemegt actions, the NRC would
allow licenseeg/to Hb;kz;hehe+#fggégeéﬁre§ - ‘This-would-eliminate the
licensee's need- to-prepare a formal amendment request, for-theNRC-and-
pay dn amendment fee we*de; odrerort cffax;e(&&f# b?éémwes,{ This would
not relieve the licensee from the regulatory reguirement to comply with
the regulations in Part 35 or,other parts of 10 CFR Chapter I.

Four types of program changes will stil]l require formal license

amendments:

(1) New users. The NRC will review the training and experience of

each proposedrAuT-R593~tna~6¥€£ as described above before listing the

individual on a Ticense.

(2) New type of use. A licensee's request to add a type of use
(for example, adding radiopharmaceutical therapy to a license that author-
izes radiopharmaceuticals for imaging) to an exii 'ng Ticense will be
handled as a new application. The’Aﬂ*Qéf;;1H‘ﬁg and experience will be
reviewed for adequacy with respect to the new type of use, and proce-
dures that must be submitted in support of the regquest will be reviewed
for completeness and adeguacy with respect to the new type of use before
the amendment is issued.

(3) New method of use. Two developments may occur but only one
type of license amendment will be needed:

(a) If a new radioactive material becomes available, and the radia-
tion safety procedures needed for its safe use are identical to the proce-
dures already established for an already established and authorized use
(for example, a new imaging agent administered by intravenous injection),
no license amendment will be reguired. Instead, the new material will
be added by rulemaking to the list of materials in the appropriate use
group specified in the regulations. The NRC will mail to licenseas a
notice that says those who are authorized to use material in that group
may begin using the new material on the effective date of the final rule
that adds the new material to the regulations.

(b) If a new radiocactive material becomes available but its safe
use depends on following a new procedure that current licensees have not

submitted and NRC has not reviewed, two actions will be taken.
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(i) The new material will be added by rulemaking to the appropriate
use group in the regulations but authorization to use it will be limited
to persons who were licensed after it was added to the use group and who
have submitted the new procedure for review in their application packages.

(i1) NRC will mail to current licensees a notice that says they may
apply for authorization to use the new material. With that notice, NRC
will also supply a model procedure, which would become a new appendix in
Regulatory Guide 10.8, for the new material. Those licensees who want
to use the new material will have to submit a request for amendment which
includes a proposed procedure that will be reviewed by NRC for complete-
ness and adequacy.

(4) New location of use. Two types of amencdment may be needed:

(a) A request to leave one location of use and begin working in a
new focation, for example when moving a private practice to a new office
or when moving into a new hospital building, will have to be supported
by a compiete new application package.

(b) Some licensees receive packages, prepare radiopharmaceuticals,
and package waste at a central facility, but actually use the byproduct
material at satellite locations. This might be a mobile nuclear medicine
service that provides diagnostic services at clients' facilities such as
clinics, small hospitals, or nursing homes, or it may be a licensee that
has a principal facility and outlying clinics. If the licensee has been
approved to offer service at satellite locations, a reguest to add another
satellite location will only have to identify the new location. (Due to
the training, space, and equipment commitments needed for safety during
therapy procedures, the NRC will generally not authorize licensees to
perform therapies at satellite locations. This type of reguest will be
handled on a case-by-case basis.)

Renewals

The NRC license is valid for five years. [f a person wants to con-
tinue using byproduct material the license must be renewed. The renewal
application must completely describe the entire radiation safety program
11

just as a new application does. a previously submitted radiation
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safety procedure, facility description, or equipment list still accu-
rately reflects that part of the licensee's program, the renewal appli-
cant may simply make a clear reference to the previous submission. If
the licensee has changed a procedure, is using different areas of use,

or is using different equipment, a complete new description of the parti=
cular procedure, area of use, or equipment must be submitted. The
licensee may also take this opportunity to identify new authorized users
or request authorization for new types or methods of use,

Summary of Changes Proposed in the Regulatory Program

In summary, the regulation will be amended to require that licens-
ees meet standards that are currently imposed by license conditions. The
NRC will continue to review user training and experience. The NRC will
review site=specific radiation safety procedures for completeness and
adequacy and issue deficiency letters if necessary, but will allow licens~
ees to nod#fy—pro edures hag ﬁere submitted in suppor’ 9: the application
44~&hc_ﬂad4ai465 Safeéy'ﬁogﬁﬁtéee Por manaqenéngla;d RS0’ outside a medical .
4astitution;approvesthe-medification, However, the right to medify -du . .¢
procedures dces not relieve the licensee from the requirement to comply
with the regulations. Amenumentiﬁi%ﬁf generally De reviewed just as new
applications are reviewed, but they may incorporate by reference the

original application and any previous amendments

NCTES

ol " Raks o
word Usage B

In preparing the proposed revision of Part 35, one goal was to remove
language that might be misinterpreted. The following words used in the
revision may require clarification.

1. Licensee. The person (individual, partnership, corporation, or
agency)rwhoA¢§71isted on the license as the "licensee" is responsible for )(
compliance with regulations and license conditions. The licensee may
effect compliance through full-time or part-time employees, contracts with

consultants or service organizations, or other business arrangements. The

word "licensee" is used throughout the regulation to stress the fact that,
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no matter which method is used, the licensee is legally responsible in
case of non-compliance.

2. Type of use and group. In the current Part 35 there are six
"groups" of use described in § 35.100. FEach group is comprised of a set
of medical procedures that require similar training and equipment for

radiation safety purposes. The word "group" has not been used in the
proposed revision in order to avoid confusion between the old and new
Part 35. The revision uses the phrase "type of use" for this concept.
Some types of use are amalgamations of old groups, and some types are
new. The six types of use are: (1) uptake, 4ilution, and excretion ==
Subpart D; (2) imaging and localization == Subpart E; (3) radiopharma=-
ceutical therapy == Subpart F; (4) brachytherapy =-- Subpart G; (5) sealed
sources for diagnosis == Subpart H; and (6) teletherapy =-- Subpart I.

3. Method cf use and procedure. The word "procedure” is frequently

used in supporting documentation for byproduct materials programs. Some-=
times it refers to a specific set of steps that must be taken to effect
an end, for example a procedure for ordering and receiving packages.
Sometimes it is used to indicate a type of medical examination or treat-
ment, for example a thyroid uptake study or a cesium implant therapy,
without indicating the amount of byproduct material used or the specific
steps taken in handling it. The word may also be used to indicate the
number of patients cared for over & period of time, for example an aver=
age workload of fifteen procedures each day. In order to avoid éonfu-
sion, the phrase "method of use" appears in the proposed revision. Each
type of use is comprised of several methods of use. E£ach method of use
should identify, explicitly or by context, the radionuclide, its chemical
and physical form, method of administration, and purpose (diagnosis or
therapy).

4. Dose and dosage. In pharmacy, the wordrdosglfs used to fndicate
the amount of chemical administered; in radiation biology it is used to
indicate the amount of ionizing energy absorbed per unit mass; and in
radiation safety it is used as a shorthand term to indicate a worker's
exposure to radiation. In order to avoid confusion, the worGAGosageAis
ysed in the proposed revision to jndtcate quantities of radiocactivity
that are measured with the base unit Curie. The word dose fs used to
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te quantities of radiation absorbed dose or dose equivalent that
asured with the base unit rad or rem.
Record and report. A record is a user=-retrievable notation or

te document. It may consist of something as small as a check=-mark
orm or something as extensive as a survey of a newly installed tele-

therapy unit with appended calculations to demonstrate compliance with

the 1imits on exposure in uncontrolled areas. A report is a transfer of

inform
comput

6.

tees C

ation which might be made face to face, by telephone, telegram,

er link, or hard copy transmittal.

Test and check. For many pieces of equipment, drafting commit=
omprised of industry experts have prepared standards of performance

and complete calibration protocols. [f a piece of equipment is subjected

to the
then t
use is
nation

protocol in the calibration laboratory and meets all the standards,
he ability of the equipment to perform as expected in normal field
assured. In the proposed revision this concept of complete exami=
is referred to as a "test." ODuring field use it is common prace

tice to subject a piece of equipment to a quick examination to determine

whethe
of equ
functo
V—’

use" 1
by a s
“faci)

r it is working. This procedure does not examine all parameters
ipment performance. In the proposed revision this concept of per=
ry examination is referred to as a "check."

A

Location of use, facility, and area’™ The phrase "location of

$ used to describe the building or buildings (typically identified

wonedl
ingle street address) where byproduct material is used. The phrasec )(
ity" connotes a room or contiguous rooms where byproduct material

fs used, such as a nuclear medicine clinic comprised of an office, an

imaging room, and a dosage preparation and waste storage room. The uoad-/t:»z-»ﬂ———

"ared"

task\;
X .

pharma
packag

connotes the space used by a worker when performing a specific
onnected with receiving, handling, or storing Dyproduct material.
Chemical form. The current regulation requires that if a radio=

ceutical is used for indications other than those described in the
e insert, the user must nevo::ghe;]ess follow instructions on chemi=

cal and physical form, dosage, and route of administration. The pruposed

revisi
ment b

maceut

on has deleted the word chemical in its restatement of this reguire=
ecause to change the chemical form would be to create a radiophar=
ical other than the one recefved from the authorized distributor,
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Deletion of this word in the proposed revision does not authorize Part 35
licensees to manufacture radiopharmaceuticals.
9 hv Available for use. In many cases the regulation states an equip-

ment possession requirement because the piece of equipment is considered
Dy experts to De an integral part of the radiation safety program. In a
few cases the need for a piece of equipment is sporadic and normally sche-
duled weeks in advance. For example, a licenseedj;cfgas a diagnostic
sealed source in a device (see § 35.500) usually only needs a survey
instrument when receiving or returning a radioactive source; there is no
need to have the instrument on hand every day. The phrase "available for
use" 1s intended to connote that the licensee efther may possess equip-
ment or contract for measurement services, but is not required to have
reqular day~to-day possession of the described equipment.

e Q. Dedicated check source. A long-lived radicactive source can

be used to check the day-to-day constancy of an instrument. The same

source (a "dedicated" source) must be used every day so that the user

knows what reading to expect from the instrument. The source may also

be used for other purposes.

1§. COperable. The word "operable" is not used in the proposed requ=

/“Tatidnf [f a plece of equipment is not operable or reliable, whether due

té old or absent batteries, incomplete or improper maintenance, damage,

inappropriate use, or improper use, it cannot be used to meet a regula=-

\ tory requirement Decause there is no assurance that it accomplished the :
task for which it was used. ,?ntre#eﬁzjtggé?y piecg of equipment must be 3

operablgu

Ii. Implement. This verb is used with its ordinary definition,
which 15 "to carry out, accomplish, or ensure fulfillment of."

I8. Promptly. This word is used with its ordinary definition, which
is "performed readily or immediately."

Record Retention

The Commission requires that licensees make and retain records as
evidence of compliance with regulations and Ticense conditions. A review
of records during inspections is the least burdensome way that the Commis=
sfon may be assured that the licensee has developed and ‘molemented a

radiation safety program. However, permanent retention of all reguired
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records, or retention between inspections, would be unreasonable and
would run counter to recent guidance to regulatory agencies that was
issued by the Office of Management and Budget. Therefore the Commission
has, in the proposed revision, generally adhered to the following policy.

1. For recurring records that are created on a daily basis, for
example ena-of-day surveys, and for most non-recurring, sporadic, or
periodic records, such as individual patient dosage measurements or survey
instrument calibrations, the Commission has made a judgment that records
retention for two years provides adequate evidence of compliance with
requirements.

2. In a few cases a recorq is only created once or the Commission
considers the record to be;;;iiié;*“gzjdence of compliance with regula-
tions that, if not followed, might cause an immediate discernible impact
on a worker or member of the Dub?ic(::ﬁee\‘qPr example, requirements for
the geometry test for a dose calibrator and the teletherapy dosimetry
equipment calibration, respectively). In those cases the Commission has
made a judgment that retention forﬂtne duration of use of the equipment
or of the license is necessary.

Effect on Broad Licensees

Wb
In addition to the more common "group" licenses,the NRC fssues that

authorize byproduct material for uses described in the groups, the NRC
has also issued about 100 "broad" licenses under Part 33 that include
medical use. There are two types, a:nure:broad license and .a',.hybrid;N
broad license.

About 50'pure ‘medical use broad licenses have been issued. They
ars issued to 1arg; academic fnstitutions that have had several years
experience using radiocactive materials. These licenses vest in each
institution's Radiation Safety Committee/fﬂﬁej’ihe authority to permit
medical practitioners to use byproduct material for both patient care
and medical research, to permit individuals to use byproduct material
for research in test tubes aﬁp animals, and to review the facilities and
radfation safety orocedure;:}+4r1nese individuals will use, Before NRC
issues a pure broad license ;t reviews the applicant's aaministrative
and safety procedures, the training and experience of :heVﬁ&@”ﬁnd&éacn

§ o ‘
Fodonlerr iph -
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individual member of the,RSCf and the standards and management procedures A
. g.mfm;ﬁm use when wrevieﬁipermit requests. This type of license X

is needed to allow for the orderly evolution of the medical sciences.
The NRC will continue to reviewr gommitiee member qualifica=-
tions on a case-Dy-case basis because the size and individuality of each
broad license program precludes the preparation of generic prescriptive
qualifications. These licensees would be required to comply with the
proposed prescriptive and performance criteria of Part 35, but would be
exempted from the training and experience requirements of Subpart J and
the authorized materials and authorized use restrictions in proposed
§§ 35.49, 35.100, 35.200, 35.300, 35.400, and 35.500.
About 50 medicalgnybridﬁbroaa licenses have also been issued. Ihey \&
, are similar to the pure-broadslicense described above, except that the
] fﬁjﬁkéanly has the authority to permit individuals to use material in test
tube and animal research, and only authorizes medical use in accordance
with the groups in current § 35.100. The NRc:CE;tinuejilo review the

P

training and experience of medical practitioners before allowing them to
use material for medical use. Because control of medical use in these

. cases s the same as that exercised over the more common group licensees,
the basis for a determination of compiiance will be the same as that
described below for group licensees.

Because, whether at a group or broad license facili; , teletherapy
is separately licensed "for treatment of humans" and;the NRC reviews
qualifications of proposed users and safety procedures, no significant
inconsistencies with current teletherapy programs or new teletherapy
programs are expected.

Transition Policy For General Licensees

The general license in current § 35.31 has been eliminated from the

proposed regulations. In the future’all medical use will be specifically )g\
licensed. Qurrent general licensees will receive a specific license angd™ A . +
will be THcorporated ii'NRC’s filing system for keeping track of specific
Ticensees, but they will be 1imited to the methods of use described in
the current § 35.31, and relieved, by license condition, from the require=
ments that are more burdensome than the current general licensee require=

. ments. The only action they wil! neecttaue fs to respond affirmatively /

% ol f
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to a notice that asks if they want to continue to have an NRC license that
is limited to the methods of use authorized by the current general license.
They will not be assessed application or renewal fees as long as their
programs are limited to the material uses described in currant §35.31.
General licensee;ku;o)c;nt to make any changes in their programs will

have to apply under the new licensing scheme and will be subject to all

the fees that apply to specific licensees.

The current Part 35 also grants a general license for in vitro work
described in §31.11 to group licensees without requiring that they submit
an in vitro registration form. Under the proposed regulation, applicants
would have to specifically request this authorization as a line item on
their application. Part 31 will be amended to continue the in vitro
authorization for current med1cal 11censees unti] the1r licenses are
renewed. In either case, t;e use of § 31.11 mate'YalsAW"T only be
subject to the requirements of § 31.11.

Transition Policy for Specific Licensees

Under the current regulatory program, the license document with the
appended application is used to requlate each individual licensee.
Becagse the requirements in the proposed -evision were taken from common iy
used,ﬁicénse conditions and regulateory guidance that most licensees have
incorporated inhthefr applications, the Commission does not expect any
significant inconsistencies between current licensee radiation safety
programs and radiatfon safety programs of aoo?icants';h&‘aooiy after the ;
effective date of the proposed regulations. Therefore, current licensees
will be cited if they do not comply with the new rngulat ons. However, (X" ¥l
+f :heré;ﬁé-;;‘qnconsistency between a license, and the regulation (for
example,a license may require survey instrument calibration biennially, . X
but the proposed regulation would require calibration annually)f&ithAthe \“Lf
license less stringent than the regulation, the license would be con=

4

sidered an exemption from the requlation. Because the less stringent

license requirement was reviewed for safety zonsiderations and approved

Dy the NRC, the inconsistency would not ~gsult 1n an increased risk to

workers or the public. On—the—other-hand? if the license requirement is \

more stringent than the regulation, the license requirement will stand

"W

.)

in place of the regulation because it may serve %0 bDalance another
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license requtrement elsewhere that is less stringent than the proposed
regulatxon e Lo itone RAIpOSEL I E B ’i' S .
&is i e ,q;/, e -l .,L,( ol M ¥ o L Ave (Al o
’36(25}”'“““‘ S*In the'case of recora *etentxon the reguTat1on w111v*ake precedence

because, in the past, the Commission has mot offered much guxdance on

this topic. Many applicants have either not specified a period of reten-
tion or have incorporated a single, all encompassing record retention
phrase "until the Commission authorizes their disposa%‘ rather than
shouldering the burden of justifying to NRC a shorter period. If a record

is substantively the same as a record described in the proposed regulation

fa ek riah ' nst

andlsae ention e has been stated,for that specific record,
o

licensees could ado e retention per1odvin the final rulemaki ng A6 iy eh

v Tewr

gicensees would st11ﬂ have to comply with any record retenti on,raqu i réta
JD&&—‘OF-Q~¢%¥%¢GULO‘%;Op1C thae—ﬁs—apee’44en++y—seeeed-ev-eeioneneod-+a-
-+ license condition or another Part (for example Part 20) of the regula=
tions. (For example, surveys that provide the basis for cccupational
dose records or measurements of effliuent release are governed by Part 20.)
NRC does not currently review qualified teletherapy calibration
expert Mcredentia]s, and does not identify the Radiation Safety
. Officer Mn the license. Under this proposal, NRC would begin to
review their credentials and identify both just as it does now for
authorized users. To add current licensees to ’*xs new scheme, ceim——a
Jﬁihorepy licensees would be required to $U01‘~L_ur reyvi pw';;5"599r9v31
the credentia '.s_;a.-excb when the next amendment or renewal request

is required. The R50-eme-QFEE would be identified on the next license
Lee ndividvats

amendment.

The NRC particularly requests public comment on this transition
policy and would like to know if licensees envision problems of inter=
pretation or compliance that the staff might not foresee,

OISCUSSION OF PROPOSED REGULATIONS

The primary purpose in initiating this revision to the regulations
fs to simplify the regulatory process by providing licensees with a
single source of requirements for the medical use of byproduct material.
Radfation protection standards now contained in severa existing reguia~

tions, Inspection and Enforcement orders that modify a single 'icense or

‘ group of licenses, technical reports (NUREGs), stancard zonditions of
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licenses, and regulatory guides would be consolidated into a concise set
of regulations. The requirements that apply to all licensees appear
first, followed by the specific requirements for each of the six basic
types of use.

In the proposed regulation, items of general information, general
administrative requirements, and general technical requirements are
addressed first in Subparts A through C, respectively. Subparts D
through [ contain the additional technical requirements that apply to
licensees for each of the six new types of use. Subpart J lists the
training and experience requirements, and Subpart K lists the penalties
for violations of the regulations.

In order to maintain consistency among the various parts of NRC's
regulations, conforming amendments have been made to the affected sec-
tions of Parts 30, 31, 32, and 40. These conforming amenaments can be
found immediately after the revised Part 35. A section=-by-section
discussion of the proposed revision of Part 35 follows.

Title
The title of Part 35 has been changed from "Human Use of Byproduct

Material" to "Medical Use of Byproauct Material" to better reflect the
scope of the part.

Authority
This 1isting provides notice of the statutery basis for the regula=

tions. It also provides notice that the NRC may initiate criminal prose=-
cution of persons who knowingly and willfully do not comply with the
prescriptive requirements issued under sec. 161b or the recordkeeping

and reporting requirements fssued under sec. l6lo.

Subpart A--General I[nformation

§ 35.1 Purpose and scope.

The regulations in this part apply to all persons licensed by the
Commission to intentionally agminister byproduct material or the radia=
tion from byproduct material to humans, and to individuals working under

their supervision,
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§ 35.2 License required.

This section requires that persons have a license issued by the
Commission or an Agreement State before they handle Dyproduct material
for medical use. The Commission uses the specific licensing process to
limit the use of Lyproduct material to persons who have the equipment,
facilities, training, and experience needed to ensure its safe use.
Individuals who are working under the supervision of an authorized user
do not need a lTicense document, but this does not relieve them of the
requirement to conduct their work in accordance with requirements of the
Ticense and the regulations of this chapter. The licensee remains
responsible for the noncompliance of such agents or employees, and may
be subject to sanctions for their failure to comply.

§ 35.8 Information collection requirements: OMB Approval.

This section provides notice that the Office of Management and
Budget has reviewed and approved the information collection require=-
ments contained in this part.

§ 35.15 Definitions.

The term "Agreement State" applies to those states that have entered
into an agreement with NRC to assume responsibility for regulating the
use of byproduct material within their borders.

The word "ALARA" was added to identify the acronym for the phrase
"as low as reasonably achievable." S

The term "Area of use" was added to identify a place, ehat—ts-withim
— phyt4c&l—&&au;;s¢v"tnﬂ~thc% ts-attocated-ee—the Dyproduct matertfals ':‘;~’;
~oregrem, The term s used in § 35.36 to authorize licensees to use by= '
product materials fn rooms, suftes, or building wings not identified in
the application,
The term "Authorized user" was added to identify individuals who are
identified by nfﬁc on a license and who are authorized by the Commission
or an Agreement State to administer byproduct material, or the radfation
therefrom, to humans for medical care, and supervise its use by others.
The term "dentist" was added to fdentify a group of practitioners
I1censed by the States wnho might use byproduct matertals in thafr practice.

21 Enclosure |
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The term "medical use" was included to help identify the scope of
this part. The word "intentional" was,adﬁtd—io the eurrent definition
of -the-term-"human-use’ to make it clear that occupationa’ and non-
occupational exposures under the regulations of Part 20, accidental expo-
sures, and unwanted exposures from other sources of radiation (e.g.,
nuclear powered cardiac pacemakers, smoke detectors, and radioactive
waste) are not considered medical use. The phrase "in the practice of
medicine in accordance with a license" was included to make it clear
that NRC recognizes that states may have different definitions of X
medical practice or diffe;;nt levels of control and that licensees
should not interpret the NRC license as a pre-emption of state medical %
regulations or an attempt to direct the states' regulation of medical "
practice.

The word "medical institution" was addea to identify organizations
in which the radiation safety program depends on the cooperation of indi-
viduals from several different departments.

The word "management" was added to identify the individual respon=
sible for defining the licensee's policies and allocating personnel,
budget, and space resources.

The word "misadministration” was included to define those instances
in which a mistake has been made in the medical use of byproduct material.
The definftions are the same as those in the current § 35.4]1.

The term "mobile nuclear medicine service" was adced to describe
the transport of byproduct material for the purpose of offering diagnos~
tic nuclear medicine services at addresses other than the principal
business address of the licensee.

The word "output" was added to describe the amount of radfation in
a teletherapy beam,

The word "physician" was included to identify individuals 1icensed
by the zgates to practice medicine and therefore eligible to use byproduct )&
material in /the practice nf medicine,

The word "podfatrist" was added to identify a group of practitioners
licensed by the States who might use byproduct materials in their practice.

The term "qualified teletherapy calibration expert” was included to
replace the term "qualified expert" which s used in the current § 35 .24,

Enclosure |
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The new term better reflects the training, experience, and responsibil-
ities of the individual who is responsible for calibrating a licensee's
teletherapy unit.

The term "Radiation Safety Officer" was added to identify the indi-
vidual named on a license and who is responsible for managing the
licensee's radiation safety program.

The term "sealed sourca" was included to identify byproduct material
that is specially encapsulated to prevent leakage or escape during use
and storage. It is the same definition as used in § 30.4,

TRy PR V“““‘f{ v
* The term "visiting author1zed user" was added to identify,authorized

‘usors,who. while working for 3 11censee on a temporary or occasional

basis, use byproduct material under the restrictions of the temporary
employer's license, which does not identify the visitor as an authorized
user. This authorization is based on a freguently used/1iceﬁse condition.
§ 35.16 Application for Iicense: wrrkmdrent, O .

At an institution, only management may apply for a license; individ=
ual physicians would be listed on that license as authorized users. An
individual physician may not apply for use within a medical institution
(an organization that provides various medical services). This require=
ment reflects the need for coordination with other employees who may not

be under the administrative control of the authorized user. For use
£ red

—~2ased outside a% 1nst‘tution. such as for private practice or mobile

service, any person may apply. An application must be filed on Form
NRC-313 because it elicits information in an orderly manner that will
allow for uniformity in application review procedures.

Teletherapy applications must be submitted separately because the
scope and nature of information needed is much different than that needed
for the other types of medical use. This requirement does not imply that
the applicant shou 4 have two separate safety programs.

This section also refiects the Commission's decision to delegate to
Regional Administrators some licensing functions which, unti] recently,
were conducted in the headquarters. This program was described in Federal
Register notices published May 27, 1982 (47 FR 23138), Apri) 14, 1983
(48 FR 16030) and May 9, 1984 (49 FR 19630).
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§ 35.17 License amendments.

The Commission requires that the licensee obtain an amendment for
any changes in the byproduct material program that might increase the
potential for radiation exposure to workers and the general public, or
make it difficuit for the Commission to conduct its inspection program.
The Commission has determined that certain changes are potentially signi-
ficant for the following reasons and thus will require an amendment:

(1) The NRC must be assured that the licensee has adequate training
and experience and facilities before authorizing a change in the type or
method of medical use or amount of byproduct material used. Such a change
might also indicate a need for increased inspection freguency.

(2) The use of byproduct material at an address not identified on
the license would make it impossible for the Commission to make unannounced
inspections. The Commission relies on the unannounced inspection to assure
day-to-day compliiance. For the purpose of this part, the phrase "location
of use" refers to a building. (Moving from one room to another within a
building would not constitute a change in location of use.)

(3) The Commission must be assured that the training and experience
of Radiation Safety Officers, authorized users, and qualified teletherapy
calibration experts is sufficient to ensure that they are abie to under=
stand and follow regulations for the safe use of byproduct material.

§ 35.18 Notifications.
A notification requirement was added to require the licensee to

notify the Commission if an authorized user, Radiation Safety Officer
‘/’/€;-§RSOQT or qualified teletherapy calibration expert is no longer affil-

fated with the licensee's byproduct material program. Without this

notice the NRC would not have assurance that the collective training and

experience of the licensee's remaining personne! is adequate to ensure

the safe use of byproduct material for all the types of use authorized
by the license. The Commission has made a judgment that notification
within 30 days 1s sufficient because technicians who nhave worked under
the supervision of the authorized user can adequately ensure the safe
receipt and proper storage of byproduct material, However, absence of

an indivicdual to oversee a byproduct material program mav increase the
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propability of an accumulation of unused byproduct material or unauthor=
ized use of material. This presents an unacceptable potential hazard.

§ 35.28 License issuance.

The Commission has selected a license term of five years. A shorter
term would not benefit the public health and safety because past experi-
ence indicates that medical programs do not generally change significantly
over that period of time. A shorter term may unduly interfere in patient
care because the licensee would spend an inordinate amount of time request-
ing renewals. A longer term may occasionally result in unintentional
abandonment of the license.

The applicant must use Form NRC-313 to provide for an orderly safety
review of the applicant's program. The Commission will apply certain
standards when reviewing an application so as to ensure that the safety
of workers and the public will not be compromised if the license is
granted. The staff must be assured that the applicant's proposed equip=
ment and facilities are adequate to protect health and minimize danger
to life or property (§ 30.33(a)(2)), and that the authorized users are
qualified by training and experience to use the material for the purposes
listed in the application in such a manner as to protect neaith and mini-
mize danger to l1ife or property (§ 30.33(a)(3)), and that the applicant
has established procedures adeguate to assure the safe use of byproduct
material. Lo

Hae o

i ickdh__ ag ‘
Concerning fees, i&_is—zna-senee-é? Congress/that¥services, such as

licensing and inspection, must be self-sustaining to the extent possible.

§ 35.29 Specific exemptions.

As part of an application or amendment request, a person may reguest
an exemption from any requirement of this part. The NRC occasionally
recefves requests for exemptions from procedural, equipment, or training
standards. The Commission may allow the exemption if the applicant can
show that it will not compromise the health and safety of workers and

the public.

losure 1
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Subpart B--General Administrative Requirements

§35.30 ALARA program.

An ALARA program is a management too)l needed to assure that al)l rea-
sonable efforts are made to assure the safe use of byproduct material.
(See 'Management Organization and Administration for ALARA' by Kathren,
Health Physics, Vol. 42, No. 2, February 1982, p. 119-131, and 'Radiation

Safety in a Nuclear Medicine Department,' by Gandsman et al., Health
Physics, Vol. 38, No. 3, March 1980, p. 399-408.) In an institution many
workers from different departments might be occasionally exposed to by=
product material!. The Commission has made a judgment that a formal ALARA
program is the only management tocl that can ensure a cooperative effort
to raduce individual and collective dose and ensure regular safety reviews.
Specific requirements usually considered part of an ALARA program are
required by §§ 35.31 and 35.32.

Non-institutional licensees, such as one or a few physicians in
private practice, are not required to have a formal ALARA program because
the safe use of byproduct material does not usually depend on the coopera<

tion of individuals from several administratively separate departments

.31 Radiation Safety Officer.
The Radiation Safety Officer ;£5979:: an individual with special

expertise who is needed to coordinate the safe use of byproduct material

w

§ 3

in accordance with the license and\freguliations.
#e (o) ,GV;.-4F'~;

§ 35.32 Radiation Safety Committee.

The proposed Part 35 requires institutional licensees to establish
a Radiation Safety Committee to oversee the use of Dyproduct material.
The committee is required because, in an institution, radiation safety
for all workers (users and ancillary staff) and the public depends on
the cooperation of employees from administratively separate departments.
Without the benefit of committee discussion, authorized users may not be
aware of radiation safety oroblems outside their own department that are

caused by their patients, packages, Or waste. The iomm*:zee's gelibera- )(

ot

information tha

tions will provide management and authorized users with
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fs needed to optimize allocation of resources available for radiation

safety. A gpmmittee is not required for licensees that are not medical &(
institutions because such organizations generally do not have the multi-

armed, muiti-tiered management structure typical of medical institutions.

In non-institutions the authorized user is likely to be part of management

and a line supervisor for ancillary workers; therefore a formal committee

structure would serve no useful purpose. A similar requirement was pub-

lished as a proposed rule on April 9, 1979 (44 FR 21023), and as a final

rule on September 13, 1982 (47 FR 40149).

Committee membership must include a physician identified on the
institution's license as an authorized user of byproduct material for each
type of use permitted by the license, the institution's Radiation Safety
Officer, a representative of the institution's managemenfyand a representa- )(
tive of the nursing service.

Institutions that only request a license for diagnostic sealed
sources will be exempted from this requirement by license condition
because the radiation safety program would not depend on the cooperation
of individuals from several different departments. Packages would arrive
infrequently, there would be no chance of contaminating an entire room or
suite, no radicactive waste, no radiocactive patients, and little chance
of loss of material.

To assure the safety of workers and the public in light of site-
specific exigencies, the Committee must review on the basis of safety
(1) the gualifications of each individual to be listed as an authorized
user, and (2) each proposed method of use. In its reviews, the ipmmittee
should consider compliance with NRC regulations, special physical or
chemical containment problems, the amount of byproduct material that will
be used, and the relative hazard of the material, all in light of the
licensee's facility and staff.

The gommittee must review occupational exposures gquarterly. A more )(
frequent review would inap. ~opriately emphasize normal and expected
statistical variations in exposure data. A less frequent review would
not provide for timely notice of unnecessary or unnecessarily high doses.
The quarterly review should be guided by two trigger levels for individ-

ual doses. The lower level would be a minimum level below which no action

ro
~J4
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need De taken. Above the minimum level, the source of exposure should be

determined and consideration given to methods of reducing the exposure

rate. The higher level should trigger immediate intervention by the Radia-

tion Safety Officer to reduce the exposure. The gommittee should review K/

the appropriateness and completeness of the intervention, and snould !

develop a permanent solution to maintain ooé{é:at a lower level. X
The annual review of the safety program is needed to determine its

adequacy in light of the current and projected use of all byproduct mate-

rial. In the Commission's judgment, a review at least once each year is

adequate to assure that exposures remain ALARA considering the few program

adjustments typically made during any single year. More time between

reviews might not permit the committee to make timely recommendations for
reduceng puddit, ——, = _ -
avoiging unnecessary worken'or patient exposure ¢ ;' *“““/~’.fvdle;rn
,!1“ aifoc arnrrn wuc‘kl,l ;\fa ki 64. il d, (, ) i P /,‘-'f!.vi'u‘»t‘.

b 4 i ¢

§ 35.33 Requirement for ﬁpthorwty and i;atement of Responsibiiities.
To ensure that material is used safely, ¢ e =56 arqucmn ittee need
K adeoliry vase A-"\ (= ﬁ.&dxu(«'ﬁ P
a clear statement of their dut1es from ‘management so that guestions ibout
authority, responsibility, and jurisdiction do not keep these individuals

from acting.

§ 35.34 Visiting authorized user.

The uninterrupted provision of *ef*’a. care occasionally requires a
visiting authorized user to work for a 1 censee when its permanent staff
may be unable to do so. This was aT.owec in the past by a standard
license condition. If the licensee had a copy of ancther licensee's NRC
license that listed the visitor as an authorized user, the visiter could
work under the license for sixty days each year without requesting a
license amendment. The scope of this concept has been expanded to allow
NRC licensees to employ Agreement State authorized users 4?3;;: ;he
visiting authorized 9;;;1§.1r35njn%%i?ql:f rience nas been revwewed\Qy
a regulatory agency \*pub 11c hea th and safety witi—Rot—bDe—adversaly—
effeeted-by-allowing this short-term au:hor*:a:ioni The purpose of

itten permission is to assure that the required records have been

reviewed and found complete.

o
o
I
3
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wWhen exercising this privilege, host licensees should identify each
. individual method of use authorized by their license, each individual
method of use authorized by the visitor's license, and each individual
methed of use that the visitor will be allowed to do at the host facility.
Note that in some cases the Agreement States' groups, schedules, or sub-
parts do not correspond to those of the NRC. The visitor can only do

those procedures authorized by both licenses.

§ 35.35 Mobile nuclear medicine service administrative requirements.
Mobile nuclear medicine service has been limited to diagnostic medi-
cal use because the inherent hazard of therapeutic amounts of byproduct
material makes it unsuitable for use in locations where the licensee
_might not have clear and direct control over personnel, facilities, or
f’*“@iGEG?EAenz. J'These licensees are required to have a letter of permission
from the management of each client to assure that the client management
is aware of and in agreement with the medical use of byproduct material
within the facility.

Aobile service may not be provided to licensed clients because, in

‘ casz of a spill or Mdose rates, the responsibility for corrective

action may oe clouded. e ainanlodie Bnils

p; ¢
§ 35.36 Radiation safety program changes.

This section allows the licensee to make changes in the radiation
safety program that was described in the application if the changes are
within the requirements of the regulation. The purpose of this authori-
zation is to a]ldfthe licensee to respond to changes in s;aff levels,
available equipment, or patient lcad that may require rgzélloca:ﬁon of
floor space, or to make changes that may be necessary for patient care,
administrative, ;m«’?adiation safety, or economy needs. Before imple-
menting any change, the licensee must make a record of safety matters
that were considered when planning the change. The record will be used
during unyannounced inspections to determine whether the licensee has

made changes that are contrary to the regulations, license conditions

-

or orders, and during termination surveys toc provide an indication o

every area where material was used.
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This section does not allow the licensee to use byproduct material
‘ at addresses different from those listed on the license because the

Commission would not be able to conduct an unz;rnounced inspection, }K
P

|

|

§ 35.37 Records and reports of misadministrations.
The proposed Part 35 retains the misadministration definitions and

reporting and recordkeeping requirements of the current Part 35. A dis-

cussion of these requirements appears at 45 FR 31701, published May 14,

1980. —$he—Gomn+9s+og;—nn-5EC¥—“‘-°86v—cans4doasa-ulzadnauak—ef—‘hfxr
+equirement and concluded that—ie—shouid-—not—tewithdrawr st thts Time—

§ 35.38 Supervision.
The authorized user is & to use byproduct material in the \'

pract1cea3; med]c1ne Frequently, specific tasks may be delegated (under

}5 35.2(b)" to 1nd1v1duaos with less trairing and experience. However,

it is necessary that a qualified individual instruct them, oversee their

work on a frequent basis, and be available to promptly respond in unusual

or emergency situations. The regulation requires that supervised individ-

. uals comply with instructions, procedures, and the regulations.

The NRC has not specified which tasks may be deiegated to whom

Decause the practice of medicine is requlated differently in each state ‘x/

and because medical services must also be responsive to each community's 1

particular needs. The NRC particularly reguests comment on whether

special training elements should be clearly identified for certain tasks

that are delegated or whether the general guidance is sufficient.

§ 35.49 Suppliers.

In order to authorize only the use of materials reviewed by the
government for safety and effectiveness considerations, authorized users
may use only byproduct material that has been manufactured and distrib-
uted under procedures that were reviewed for safety by the NRC, the Food
and Drug Administration (FDA), or an Agreement State.

The NRC will continue its current practice of allowing, on a case-
bv-case basis, re=-transfer of radiopharmaceuticals betweren Part 35 licens~-
ees if an applicant specifically requests an exempticn from this section
and shows

the exemption is in the public interest.
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Subpart C--General Technical Requirements

§ 35.50 Possession, use, calibration, and check of dose calibrators.

A dose calibrator is needed to ensure that the dosage of material
given is the dosage that was prescribed. It must be tested for accuracy,
the ability to exactly measure a specified quantity, and linearity, the
ability to exactly measure a range of guantities. The requirements are
generally consistent with the recommendations of the American National
Standards Institute. (See ANSI N42.13-1978. C(Copies may be purchased by
contacting Sales Department, American National Standards Institute,

1430 Broadway, New York, NY 10018. In the interest of economy and effi=-
ciency, the NRC uses voluntary national standards in its regulatory
program if they provide adeguate assurance of safety.) The activity
levels of the accuracy check sources were chosen because a lower activity
would fnvalidate the accuracy test due to expected statistical fluctua-
tions, and a higher activity would present an unnecessary source of radia-
tion exposure to workers. The radionuclides required reflect the fact
that dose calibrators are not as accurate as might be expected for the
photon energies commonly used for imaging (see "Joint NCORH and State
Quality Assurance Surveys in Nuclear Medicine," HHS Publication FDA
83-8209). The linearity test should only be done over the range between
highest individual dosage measured and 10 microcuries to ensure that the
dosage given is the dosage that was prescribed. It is not necessary to
test for linearity for all amounts that might be measured, for example
the first elution from a fresh generator or a multidose vial, because
this would subject the worker to unnecessary radiation dose. Dosages
below 10 microcuries cannot be accurately measured on a conventional dose
calibrator becase they are so tiny. A1so.#;ﬁ2ﬂ);;sages present only a
trivial risk to the patient and therefore need not be so accurately
measured. The geometry test assures that the shape of the syringe or
vial containing the byproduct material does not affect the dosage measure-

1
|

ment. The daily constancy check assures that the dose calibrator has
worked consistently since it was last tested.
Licensees whose level or scope of use does not indicate need for a

dose calibrator may reguest an exemption from this section. The request

En
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should be supported by a description of an alternative method that the

licensee will use to measure radiopharmaceutical dosages.

§ 35.51 Calibration and check of survey instruments.

The 1000 mR/hr limit was chosen because that is the highest radia-
tion exposure rate that is likely to be encountered in the medical
environment. The calibration frequency and the other prescriptive and
performance requirements in this section are generally consistent with
ANST N323-1978.

§ 35.53 Measurement of radiopharmaceutical dosages.

This section requires that the licensee assay the radicactivity of
each radiopharmaceutical dosage before it is administered to a patient
and keep a record of the assay results. This is required to ensure that
the patient receives the intended dosage. The time at which the measure-
ment must De made has been purposefully omitted to allow for flexibility
in licensee's procedures.

A similar requirement was published as a proposed rule on September 1,
1981 (46 FR 43840). The comment period on the proposed rule expired
November 30, 1981. The NRC is incorporating the dosage measurement pro-
posal in this revision. The proposed Part 35 dosage measurement require-
ment differs from the 1981 proposal in its recordkeeping reguirement.

The Part 35 proposal requires the dosage measurement record to include
the patient's name, and identification number if one has been assigned,
and prescribed dosage. This informaticon was not required by the 1981

proposal.

§ 35.58 Authorization for calibration and reference sources.

These sources are needed to check and test radiation instruments
and to mark images. They represent a small radiation hazard in relation
to the amount of radiocactivity used in patient care. The activity level
was chosen to allow licensees to have a range of sources with several

energies and half-lives available.

-
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§ 35.59 Requirements for possession of sealed sources’
The user must follow the manufacturer's instructions because they
have been reviewed for safety considerations by the Commission or an
Agreement State.

The six-month test interval has been recommended by“the National

Council on Radiation Protection and Measurements (NCRP)® ih Report No. 57,

“"Instrumentation and Monitoring Methods for Radiation Pr3tection." More
frequent testing is inconsistent with ALARA considerations because it
would cause worker dose when making the test but provides only a slightly
greater probability of finding a leaking source. The test procedures
described are intended to maximize the probability of detecting contami-
nation from a leaking source. Report No. 57, Section 3.3.5.3 recommends
a minimum detectable Timit of 0.005 microcuries for equipment used to
measure leak test samples. This level is also consistent with the
requirements of other parts of the current regulations (see, for example,
§§ 31.5 and 34.25), and is only slightly higher than the minimum detect-
able activity exhibited by instrumentation available to licensees. The
Commission has made a judgment that this level provides the most conserv-
ative detection level technically achievablie at a reasonable cost. It
is noted that this requirement would reduce the current permissibie
amount of detectable contamination from teletherapy sources ten-fold,
from 0.05 microcuries to 0.005 microcuries for purpose of consistency.
The Commission has made a judgment that the exempted sources do not
present a contamination hazard because of the small amount of radicactiv-
ity in the sources, the method in which they are constructed, or the small
hazard of the byproduct material. To conduct a physical inventory more
frequently than quarterly is inconsistent with ALARA exposure goals. To
inventory les: frequently may, in case of a misplaced source, allow an
unacceptable radiation exposure to go on for too long without detection.

The radiation survey assures that sources are safely stored.

*The National Council on Radiation Protection and Measurements (NCRP) is

a nonprofit corporation chartered by Congress in 1964 to draft proposed
recommendations on protection against radiation and radiation measurements,
quantities, and units, particularly those concerned with radiation pro-
tection. Copies of reports may be purchased by contacting NCRP Publica-
tions, P.0. Box 30175, Washington, DC 20014.
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§ 35.60 Syringe shields.

Syringes that contain byproduct material can be an external radia-
tion source and should therefore be shielded at all times. In some cases
the use of a shield when making an injection could interfere significantly
with the injection. This would jeopardize patient benefit. In such cases
the higher radiation exposure to the hands that is received by the tech-
nician who does not use a syringe shield is warranted. A shield need not
be used when the risk of spoiling the injection is greater than the bene-
fit of reduced worker exposure.

The NRC considered requiring the use of syringe shields when drawing
individual dosages from multi-dose vials. That requirement is not
included in this proposed revision because it appears that the increased
handling required to remove the shield when measuring the dosage may
actually increase radiation dose to the hands. However, the NRC is
soliciting comments on whether syringe shields should be used when draw-
ing individual dosages.

§ 35.61 Vial shields.

A vial radiation shield can significantly reduce the radiation expo-
sure to the fingers and hands of an individual handling a vial of by-
product material.

;

> eh r"l

§§ 35.62 Syringe labels, andA35.63 Vial,labels.

Some misadministrations have been caused by accidentally transposing
vials or syringes. The proper labelling of containers will help to avoid
this type of mistake.

§ 35.70 Surveys for contamination and ambient radiation exposure rate.
Since radiopharmaceuticals are frequently handled, it is plausible
that a syringe or some radioactive waste may be mislaid. This would
result in unnecessary radiation exposure to workers and the public. The
exposure rate survey will bring this to the attention of workers. The
weekly exposure rate survey of waste storage areas will ensure that expo-
sure rates in that area will be monitored so that special steps can be
taken if greater than average use of radiopharmaceuticals results in

higher than average exposure rates in the waste storage area.
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The Commission knows that a removable contamination wipe test made
several days after spillage of a short-lived radiopharmaceutical will
probably not detect any contamination. The periodic contamination survey
serves as a check of workers' physical control of radiopharmaceuticals.
If contamination is found, it indicates that controls or safety measures
may be inadequate or are not always being used.

§ 35.75 Release of patients containing radiopharmaceuticals or permanent
implants.

_A patient whose body contains byproduct material is a source af
external radiation and can be a source of radiocactive contamination.' The
Commission proposes to allow patient release limits based on residual
activity in the patient or exposure rate at a specified distance from the
patient at the licensee's option. The 30 millicuries burden limit is
based on a recommendation of the NCRP and current licensing practice. The

6 mR/hr at one meter limit is based on the exposure rate from 30 milli-

curies of iodine-131, the most commonly used therapeutic radiopharmaceuti-

calo FThe—Commission—is—considering—aHowtny theopttonterausethe 30"

midlicurie-timit s consistent with-NCRP—quidance;~but some individuals
believe that the exposure rate is more relevant and easier to measure.
The Commission believes that either 1imit provides an adequate measure
of safety for the general public, and has—made—a—susement that further
reductions in public exposure are not reasonably achievable considering
the cost and potential for detrimental effect from an unnecessarily Tong
hospital confinement.

§ 35.80 Mobile nuclear medicine service technical requirements.

The Commission has limited radiopharmaceutical transportation by
these licensees to unit dosages and multi-dose vials of prepared radio-
pharmaceuticals.

The Commission did not authorize transportation of generators
because they are needed by persons who do not have daily access to pre-
pared radiopharmaceuticals. That lack of access would be contrary to
the geographic proximity required by § 35.38.
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The service must remove a1{)racioactive waste generated during the
T #Ha Comnnild ron Aas ne
use of byproducF m{?i;li]@af‘ffclien£»$*c444*7 because ; =
that the client fiéfffer—~esﬂinzgeensa. receiye and process radiocactive
waste. Because there 15 no assurance that the licensee can control
access to areas of use while working in a facility that is under another
person's administrative control, client facilities should be considered
as unrestricted areas, and the licensee must therefore constantly exer-
cise physical control of byproduct material.
Equipment checks are needed to assure the proper function of equip-

ment after transport and before byproduct material is handled. A survey

is needed to assure that all byproduct material has been removed from
sl .

el l

theylocation of use. The mobile nuclear medicine service must carry a
calibrated survey meter to monitor exposure and contamination in case of

any accident that may result in a release of byproduct material.

§ 35.90 Storage of volatiles and gases.

Some radiopharmaceuticals present an inhalation >r immersion source
(e.g., volatile iodine-131 and xenon-133 respectively). The chance of
exposure can be reduced by storing these materials in a fume hood or
multiple barriers (such as a folded plastic bag within a folded plastic
bag).

§ 35.92 Decay-in-storage.

For most hospital radiopharmaceutical waste, decay to background
levels is essentially complete over a period of days or months. The
waste disposal requirements of § 20.301, directed primarily at longer
half-lived material, are not necessary f.r short half-lived radiophar-
maceutical waste. Therefore, short half-lived waste can be exempted from
the requirements of § 20.301. A decay period of ten half-lives was
chosen Decause it represents a thousand-fold reduction in radicactivity.
This ensures that, in most cases, byproduct material will have gecayed
to levels below those in § 30.71, which are cuantities that, under cer-
tain ordinary conditions, are exempt from a requirement for a specific
license. The regulation would oni; aliow decay=-in-storag

material with a half-1ife of 65 days or less because storage in excess

o
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of 650 days is more appropriately considered permanent storage. (Consis-
tent with current practice, the Commission will consider, on a case-by-
case basis, requests to decay longer-lived material or to decay for fewer
half-1ives.) Waste must be monitored to assure that long-lived waste was
not accidentally mixed with short-lived waste and that no waste has been
added to the container since it was sealed. When the waste is monitored,
neither the waste nor the survey instrument may have any radiation shield-
ing because it might hide the presence of long-lived byproduct material
in the waste. The requirement to remove or obliterate radiation labels
is in § 20.203(f)(4) and is included here for completeness. Generator
columns must be individually monitored because they contained larger
amounts of radicactivity and alsc may have small amounts of long-lived
contaminants.

B ’\
Subpart D--Ugtakej\viiution, and excretion

§135 100 Use of radiopharmaceuticals for uptake, dilution and excretion

studies, ahd 35.200 Use of radiopharmaceuticals, generators, and reagent

( 5 ;lﬂ Qi -T.¢‘-\M’ laler ).
aly

kits f9:71’ag1ng and Tocalization studies,

Orugs approved for human use by the FDA have a laoe? or package
insert that specifies the FDA-approved use, physical form, route of admin-
istration, and dosage range. NRC relies primarily on FDA's determination
of a radicactive drug's safety and effectiveness when it is used according
to the package insert. By restricting the physician to the FDA-approved
physical form, route of administration, and dosage range, NRC assures the
safety of the public while allowing the physician flexibility regarding
the choice of the clinical procedure.

The FDA also authorizes the Radioactive Drug Research Committee (RDRC)
at an institution to review and approve the use of radiocactive materials
for medical use research purposes. The Commission believes that the
guidelines used by the FDA when reviewing the credentials of the RDRC
members, and the guidelines that the FDA requires the RDRC to use when
evaluating research proposals, are adequate to assure the safety of
workers and the public without unau]y restricting medical research. There-

fore, the Commission will continue to allow, on a case-by-case basis,

(P8 ]
~4

Enclosure 1



[7590-01]

licensees to administer radiopharmaceuticals authorized by an RDRC in
accordance with FDA regulations. This authorization was not included in
the regulation because only a few licensees request it.

The radiopharmaceuticals listed in § 35.100 were taken from those
listed in the current §§ 35.31 and 35.100(a). Those listed in § 35.200
were taken from current 8§ 35.100(b) and (c). Mercury-203 was not
included in the proposed revision because the Commission believes that
there are other radiopharmaceuticals available that provide equivalent
diagnostic information with much less radiation dose to the patient.

Manufacturers are currently distributing generally licensed radio-
pharmaceuticals under a license issued pursuant to § 32.70. If this
revision is adopted by the Commission, these manufacturers would have to
apply for a license amendment to distribute radiopharmaceuticals pursuant
to § 32.72.

§ 35.120 Possession of survey instrument.

A low level survey instrument is r2eded to check areas of use for
contamination. Since the total amount of radiocactivity used for uptake,
dilution, and excretion studies is }eiative1y small, the Commission does
not believe the licensee needs an ionization survey instrument to measure
dose rates.

NS

Subpart E--Imaging and localization

§ 35.200 Use of r diopharmaceuticals, generators, and reagent kits for
imaging and lTocalization studies.

Xenon=-133 as a gas or saline solution has been added to this group.
Manufacturers are currently distributing the product under a license
issued pursuant to Part 30. If this revision is adopted by the Commis-
sion, these manufacturers would have to apply for a license amendment to
distribute xenon pursuant to § 32.72.

Through continuing medical research, new uses may be found for exist-
ing approved radiopharmaceuticals These new uses, which may require a

different dosage, route of administration, or physical form, may not
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Tap11n (Docket No PRM=35-1) requesting an exemption for Tc-99m pentetate

as an aerosol for lung function studies. A proposed rule was published
on April 13, 1982 (47 FR 15798). The comment period on this proposed rule
expired June 14, 1982, and 35 comments were received. The NRC adopted the
ruie in final form without change on February 4, 1983 (48 FR 5217)j“r?F;
NRC is incorpcrating this regulation into this revision of Part 35 without
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soliciting public comment because of the recentness of the rulemaking and
because there are no substantive changes to the rule as adopted.

§ 35.204 Permissible molybdenum=99 concentration.

Technetium=99m is produced when molybdenum=99 underaqoes radiocactive
decay. When the technetium is separated from the molybdenum, unwanted
molybdenum may appear as a contaminant in the technetium solution. The
permissible concentration of molybdenum=99 was chosen to be consistent
with the permissible concentration listea in the United States Pharmacopeia
(USP), the nationwide standard for all pharmaceuticals used in the prac-
tice of medicine. It is the judgment of the Commission that the USP
standard provides an adequate level cof safety and to require a different
standard would be confusing and unproductive. Since diagnostic dosages
of technetium=99m are generally 30 millicuries or less, the maximum
permissible levei of molybdenum=-99 in such a dosage would result in 2
patient receiving an undesired 4.5 microcuries of molybdenum=99. The
molybdenum would be taken up primarily by the liver. The dose toc the
liver would be about 0.2 rads as a result of the molybdenum concentra=
tion. The Commission has made a judgment that, by holding the permis-
sible concentratiun to the required level, the resulting radiation dose
is insignificant compared to the radiation dose which would be received
by the pat1ent due to the administration of the technetium.

The énhi‘o—who—elutes the generator must measure and keep a record k(
of the molybdenum concentration. Persons who receive prepared radio-
pharmaceuticals do not have to make this measurement because the person
who prepared it would have made the measurement (see the conforming
amendment to § 30.34).

(F8)
(Ve
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§ 35.205 Control of aerosols and gases.

The Commission believes that a system that provides for the collec-
tion or controlled dispersal of aerosols and gases is needed to reduce
exposure to workers and the public. If control is by dispersal in the
atmosphere, licensees should note §§ 20.105 and 20.106, which limit the
amount of radiocactivity in the effluent stream.

Unlike solid and liquid byproduct materials authorized by this part,
gases usually cannot be contained or recovered after a spill. To reduce
exposure to workers and the public after a spill, exhaust and dispersal
in the atmosphere is commonly used. However, because conventional room
ventilation rates are seldom sufficient to clear spilled gas in a timely
fashion, the licensee must follow special, room-specific safety measures
in case of a gas spill. When making the requied exhaust calculation, the
licensee must assume that the largest single gas container handled in the
area is completely spilled, and may use either ambient or emergency air

exhuast rates.

§ 35.220 Possession of survey instruments.

The licensee needs a low level survey instrument to check for contami-

nation and an ionization type instrument t0o measure dose rates in areas

where large amounts of radicactive material are stored.

Subpart F--Radiopharmaceuticals ‘ork\perapy

§ 35.300 Use of radiopharmaceuticals for therapy.
The radiopharmaceuticals listed in § 35.300 were taken from those
listed in the current §§ 35.100(d) and (e). The drugs have been approved

for medical use by the FDA.

ig;ggfgzgv Safety instruction, and 35.410 Safety instruction.

In the hospital setting, the use of byproduct material presents

special training problems which are not addressed in Part 19 Decause they
are unique tc the medical environment. or example, visitor control fin
a hospital cannot be accomplished by physical parriers which might impede
the delivery of emergency medical care to patients, Asa)) after aamin-

istration, the byproduct material is contained in an ampuiad
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C% Theﬁéfore, the Commission has made a judgment that worker instruction in
. addition to that required by Part 19 is necessary. (This parallels
special instruction required, for example, for radiographers and radio-

grapher's assistants pursuant to § 34.31 of the Commission's regulations.)

§ 35.315 Safety precautions
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