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NOTES OF GENERAL INTEREST AND CLARIFICATION FOR REVIEWERS

Contrary to the Part 35 strategy plan element 1 that said "only
editorial and non-substantive changes" would be made to the regu-
lation, several changes that some reviewers may consider
substantive have been made because the individuals who suggested
the changes were able to support their suggestions with clear
reference to health and safety.

I have tried to indicate where all changes were made in the draft
Federal Register Notice dated 12 07 83 that some of you have seen.

The patient excreta exemption that is in the current Part 20 has not
been included because it will require an extensive environmental
impact analysis. This problem will be handled at a later date as a
separate rulemaking.

There will be no "tie-down" license condition. The regulation
requires that authorized users be named on the license. See 35.15.
The regulation requires that the licensee follow his own procedures.
See 35.31b2. The regulation allows licensees to modify procedures
with the advice and consent of the RSO and management. See 35.31b3
and 35.32b4.

The 12 07 83 draft that some of you have seen indicated that there
would be a conforming amendment to Part 71-Transportation. Current-
ly DOT, and therefore NRC, exempts physicians from transportation
regulations. The plan was to expand this exemption, for the sake of
consistency, to supervised individuals; this would have been done as
a joint rulemaking with DOT. Background meetings indicate that DOT
staff is divided on the propriety of this exemption. Therefore,
this issue may be handled at a later date as a separate rulemaking.

There is a conforming amendment to §31.11 that grandfathers human
use licensees who are also doing in vitro work under §35.14(c).
(Many people have thought that nuclear medicine clinics that are
doing in vitro work would have to file a form NRC-483.)

N—— 5
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DRAFT

MEMORANDUM FOR: William J. Dircks
Executive Director for Operations

FROM: John G. Davis, Director

Office of Nuclear Material Safety and Safeguards
SUBJECT: PROPOSED REVISION OF PART 35 =~
p— ‘{ c‘ g 71 Y / / 4 . ’ 4 r .’_ P re as o/

| The staff has prepared a proposed revision of 10 CFR Part 35, "Human Use of
\‘Eyﬁ;oduct Materia]"'forﬂto;ment. The proposed revision is based on SECY-83-62
and the Commission's reponse to that proposal. Individuals fromkNMSS\'IE, RI,
RII, RIII, RIV, RV, RES, OPE, SP, ADM, ELD, and two Agreement States helpedyr chl At

p¥epanofthisdbroposa]. 74 ’ séasmenls A o 7

R & « L ’ v 4 ¥

‘ ' The following offices have concurred with the proposal, indicating that they
have no objection to publishing the proposed revision for comment: [fill in]

\ C ¥ , ‘

F s 7 R
{ A £ - ’ - o !

L i
\- ; P John G. Davis, Director
Office of Nuclear Material Safety
and Safeguards

Encl: Proposed revision
of 10 CFR Part 35

02/08/84 [McETroy/DRAFT TRANSMITTAL MEMO]
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DRAFT COMMISSION PAPER

The Commissioners

William J. Dircks, Executive Director for Operations

¥ .léx.f" ca /

PROPOSED REVISION OF 10 CFR PART 35 "HUMANJUSE OF BYPRODUCT MATERIAL"

To obtain Commission approval of a notice of proposed rulemaking.
e YA /M:f}"‘/

§e ) ¢
This paper covers a significant policy,&nl licensingyof byproduct

an

materials. A wegauba

Revision of the *nmunrﬂnH;'regulations and change in the method of
S -
licensing‘efamnnnruse of byproduct material,

 Aeci e
P ,a*.u/.t 7l mnedics
4

méJ La/

The phrase ?hunaﬂ'use" is used to refer to the intentional irradiation
of humans by medical practitioners in the practice of the healing

s A Al

arts. The staff is proposing to revise the regulations governing -human-
mwhdocai

use and to change the method by which persons are licensed forhumaa, .

use of byproduct material. The staff,hcd’ﬁrepared an earlier proposal
which was circulated as SECY-83-62. This new proposal reflects guid-
ance from the Commission to the staff on that earlier proposal
(Enclosure 2), and additional comments‘from headquarters and regional
staff and the Agreement States (that were received.

-

ﬁ.-:/’ el iy - R ,y..
The NRC issues licenses to bothﬂmo«-'refr-!--‘Fv.'n-"r‘-l--i-e-i-es‘j and/private prac-
tice physéeéanqﬂfor the use of byproduct materials in;ned%cﬂTrhiagf

v cak
nosis and treatment of humans. During the past three decades,,use has

. -
AdL&l 4 ot sriall

7

Contact:
Norman L. McElroy
427-4052

02/09/84—
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grown annually at a rate of about 15 percent. There are currently
about 2200 hospltals and 60 /ar;Vate practldéfaﬁyg;élgns who are NRC
licensees. In 19&I7 NRC staff received! Zg/appl1cat1ons for new
licenses, Q?*“renewal applications, and {, 30& amendeent applicacions

252
for a total of(} 620;requested licensing actions.

"‘./; "l'> 2
Most medical-institutiond and private practice physicians operate

under a specific license which authorizes many types of byproduct
g use ] . '
mater1alsXpaoeedure§r An application is made on a standard NRC form

" and supplemented M}ﬁetailed descriptions of radiation safety proce-

02/09/84

dures, personnel qualifications, and facilities and equipment. Each
application is reviewed in detail before a license is issued. There
are also a few nuclear medicinejé;beeduregzauthorized by general
license. A general license authorizes physicians to use small guanti-
ties of certain prepackaged radiopharmigsqucals and is obtained
simply by filing a registration form. ;Sect1on 35.31 specifies safety
measures and possession limits. The NRC staff does 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

objectives include:

CP 10 CFR 35
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‘ckground:

b awsi-training and experience requirements would now appear in the regula-

02/09/84

7.(_(44 (”“'
Consolidation of the requirements that apply to suman Use that

are now dispersed throughout existing regulations, branch policy
positions, standard conditions of licenses and regulatory guid-
ance into a concise and coherent set of regulations, 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
regulatory requirements that have a marginal importance to safety
should be eliminated..."

The previyrs proposal, SECY-83-62, had two key features. Fhe-drafting
committee ,tried to incorporate in@e’% single codified regulation all
the standards that apply specifically to the;ﬁﬁg;ﬁﬁuse of byproduct
material. The current Part 35, current Regulatory Guide 10.8, and a
list of frequently used license conditions served as the principal
references. dfeif+ag~comm+%eeé'belleved that the proposed regula-
tion was suff1c1ent1y stringent and specific to provide clear guidance
and a basis for enforcement action that was not based on statements
made by the licensee durvng the application process. Therefore, as”
the second key featurg,,zho-dna£$+ng-conm&ttoe uacnanendeérihat appli-
cantgjﬁgllonger be required to submit for agency review and approval
the detailed, site-specific, procédu;;Q ;hat would be followed to
effect compllance with the regulations. % The applicant would merely

certlﬁq(that adequate procedures had been developed. Also sinee

hort
tions, applicant authorized users would cimply be—a++owed~tﬂrhert1f{l

that they met the training and experience requirements.

CP 10 CFR 35
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Some individuals on the NRC staff and most of the Agreement State
program directors opposed the proposal. Some felt that the regulatory
text was mcomplete Many felt that, to &ure the public health and
safety, it ;s’necessary to review an appl1Cant SVDPOCEdUFeS for com-

TT AL S d. J/JI

pleteness and adequacy.

The Commission directed the staff (Enclosure 2) to revise the proposal,
keeping in mind four general directives that are discussed in the

following paragraphs.

“(1) The Commission approves the consolidation of the essential safety

(‘“

elements ... into a Part 35 rule."” The‘dna£&+ﬂg—eomm4tzsérhas4a9¥—

lected and-aﬂa}yteq}iechnucaﬁ _comments) that-were received frin;Pead-

quarters and regional staff and the Agreement StatescD Manyﬂsugges%+ons

have been incorporated in the proposed regulatlon In manyncases the
. committee oid not betieve-the sugg‘;e“st)e:\s( gou‘lfi Sta.?.c,[ t;fe }ESt of need

based on public health and safetxf A summary table—-of-technicad
74, comments and their resolution is attached ,a?(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 thatAf/,
for—thesake-of-consistency—inthe-proposed regutatien, NRC would </
require pre-licensing review of Radiation Safety Officer qualifica-
tions (consistent with current practice), and Qualified Teletherapy
Calibration Expert qualifications (contrary to current practice, 1n
which the licensee ;;;ﬁmiéééyihat individual's qual1f1catlon;‘é; the )
standards in current Part 35). This new requirement should not impose
a significant burden on the industry because lnforﬂilhgqqtact with
regional inspectors indicated that roughly 70% of ,these experts hold
certification from a specialty board that the staff proposes to recog-

nize as evidence of adequate training and experience.

02/09/84 CP 10 CFR 35
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"(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 requirements 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

public comment, or will be allowed to submit an alternative procedure

for review. -Maﬂy~now~model—procedures have been aeveloped for—

In o dav

-applicants' consideration. )'uoweuo:,/to allow each licensee to make

prompt use of new safety methods and to adjust procedures to meet new
needs caused by changes in need for patient care services or patient
load, lTicensees will be free to modify their procedures without NRC
review or approval as long as they meet the requirements of the
regulations. At aQ'$n9%+%u%+oﬂ’ the Rad1a;1on Safety Committee must
re:?ex‘?zg‘éplzgve a modﬁffedrprocedure befére 1t may be implemented.

At,pon-+nstveat+en fac1l1t1es the'RSG and management must review and
Y ).~

approve pwd4f1catvun§> 4¢#§s~may—be-eenpa¢ed~torteehn4cal specifi~
cations that apply to reactor ticensees. Within the context and

requirements of the regutations, Ticensees would be free to make
changes-in-procedural detail to meet changed operating needs.§ ®A
licensee will be cited for failure to meet the requirements of the
regulations or license conditions (which wouid 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 required by the regulations, or failure

to follow technically valid procedures.
"(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

CP 10 CFR 35
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Proposal:

Alternative 1:

Alternative 2:

Alternative 3:

02/09/84

been clarified to indicate when a license amendment request must be

submitted and what information will be needed to support it. Amend-
ment requests will be required for

__Suﬂ;“ ,MpL) 44-:,,>JJ
(a) new users (supported~by training and expervenceasunman4osé—<__

Kol 2w he "

. wye Freads &ion
{ &.r‘«v-‘l /-«(A’-'-' 4 " #ad I/ R - “‘ ‘7" (/:_,f 45 ,,‘ ::,;.,:»1»4 A vaka )==
(b) new types of use,(suppyﬂ%ed—by-all procedures needed for that
type of use \ ' ' o
u e a5 A Aaphar e
yp ’ é Lo , ‘ et i l vk ‘V' - /1 Lo e /’(
A\ % o blicerae Ha? au Aercpes co ey A e harmis tic s /)

(c) a new method of usel(supppitedAmy the specific procedure needed
for the,method of useié and

(d) new locations of usevfsupﬁﬁ;tedCSy a complete new application if
the base of operation changes, or simply the additional address

drann

if satellite Féénatééns’@ere approved on the original license).

iy

Y p—
A See%+on—en—enforcement(gpligyafar#ng—%he transition, peried was also
added.

t et
ALLEYYLD
The starf is—?kggoc&ingg}hat the Commission publish for public comment

i Ma i d got

e
a proposed revision of Part 35 and a, new method for licensing,human

n
use of byproduct material. Three alternative courses for the

Commission are discussed below.
Take no action.

Publish the proposed revision of Part 35 attached as Enclosure 1.

2 viid TP wk '/
Publish the proposed rev1s1on of Part 35 after mod1fy1ng the preamble'

r A

to require that lpcensees submlt precedural-modifications for NRC

review and approval. Merpradual on rafele prass g o B

foF PHZ Ll L

e
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Discussion of Alternative 1:

pes
/‘y‘_yl 4
- A1l 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:bﬁgﬁﬂ:ﬁse of by~
product materials. The Commission "approved the consolidation of
essential safety elements” (Enclosure 2) The staff is not -aware-of

KAl ./ﬁ i . 4 @
anyoao—whonwouldJrecemmend retafn}ng ehequrrent part ?S—Uézf“tﬂe
proposed revision, ., He Aﬁ?ulajstb ser b,

Effect of Selecting Alternative 1:

-

: J
Because the current Part 35 does not contain all the,;;3¥4eaff;;fety
elements forﬁﬁzgsgtuse the NRC would have to continue to review
detailed applications and require that licensees follow‘;roceddﬁég that
were reviewed and approved by NRC. This alternative does not provide
any greater degree of safety than the other alternative; but is more
costly to both NRC and licensees than Alternativé\g;‘gﬁd denies the

industry the benefit of a clear, consolidated codification of the

i cak uit ‘u{:“ Ly pnils Aat B

; offered by both of the other alternatives. It is difficult
to maintain standardization under this scheme because the legal basis

TS 4 »‘;G ad

for controlling a licensee’ 1s the licensee's application. rather-than-
§ o x J -l. F y oy F ve
the -regulations. 1w o~ :

g ularttrg rep ke Hhat 13 o Feri A Lok
£ J i

¢

Discussion of Alternative 2:

The NRC would publish in the Federal Register for comment the proposed
regulations and licensing method described in Enclosure 1. An appli-
cant would submit: 1. evidence of training and exper1ence 2. a

w kol uS,/;

description of facilities and equipment and 3. prééedures,—a##—&on—pne-—
44een9+ng—rev10w—end—approve%;:—Hewever the 11censee(€would be free to

anba - ad ("
. P J'%famhtles and procedures or replace equipment with approval of

02/09/84

theyRad1atlon Safety Officer (RS0) and management or at ir Lh&t%tu%+cg

CE€r @i
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# i
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the RSO and the Radiation Safety Committee (RSC), a6—long-as) the smodt™
mﬁsvconform with the requirements of the regulations.
Changty snudd havi
Proponents: The proposed licensing method provides for agency review
before allowing a program tc begin. The implementation of a-safe e
program requires the support of the individuals who have special
safety training. (If that—traiming—is—not-evident—in the key individ-
gl STIISIE u'a'l"g the license";sho&}d’?v/ot be issued. ) Issuance of the license
ehmﬂf}—mnd—es-mdente thgtmt?\'e agency has found the applicant
trained to know safe from unsafe and legal from illegal, and that the
applicant is m&zquipped to handle material safely within
the scope of use permitted by the license. Licensure would connote

that those key individuals are also competent to secegnize-and—imple~
G L chord

aent-procedure modificattons that?et:)‘\zme a leve] of safety consistent
with the requirements of the regulations, and to select replacement
equipment and to ned-t-f}ffacﬂ\tles to the extent consistent with those

. reqmrementsjio:wpose-ﬂ{élmb'ré;é& pat1ent care or safety, or reduced
cost, mmmmwmw
would have to be approved by the RSO and management or the RSO and RSC
before being implemented. This method allows the licensee the flexi-
bility Lo meet new site-specific needs. License processing would be
compatible with both hard copy and computer assisted information
systems.

L, e Frovie J £
}Qégnom Most lTicensees are small f—aﬂhtm that. are staffed-by a

few authorized user physicians, and technicians who have graduated

from a two year formal training program or have been trained at-the
faethty by an authorlzed user or co-worker. They might employ a
part- t1me/consultant who is qualified to review changes “en-the-basis
of safety, but that individual may not be aware of the ramifications
implicit in a proposed modai;catwn because he is not thoroughly
familiar with the day-to-day operations. On a private practice

. license, the authorized user may also be the RS0 and management, and

02/09/84 CP 10 CFR 35
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therefore would be reviewing hws own handiwork for safety conside-
rations. At au>7ns£+tutvon/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
elther case there would be no independent agent required to review

~ A e i i
‘modifications:

Effect of Selecting Alternative 2:

02/09/84

The staff recommends‘be+e;?that the Commission select Alternative 2.
The staff does not expect any change in worker or public dose or
significant costs or savings to any entity if the Commission follows
thé%eyiecommendationif/ Ra%henﬁ‘;he proposal wewld-require some redi-
Fee%40ﬂ—0f—tfa+ﬂ+ngrﬂhﬂfOth!?ﬂﬂ!ﬁkﬁ%@%ryntwou]d probably be per-
ceived as a change from the current policy of strict prescriptiveness
to a policy granting more authority for the licensee whofmust handle

- P
Pl g

material safely. Kacs M s

_ A short textual analysis follows, for the four groups that would be

affecteq,‘ A more complete regulatory analysic is attached as
Enclosure 4.

NRC

Under-the decentralization pregram now comp leted,—atmost all human use-
(Jicensing) wmmwﬁnmnWﬂso—doﬂspectjl The
training ;?’thesn_lnd4u4dua46 would have to redirected because it now
stresses checking the application for completeness and adequacy and
then inspecting the licensee for compliance with the application.

Under the proposal the lnspectors would have to-bo—taa+ned—so recog-
nize, in the field, ppogram-elements that do not meet the standards.
reqgiired by the regulatvon\‘ The inspector would have to be more

thoroughly familiar with the regulation, but would no longer have to

CP 10 CFR 35
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10

A familiarjte4h+mse}f with each licensee's pﬂoeeduneQ«before conducting
egnlgzgection. This would help to ensure uniformity among the regions.
$inee a major goal ef-the drafting committee was to prepare the state-
ment of consideratiohf regulation, and regulatory guide in plain

English, the staff expects fewer deficient applications.

Agreement States

Q. .t p /e
WIRAT Y
AOREEMENT STATES: . PLEASE PROVIDE TEXT FOR -THIS SECTION.-

Licensees

The requirements in the proposed regulation were taken from the
current regulation, licensing policy, frequently used license condi-
§199§' aqd standards recommended in Lhe’Eurrent regulatory guidihee’“‘
~~¥31i5@e&?by 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,mod+%y’fheir procedures. Since more licensing

guidance witl-new-be-avatiabteto-the-publie; licensees may have a .

clearer understanding of the regulatory process’'in general and s the

wppticabie requirements.

A

The Public

Most man-made non-occupational dose is the result of intentional
irradiation of individuals for their own medical benefit under the
prescription of a state-licensed physician. Therefore an attempt to
reduce public dose would, except in rare circumstances, be a clear
intrusion into the practice of medicine. -€oncerning costs or savings,
since-they-are uitimately borne by the pub}ié; because the staff does
not foresee any significant changes in day-to-day operations within
NRC, the Agreement States, or licensees, the staff does not expect any

jcost or savings for the pubiic.

" 4

CP 10 CFR 35
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MEMORANDUM FOR: Richard E. Cuhningham, Director
Division of Fuel Cycle and
Material Safety
Office of Nuglear Material
Safety and [Safeguards
FROM: G. Wayne Ker¢, Director
Office of St3te Programs !
|
SUBJECT: PROPOSED REVESION OF 10 CFR PART 35 AND REGULATORY |

GUIDE 10.8 |

We have reviewed the subject Hocuments and we feel that the Agreement i
‘ States' views should be summajized in the memorandum to Mr. Dircks and |

/The Agreement States,support the corsolidation of various \1
regulations and requirements pertaining to the medical use of L '
byproduct material into one document, —10-CFR-Part-356+. Fhey *have |
provided some technical comments on the revised Part 35. The l
Agreement States strongly object to the—preposel of-not-requiring |
ticensees to follow-the radiation safety procedures submitted with /
their application and permitting licensees to change radiation :
safety procedures without pmr agency review and approval. —

Although the Part 35 revision would not be made a matter of _, ==~
compatibility because 1t~deals with hcensmg p:oceﬂums, the

States believe they will reeeive pressure from™their licensees to

adopt the NRC system. -A—tetter-from-the Chairman-of the Agreement
Sutessottmg forth the . overall Agx:emnt State viewpoint on this

matter is enclosed {Enclosure ..

Our input for page 3 of enclosure 4 ¥ provided in the encTosuye to this
memorandum along with some suggested Jchanges to the Commission paper.

Copies of comments from individual States have been sent to Mr. McElroy
as received, We expect to receive skveral more comments within the next

week or so.
. We recommend that you prepare a point by point analysis of the comments
from the States showing which comments were accepted, which were
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Discussion of Alternative 3:

The NRC would retain the current licensing method under which an
applicant submltg‘- 1. ev1dence of training and experlence 2. a
description of facilities anq quwETgnF and k. procedureq{ atl for
review;and, !hen l1censed.,&s—nequ+ned—te use byproduct material in
accordance with the statements made in the application. The licensee
would have to submit all changes in facilities, equipment, and proce-

dures for NRC review and approval.

Proponents: The requirement that licensees use material in accorq';» “
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. This 1s~%he-cn?y
- wwmmmm‘mf ﬁwhen-a»qm-if, procedure )
s /%4 adequacy or completenes§iav+eoe the license reviewer is—able-to- .
. consult reference works dr éo 'workers rather than having to make a
quick technical judgment during a field inspection. This alsc allows
the license reviewer to exercise a certain amount of flexibility to
meet each licensee's specific reeds. Most Agreement State program
directors believe this method of licensing is necessary i) order to
answer any questions thrit the applicant or reviewer has, and to resolve
any differences of opinion on what is required for compli.ance. 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.
Yesaedev
//}Qggggggggz ‘The applicant-has no public notice beforehand of whether-a—
conservative-or-liberal reviewer will handle his application or-hew
many-rounds of deficiency letter responses will be needed to-conv+nce‘
the reviewer that the applicant can handle material safeliy, S*nct the

) A~
licensee is required to use material in accord with the applmcat1on

L

. and letters written in its support, to remain in comphance bq may not

replace any equipment or service contractor or change any fac111ty

02/09/84 CP 10 CFR 35
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described or.nodffy/any*procedure w1thout request1ng a license amend-

Vv €, £

ment. ~Sueh—g deta1led review of aa,appllcatlon‘does not assure safe
use, but rather simply existence of adequate facilities, equipment,

and, procedures’ safe use can only be &5 sured by\unannounced vnspectlon\.\;)

"A.,k 4_’~.(-r covitnuedl | Lo iye

"‘p’ / o bgit ..‘. :»4 //r.’ »¥ v rn énd
Most citations are not lSSLed for failure to«fol]ow a certain pro-
2o v

cedure or,have a particular production model pxece of equlpment avail-
able, but rather for doing nothing when something 1s,requ1red or

doing someth1ng that is clearly forbidden. Many experts-betieve thatts
the imkéieafyelements of a medical radiation safety program are well

defined and easi]y codified. Therefore, except—in-pecutiar—circam"

sl
stances, there is, no need to contlnue with case-by-case regulation.

Ih+s lvcen51ng policy may require more extensive training for
reviewers, and is prone to backlog due to the bulk of material sub-
m1tted for review and the number of license amendments needed, « <

.Nf- Mk M M <

. Effect of Selecting Alternative 3:

Recommendation:

02/09/84

The industry would benefit by having a clear, consolidated set of
regulations. The add+e+oﬂa+7}equirement to submit changes in facili-
ties, equipment, and,bfeeedures for NRC review and approval would be
costly to both NRC and licensees, but would not be likely to result in
a higher degree of safety than ghat provided by Alternative 2 and
would not provide any stronge} 63515 for enforcement actions. Further-
more, if the licensee made a determination that a~;ed+$+ea£+eq would
result in safer or more efﬁ1c1ent operations, theArev1ew and approval

requirement would prohibit:prompt adoption.e$~£he—mod+f¥cee+ontk
The Commission:

1. Select Alternative 2.

CP 10 CFR 35
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& 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.
P LD 7
Certify that this rule, if promulgated, will not have-éynegativet4__
economic impact on small entities. This certification is
necessary to satisfy the requirements of the Regulatory Flexi-

bility Act, 5 U.S.C. 605(b).
3. Note:

a. The rulemaking would be published in the Federal Register
for(Eﬁ}day public comment period;

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

&, Neither an 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
Administration will be informed of the certification regard-
ing economic impact on small entities and the reasons for it

as required by the Regulatory Flexibility Act;

P) ¥

e. The proposed rule.éo%%é#ns‘?nformation collection requirements
that are subject to review by OMB. Upon Commission affirma-
/ tien, formal request for OMB review and clearance will be-
| indtiated;

IO w
- / ’ ' 5 FoF 4 Y7 (& & ’ ‘ €p. ).
Ky Masigink fidaclion) Al % 2. L -
el ri &/ y ’ 4
e £ . ’ A £ Ry
'/ L & Nd o A & et ¥ R
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£. A public announcement (Enclosure 5) will be issued when the
proposed rule is filed with the Office of the Federal

Register;

4 ) fio Leen

£ g. The appropriate Congressional Committees will be informed
(Enclosure 6); and

¢ M. Copies of the Federal Register notice of proposed rulemaking
will be distributed to allffgﬁhission licensees. The notice
will be sent to other interested parties u&Bn request.

William J. Dircks
Executive Director for Operations

Enclosures:

Federal Register Notice of Proposed Rulemaking
Memo ChiT_gto Dircks dated June 23, 1983.
Periodic and Systemal c Review
Regulatory Analysis
Draft Public Announcement
Draft Congressional Letter £ K :
Environmental Impact Analysis el ks
Summary tabte’of comments on,eon%eﬁ%—of SECY 83-62 regu%axafnr
Summary table of humaa-use Jicensee citations issued in 1982

o%G-Dra$%—Reguletory~8&rde~%0w1{ a1 el

«omwmmo.

Commissioners' comments or consent should be provided directly to the Office of the
Secretary by

Commission Staff Office 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.

DISTRIBUTION:
Commissioners EDO
0GC ELD
OPE ACRS
SECY ASLBP
REGIONAL OFFICES ASLAP
A
A

02/09/84 CP 10 CFR 35
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NUCLEAR REGULATORY COMMISSION

10 CFR Parts 30, 31, 32, 35, and 40

3
!

HUMAN USES OF BYPRODUCT MATERIAL
AGENCY: Nuclear Regulatory Commission.
ACTION: Proposed rule.

SUMMARY: The Nuclear Regulatory Commission (NRC) is proposing to revise
its regulations to modify the process for ]icensiﬁaﬂQedibai users;sf
radioactive byproduct material. The proposed revision would primarily
affect/fu%uPe~NRG~lieensing_aczioas»£6;'hospita]s, clinics, and individual
physicians.

By clarifying and consolidating all the essentiai,%afety require-
ments that are now contained in the regulations, license conditions,
regulatory guides, and staff positions, the proposed regulatIOn prov1des
a single source of requirements for hunaﬁ usenltberQSy reducxng the
admintstrative burden—on-the licensee, The proposed regu]ation also
provides the-basis for-altowing mere flexibility ;n licensees” updatihg*"’

/of their day-to- d;;,procedJ}es that would conserve licensee-and NRC”
G

resources, The proposed revision zo”the regulations would provide a more

efficient method for regulating the medical uses of byproduct material.

02/08/84 1 Enclosure 1
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DATE: Comment period expires (inserﬁdﬂi’days after FRN). Comments
received after this date will be considered if it is practical to do so,
but assurance of consideration cannot be given except as to comments

filed on or before this date.

ADDRESSES: Submit written comments and suggestions to the Secretary of

the Commission, U.S. Nuclear Regulatory Commission, Washington, ﬁ;?,

20555, Attention: Docketing and Service Branch.

Copies of the preliminary regulatory analysis and the comments

received may be examined at the Commission's Public Document Room at

N

1717 H Street NW,, Washington, D,C. Single copies of the preliminar
L" g k" g (R R J p y

regulatory analysis and environmental impact, are available from

Norman L. McElroy, Office of Nuclear Material Safety and Safeguards,

20555,

ol
U.S. Nuclear Regulatory Commission, Washington, DLF‘
L

Telephone: (301)427-4652"
Iy

FOR FURTHER INFORMATION CONTACT: Norman L. McElroy, Office of Nuclear
Material Safety and Safeguards, U.S. Nuclear Regulatory Commission,

Washington, d.t, 20555, Telephone: (301)427:4052%
L Jios

SUPPLEMENTARY INFORMATION:

BYPRODUCT MATERIAL IN MEDICINE

Use for Patient Care

Radioactive materials are used in drugs in the field of nuclear

medicine. Drugs labeled with radioisotopes are known as radiopharmaceuticals.

02/08/84 2 Enclosure 1
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In diagnostic nuclear medicine, patients receive these materials by
injection, inhalation, or oral administration. Physicians use radiation
detection equipment to visualize the distribution of a radioactive drug
within the patient. Using this technology, it is possible to locate
tumors,and*b?uod-c*otgr assess organ function, or monitor the effective-
ness of a treatment. In therapeutic nuclear medicine, larger quantities
of radiopharmaceuticals are administered to treat hyperactive thyroid
conditions and certain forms of cancer. An estimated 15 to 20 million
nuclear medicine procedures are performed in this country annually.
Sealed radioactive sources that produce high radiation fields are
used in xhe—$4e4d—of:;§diation therapy to treat cancer. A very-highly =

a e

radioactive source.san—be~p+eeed9%n 4 teletherapy:uaie—%hat}zan be
adjusted to direct a radiation beam to the part of the patient's body to
be treated. An estimated 2 millicn teletherapy 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 of an area to be treated. This procedure is known as brachy-
therapy. NRC licensees perform approximately 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
the patient detects the amount orjd%étribution of radiation that goes
through the patieng? which égh provide information about tissues within
the patient. This is a relatively new development in the field of

L. 4
medicine and the NRC has no estimate of the number of, procedures per-

s &

formed annually.

02/08/84 3 Erclosure 1
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>

IState AFederal Regulation X
seﬂ'—’

Twenty- azr states, known as Agreement States, have assumed respon-

sibility for regu]at1ng certain radioactive materials within their
&l“ bend of s4rutrrent w Ay Fh 2k Fe A G A ie badrcw /1’ )
respective borders by agreement with the NRC. A They issue Ticenses for #«-

hunan,use of byproduct mater1al In non- Agreement States, the NRC

;‘.,4 s[-' /A‘: d edars /)
issues licenses to med1cal,£ecr+$e+es and'1nd1v1dua1 phys1c1ans These
“&L
licenses authoryze certairfuses of radioactive materials, £br(\1agnost1Cv

@nd therapéutlc med#ea4~p¢oceduros.zn,humans,

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 (human use. The
/L"LI( ’”V-”Tnut
general license in, § 35.31 authorizes phy51c1ans to use small guantities

w/.. od et )
of prepackageqj1ndxv1dua1 dodzs of ;ad#oacttve?materials Physicians

simply submit a registration form NRC-483 to NRC,andVé validated copy X
with ap—ass+gneq<registration number is returned to the applicant.

Most medical institutions and physicians who use byproduct material
wdis Fe

need more byproduct material than can be,sa#ok;}agrmitteq,by—a general

& v’

llcensé’ A specific license, which authorizes a larger inventory of

byproduct material and a wider variety of uses, may be issued for one or
T el J-['-
more of six types of;ﬁuman use, defined as Groups I-VI in the curr nt

§ 35.100. Each group is comprised of a number of diagnostic or thera-
peutic procedures that have been grouped together because they require

D £ Ak

7
51m1]arﬂrad1at1on safety precautions for safe use. A separate specific

license may also be issued for use of a teletherapy unit. A} -these-

B & ./4 z' ¢ ;
Ql%éense anolwcatlons «h+eh are much more detailed than a general license

¥

02/08/84 4 Enclosure 1
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-

tad R
application and actually contain the applicant's step-by-steg,profedﬂres,-f A
s Gpge Ty i
are reviewedsindividually by NRC. A ' 7,6¢)
(2200 Aogps *a A Fo0 gy rvare pract o
,. NRC currently has about 2§001med1ca1 licensees, In 1981, the NRC
j% 4

“received; 73 new app]lcat1ons for specific licenses, lZ}Lhcense renewal

app11cat1ons and (1 ! 303‘]1cense amendment requests for a total of .abeut
(I 600 ]1cen51ng act1ons (The NRC has issued 650 general licenses, and
“tm 198@ received f’ve new applications.

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: radiological health and safety, personnel training and exper-
ience, and facilities and equipment. Experience has shown that if

P

s EL i
licensees follow the guidance in the publications the humanuse of

byproduct material gener 11y poses no hazard to workers and the public.

Problems with Current Practice ) .

L4
The General License. This program is based on the fact that the

quantities and forms of material that are authorized by a general license ‘
)

present a very low health risk. Issuing-a general license)for-at—in-vivo-

use of radioisotopes to qual1fled applicants would be the simplest approach

for the NRC and licensees. Unfortunately, it would not assure an
cceptable level of safety in the regulated industry. i,
w3 The NRC believes it is no longer-%ib&;c;ive to issue human ﬂsg*/
general licenses. The tests authorized under § 35.31 have been super-
seded by new én-vftruvprocedures with,m0f3~speci£icityAand'greater

diagnostic accuracy. These developments have been reflected by a

significant decrease in applications for the general license. As noted

02/08/84 5 Enclosure 1
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above, although NRC has on file 650 in-vivo general licenses under

U‘I\‘""(L.

§ 35.31, only five new applications were received by NRC in 198].

To determine the status of general license use, the staff performed
a telephone survey by—a%%enpting.to_conta;?f&b percent of the current
registrants. The surveyrfﬁé;cated that less than 9 percent offihe
current registrants still use material under a general license; many

are now using byproduct material under a specific )ﬂﬂf'license. Because

of the Tow level cf use of the general license, the NRC has concluded

L et

that it no longer serves a useful role in licensing the human Qse of

byproduct material.

The Specific License. Because of the increased botential radiation

hazard to workers and the public, the specific license program incor-
porates three regulatory features: case-by-case review of applications,
on-site inspections, and periodic license renewals.

A major problem with the current licensing program is that
radiation protection requirements are not located in one document.
Requirements are scattered in the regulations, Inspection and Enforce-
ment (IE) orders that modify a license or group of licenses, and > el
conditions attached to individual licenses. Suggestions for good
practice are contained in NRC regulatory guides and technical reports
(NUREG's). For example, Regulatory Guide 10.8, "Guide for the
Preparation of Applications for Medical Programs,” and NUREG-0267,
"Principles and Practices for Keeping Occupational Radiation Exposure at

"

Medical Institutions As Low As Reasonably Achievable," contain many
recommendations that the NRC believes are eritical for the safe use of

byproduct material. The revision of Part 35 incorporates those

02/08/84 6 Enclosure 1
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recommendations, aﬁd also corrects the piecemeal fashion in which the
regulations have been amended over the years to address specific problems.
When preparing a specific license application for review under the
current licensing program, the applicant must include sufficient infor-
mationj*oigﬁéc reviewers,ze~cone4ﬂdeﬁ;ﬁat byproduct material will be
used safely. Applicants include, as an integral part of the application
package, copies of their proposed step-by-step;araiéaﬁregff—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 .- v o 4uf'
procedures in detail. If the application is found to be incompliete or :

inadequate, a "deficiency letter" is sent to the applicant explaining

what additional information is needed. Review of the application is not

Staff studies indicate that about 40 percent of all applicants receivg
either a deficiency letter or phone call for additional information, ﬁﬁ
becatise of the conservative licensing and review practices needed due to .
the-incompleteness of the regulations. Deficiency letters are costly for
the NRC and the applicant and greatly increase the time’;;aa$;eﬂ‘z;
complete licensing actions.

wWhen the application, including any additional submitted infor-
mation, is approved,‘the NRC issues a specific license that grants the
authority for,ﬁéggﬁzase of byproduct material in accordance with the -
procedures submitted wﬁtbf%ﬁ; QB;I}Eation. Requirements in addition to
those contained in the regulations are frequently incorporated in the

license as conditions of use. Since the licensee must comply with

resumed until a written response from the applicant has been received.
02/08/84 7 Enclosure 1
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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
pern Hong add

before , ' Amendments to a spec1f1c license involve

an application, review, and approval process similar to that for new 1i-

censes, Renewals are treated in the same manner as new license applications.

This pnd#caf):;gulatory 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

developing technology, and physvc1an ‘training curricula had not been

¢ Kloce wiaht 5 L | programna fr i liais e

established, 4Therefore it was necessary.to’rey1ew each individual
radiation safety program to ensure that the(;;ﬁf1~ant had adequate
personnel, facilities, and equipment.
PROPOSED REVISION OF THE REGULATORY PROGRAM
Overview

NRC intends to modify its regulation of the medical use of by~
product material. The Commission plans to revise the regulations to

s .

provide a single source of requirements specifically related to'B&ﬁan"
use of byproduct materials, and within the boundaries set by the regula-
tions, allow medical licensees to modify the{r pﬁécéau?:; facilities,
and equipment so they can make prompt use of new safety methods and also
meet new needs caused by changes inﬁ;eeq'f;r various patient care ser-
vices or}batient load. The proposed revision of 10 CFR Part 35 is
consistent with the Commission's general policy on,huﬁ;n;dge of byproduct

L

02/08/84 8 Enclosure 1
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material issued February 9, 1979 (44 FR 8242);3 ubiehr"tstates "NRC will
continue to regulate the medical uses of radioisotopes, 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-
v €A ¥

porating ali human~use requirements in 10 CFR Part 35. These regula-

ke ¢

tions would become the primary ‘source of Peqmremeﬂts for the Men\use

of byproduct materlal.ané—wou#ﬁ-ﬁervr-towm%heLgy-to-day usestof—

lradmsotopes—fer—mw,—cm FLicensees would not face significant
p . a
new regulatory burdens because, in most cases, these requirements,cur-

3 ,,4’,
rently appm as license conditions wh-»eh-mt—brm Under the proposed

of
revision, the license would authorize Mmz use of byproduct materials

for specified types of use. f‘L1censees would be neguh-ted—by—thtnqmre-
< "/ya A é

mmuv*he regulations. This would simplify inspec-
tions for NRC because inspecters would only need to be familiar with one

set of regulations rather than a different set of license conditions and

- .
(ATR sgeis

,V[Srbcedurés."at each facility.

License Application, Issuance, and Authority and Responsibility

i ﬁ”%laf?\)
} uThe NRC staff will continue to review the px:ocodum_submmﬂy
:/-‘.x;f) # ,,‘ fu &F 2k w

the applicant—tmorder to determine whetherbhey-m'e- suff1c1ent to meet |
the requirements of the regulations. A new revision of Regulatory

Guide 10.8, "Guide for the Preparation of Applications for Medical
Programs,” will contaigt:c;gel procedures that the applicant can use to

Sp I Gl
develop site-specific procedures, met—m requivements in the requia=-—-

wulf the applicant's program 'is \mcomplete or inadequate, NRC
AN conplelss; Ha s

02/08/84 9 Enclosure 1
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will Wssue a deficiency letter

that descr1bes apparent shortcomlngs in the applicant's program and

—_— ‘.'J N R .

B

reques;s c]amflcatmr} Ahq(consvstent with current pr‘actvce appli-

\

cants will alternatively be allowed to simply certify that they will
follow the model procedure developed by NRC staff and pub]ished in

Regulatory Guide 10.8 to meet a certain requirement.) *” J

————— e

To allow each licensee to make prompt use of new safety methods and
)utr\ ‘lf L4 "’l

to adJust;procedures to meet new needs caused by changes in fnnn( for
patient care services or pat1ent load, licensees will be free to modify

their procedures without NRC review or approval, after—fellewing an

§ - e ;',(,4

internal review and approval process. The rlght to modify procedure -,

does not relieve the licensee from the requirement to comply with the

# 'l
Y.

reculations. At an 1nst1tut1on the Radiation Safety Committee must
review and approve a modified procedure before it:ﬁ&i be implemented.

At non-institution fac1l1t1es, the RSOJEEH management n«s&-rev1ew and

approve proeedure<nodr$+eatﬁon§ This regulatory scheme would not

incorporate the current requ1rement;/that licensees use byproduct material

in accordance with the statements made in the application. /Thls change

would bring the regulatory scheme into accord with the general licensin

requirements in §30.33(a) which address equipment and facilities and

training and experience, but not procedures.

Irvaa# /J‘g - ——
Thé proposed regulations require spec1f1c training and experience

{ for the _use of material in each use group. Proposed authorized user

(AU) physicians, ,an&LBad1at1on Safety 0ff1ceriz(RSO) and quallfved
teletherapy callbratlon experts (QTCE; identified in current Part 35 as
the Qualified Expert) will have to submit summaries of their training

and experience. This is currently required for AU's and RSO's, but

02/08/84 10 Enclosure 1
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would be a new requirement for QTCE's, whose credentials are currently
reviewed by the licenseze. The staff will review those individuals'
training and experience against the standards in the regulation before
authorizing them to work as an AU, RSO, or QTCE. (Also 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 individuafgL}training and experience with the
assistance of its Advisory Committee on the Medical Use of Isotopes, and

may issue the exemption as a license condition.)
7 - > / " doééd L loy £ hJ? d,\" L

u“-( /. @it v Ve v " ""1";}1 ’
d itl‘ "" "f‘-‘ i » .,n,, ot allawrr'd ow g SGimart &L . d"f’;

farrhadredy allus ,'/A’n~ vn taftudlal ova

)

Enforcement " A iy

Under this regulatory scheme, 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 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? Use‘of material without

authorization,either by license or by virtue of working under supervision,
/ 7 [l fol Lud )

# .
would be a violation of the regulations which would subject the }nd4v+dua%)'

to an enforcement action.

Amendments
As mentioned above, under the current requlatory scheme, the
licensee is required to handle material exactly according to the, pro-

cedures submitted with the application. The NRC frequently receives

02/08/84 11 Enclosure 1
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P -

requests for permission to modify day-to-day éperat%ng’prdcedures.

Since the regulations will now contain sufficient presc}iptive and
performance criteria on which to base enforcement actions, the NRC would
allow licensees to modify their procedures. This would eliminate the

licensee's need to prepare a formal amendment request for the NRC and
ol Qs ~
pay an amendment fee in order to make modificatiems” in procedures. This

would not relieve the licensee from the regulatory requirement to comply
o CFR Chaf r I .
with the regulations in Part 35 or other parts of)Fitie-10+

"l) vu L

” 'F- !
Four types of(éﬁendmentS‘w1ll still be’z;qu1rqp374 ¢¢4v4/n.n 3

(1) New users. The NRC will review the training and experience of
each proposed AU, RSO, and QTCE as described above before listing the

individual on a license.

il »

(2) New type of use. 6Bequestg to add a type of use (for example,
adding radiopharmaceutical therapy to a license that authorizes radio-
pharmaceuticals for imaging) to an existing license will be handled as a

new application. The AU's training and experience will be reviewed for

—

HaT
adequacy with respect to the new type of use, and procedures(yh+cﬂ/;hst
be submitted in support of the request will be reviewed for completeness

and adequacy with respect to the new type of use before the amendment is

: B 2 7'< oy hee T aride, onl.
issued. (devek gp Ty Moy cscurs ut T
g ¢ ¢

Z /s R -
(3) New method of use. Two"typeg of amendment$ will be needed:

(a) If a new radioactive material (RAM) becomes available, and the

,

= A

».
1 procedureés meeded for its saic. use are identical to the procedures
already established for an already established and author1zed use (for »

0 //‘,L. ol ) 1“ ¥ & LL te

(aliadk
example, a new imaging agent administered by 1ntravenous 1nJect1on),Athe o riulis

Al ‘
new RAM will be added by rulemaking to the list of materials in the

appropriate use group specified in the regulations. The NRC will mail
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to licensees a notice that says those who are authorized to use material
in that group may begin using the new Rzi;ﬁﬁifhe effective date of the
final rule that adds the newiﬁ&ﬁrto the regulations. -Ne—individuat
Heensing-actionwitt be taken™

(b) If a new, EﬁM'B;;;;;s,a;:I{able 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.

(i) The new:'ll&?;;.{l be added by rulemaking to the appropriate use
group in the regulations but authorization to use it will be limited to
persongdqazgn:ed after it was added to the use group,‘jlhese_ponsone
uouiq have submitted the new,ﬂ*ﬁﬁﬁrocedure for review in their appli-
cation'éackages.

(ii) NRC will mail to current Ticensees a notice that says they may
apply for authorization to use the ney4§§ﬁ?f With that notice, NRC will
also supply a model procedure, which would become a new appendix in

i A
Regulatory Guide 10.8, for the new,RAMS Those licensees who want to use

ook

the newARﬁquill have to submit a request for amendment which includes a
proposed procedure that will be reviewed by NRC for complieteness and
adequacy.

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

(a) A request to leave one location of use and begin working in a
new location, 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 complete 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

02/08/84 13 Enclosure 1
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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 principa’ facility and outlying clinics. If the licensee has been
approved to offer service at satellite locations, a request to add
another satellite 'ocation will only have to identify the new location.
(Due to the traininy, space, and equipment commitments needed for safety
“ / i
during therapy procedures, the NRC‘does)aenerally not authorize licen-
A "f/f I/v

sees to perform therapies at satellite locations. ‘iueh‘requestp;will be
handled on a case-by-case basis.)

>

; S o~
/ ry o P
Frn '

}Summary of Changes Proposed in the Regulatory Program

In summary, the regulation will be amended to require that licensees
meet standards that are currently imposed by license conditions. The
NRC will continue to review user training and experience. The NRC will
review site-specifié;pfgéédu;;;’for completeness and adequacy and issue
deficiency letters if necessary, but will allow licensees to modify
procedures that were submitied in support of the application if the

o ieat

Radiation Safety Committee, or management and RSO outside agjinstitu~
tion, approves the modification. However, the right to modify procedures
does not relieve the licensee from the requirement to comply with the
regulations. Amendments will generally be reviewed just as new applica-

tions are reviewed, but they may incorporate by reference the original

application and any previous amendments.

02/08/84 Enclosure 1







A, / F
( | Livgtt . Jha persrrs (irdowitoall, paiwrshen, copmrokion, = 3oy ) whs w
i 4 & 7 i F
‘ /L“& d an M ‘i Rl G M Lckndel " ‘.l_/.‘a' WeNg fo [7590 01]
P T /fqu <4 S "-‘.. ~ t”"" ”—‘l"' nH Ciits
N./ i hone, Jhe Leviws . € r )
- s QYT ey b Mesugh ldd e
e jiovess, n I L5 o A > | r p
NOTES 24 - IURAONAS 9 Gy S Otaas A Ty, L Sr e S
" & rienile wht omd L‘A‘-‘_‘ L N /
"’ 3 " ’ o & wed . sagheout Fhu g da rrem W AL
i hus Hat, mo wma? et wibhick . C A o J e ¢
2 ~ ‘u.‘d’ L s ] 4 7 V. T
[ COK - oy y / -~ - g -
word Usage

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. ;zée b€ use and group. In the current Part 35 there are six
“groups" of use described in § 35.100. Each 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, dilution, 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.

;2. Method of use and procedure. The word "procedure” is frequently

used in supporting documentation for byproduct materials programs.
Sometimes it refers to a specific set of steps that must be taken to

effect an end, for example a procedure for ordering and receiving pack-

.

S -
oo g

ages. Sometimes it is used to indicate a type of medical examinagbn or \
#ﬁherap’g'fo; 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 a period of time, for example an

average workload of fifteen procedures each day. In order to avoid
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confusion, the phrase "method of use" appears in the proposed revision.
Each type of use is comprised of several methods of use. Each method of
use should identify, explicitly or by context, the radionuclide, its
chemical and physical form, method of administration, and purpose (diag-
nosis or therapy).

4 3. Dose and dosage. In pharmacy, the word dose is used to indicate

the amount of chemical administered; in radiation biology it is used to
indicate the amount of ionizing energy absbrbedﬁ ang fh\radiation safety
it is used,to'indféaéé a worker's exposure to radiation. In order to
avoid confusion, the word dosage is used in the proposed revision to
indicate quant1t1es that Qre measured wvth the base unit Curle and’the
i of radiatime abioibed Se56 & dbse o
word dose to indicate quantItleshthat are measured with {he base unit
rad or rem.

5 #. Record and report. A record is a user-retrievable notation or
complete document. It may consist of something as small as a check-mark
on a form or something as extensive as a survey of a newly installed
teletherapy unit with appended calculations to demonstrate compliance
with the Timits on exposure in uncontrolled areas. A report is a
transfer of information which might be made face to face, by telephone,

telegram, computer link, or hard copy transmittal.

;.Si fTest and check. For many pieces of equipment, drafting

committees comprised of industry experts have prepared standards of
performance and complete calibration protocols. If a piece of equipment
is subjected to the protocol in the calibration laboratory and meets all
the standards, then the ability of the equipment to perform as expected
in normal field use is assured. In the proposed revision this concept

of complete examination is referred to as a "test." During field use it
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is common practice to subject a piece of equipment to a quick examination
to determine whether it is 6§§nab+ef' This procedure does not examine
all parameters of equipment performance. In the proposed revision this
concept of perfunctory examination is referred to as a "check."

¢ 8. Location of use, facility, and area. The phrase "location of

ol ®
fc £
is used to describe the building or buildings (typically identi;yiagaL

use"

a single street address) where byproduct material is used. The phrase

“facility" connotes a room or contiguous rooms where byproduct material

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

imaging room, and a dosage preparation and waste storage room. The word

"area" connotes the space used by a worker when performing a specific

task connected with receiving, handling, or storing byproduct material.
78. Chemical form. The current reguiation requires that if a

"‘)A-‘A—

radiopharmaceutical is used for indications other than,described in the

package insert, the user must never-the-less follow inctructions on
chemical and physical form, dosage, and route of administration. The
proposed revision has deleted the word chemical in its restatement of
this requirement because to change the chemical form would be to create
a radiopharmaceutical other than the one received from the authorized
distributor. Deletion of this word in the proposed revision does not
authorize Part 35 licensees to manufacture radiopharmaceuticals.

: 1. Available for use. In many cases the regulation states an

4

equipment possession requirement becadyﬁ the piece of equipmenrt is
considered by experts to be an integral part of the radiation safety
program. In a few cases the need for a piece of equipment is sporadic
and normally scheduled weeks in advance. For example, a licensee who

has a diagnostic sealed source in a device (see § 35 500) usually only
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needs a survey instrument when receiving or returning a radioactive

source; there is no need to have the instrument on hand every
phrase "available for use" is intended to connote that the lic

either may possess equipment or contract for measurement servi

day. The
ensee

ces, but

is not required to have regular day-to-day possession of the described

equipment. J
");J.J '

8. Operable. The word "operable" is, to some-people,-conspicuous
H»—+es—absenee-$noi?ihe proposed regulat1on If a suauoy-+nstnunou&,

PrET

room-menitor, gas trap, or fume hood.1s not operable ‘whether

‘ v A 5 i
doad,or absent batteries,er incomplete or improper maintenance.

due to
. P
‘it i Re-

longer-a working survey instrument, -room monitor, .gas trap, or fume

hood;—and is more appropriately described, for safety purposes,
assembiage of metal and plastic that once served a useful purpose.

vvinel M wad. o react rey
C o acloni ',4'&//. & ‘[,‘ Y 5 u H J rare | oy LT
. &viii g £ ¢ ! f
Recordd Retention ol A

The Commission requires that licensees make and retain re

evidence of compliance with regulations and license conditions.

as an

cords as

A

review of records during inspections is the least burdensome way that

the Commission may be assured that the licensee has developed
implemented a radiation safety program. However, permanent re
all required records, or retention between inspections, would
unreasonable and would run counter to recent guidance to regul
agencies that was issued by the Office of Management and Budge
Therefore the Commission has, in the proposed revision, genera
adhered to the following policy.

1. For recurring records that are created on a daily bas

example end-of-day surveys, &ho Lommission has made a judgment

02/08/84 18
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. *, records retention for one year provides adequate evidence of compliance
with ] . o
N — z - L g

Md"ﬁ\ 'forfdbn-recurring, sporadic, or periodic records, such as

individual patient dosaget 6r ngvey {nstrument calibrations, respectively, o
the Commission has made a judgment that records retention for two years
provides adequate evidence of compliance with requirements.

21( In a few cases a record is only created once or the Commission
considers the record to be critical evidence of compliance with regula-
tions that, if not foliowed, might cause an immediate discernible impact
on a worker or member of the public. See, for example, requirements for
the geometry test for a dose calibrator and the teletherapy dosimetry

lequipment calibration, respectively. In those cases the gommission has

made a judgment that retention for the duration of .the license is

\

!necessary. ==
- NKL planr ,
In a separate project the ftaifr}s,bog4nn%ng—§o—deve%eq(? compre=-
hensive records retention policy that may conflict with the policy

reflected in this proposed rulemaking. Readers should note that, fee <

sake—oi-uniioani&y\~some records retention requirements may be changed ,/
-

phegyzhe comprehensive policy is implemented.

o —

Effect on Broad Licencees

In addition to the more common "group" licenses the NRC issues that
authorize byproduct material for uses described in the groups, the NRC
has also issued about 100 "broad" licenses under Part 33 that include

ik ocok

human use. There are two types, a pure broad license and a hybrid broad

license.
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‘ About 50 pure human use-broad licenses have been issued. They are
issued to large academic institutions that have had several years experi-

WG 24 nr) A
ence using radioactive materials; amg.vest in each institution's Radiation
B

Safety Committee (RSC) the authority to permit medical practitioners to
iuse byproduct material for human-use-im both patient care and medical
t,,l 7 4
research,q;nd;individuals to use byproduct material for research in test
= - ,'.(-r'v‘

gtubes and animals, and to review the facilities andAéafety procedures

hll these individuals will use. Before NRC issues a pure broad license
raslc “"’/)-«

’it reviews the applicant's administrative and, safety procedures, the
itraining and experience of the RSO and each individual member of the
'

el ’ s'l"’
!RSC, and the standards and,procedures the RSC will use when it reviews

%permit requests. This type of license is needed to allow for the orderly
jevo]ution of the medical sciences. The NRC will continue to review RSO
. and RSC committee member qualifications on a case-by-case basis because
;the size and individuality of each broad license program precludes the
breparation ¢f generic prescriptive qualifications. These licensees
| ould be required to comply with the proposed prescriptive and perfor-
ance criteria of Part 35, but would be exempted from the training apd
kxperience requirements of Subpart J and the ﬁéter%éﬁs andfhse‘rest;ic-
ltions ‘of proposed §§ 35.49, 35.100, 35.200, 35.300,35.400, and 35.500.
About 50 S&iﬁﬁ—uégihybrid broad licenses have also been issued.
They are similar to the pure broad license described above, except that
the RSC only has the authority to permit individuals to use material in
test tube and animal research, and only authorizes ﬁu;ﬁn;gse in accor-
dance with the groups in current § 35.100. The NRC continues to review

the training and experience of medical practitioners before allowing

e cacek
‘ them to use material for human use. ;S&aee,the control of human use in
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these cases is the same as that exercised over the more common group
licensees, the basis for a determination of compliance will be the same
as that described below for group licensees.

‘~S4nc€i;:ﬁéther at a group or broad license facility, teietherapy
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.

. b Yaliiy for Soninal £enmess

v . ! s >
!" o} t—vh,J/@,>."

Transition Policy ~v ../

¢’

Under the current regulatory program, the license document with the

i el

{appended application is used to regulate each individual licensee.  $inee«

:

the requirements in the proposed revision were taken from commonly used

license conditions and regulatory guidance that most licensees have

incorporated in their applications, the Commission does not expect any

!

significant inconsistencies between current licensee radiation safety

programs and radiation safety programs of applicants who apply after the
effective date of the proposed regulations. Therefore, current licensees
will be cited if they do not comply with the new regulations. However,
if there isj?hconsistency between a license and the regulation (for
example a license may require survey instrument calibration biennially,

but the proposed regulation would require calibration annually) with the

license less stringent than the regulation, the license would be con-

“

o ZaV7N )

sidered pcf;; exemption from the regulation. %5imce the less stringent
license requirement was reviewed for safety considerations and approved

L 4 )
by the NRC,<;och inconsistencies would not result in an increased risk

to workers or the public. On the other hand, if the license requirement
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is more stringent than the regulation, the license requirement will
stand in place of the regulation because it may serve to balance another
lTicense requirement elsewhere that is less stringent than the proposed

regulation.

In the case of recordzf:;tention, the regulation will take prece-

{dence because, in the past_the Commission has not offered much guidance

ton this topic,and many applicants have either not specified a period of

‘

retention or have incorporated a single, all encompassing record reten-

tion phrase "until the Commission authorizes their disposal" rather than
o NFC

shouldering the burden of justifyingsa shorter period. If a record has—«-
v Ak e o

beon~c:aated—and—+fris substantively identicat-to a record described in

| the proposed regulation and no-e4eaf—aan§bééjf7c‘retention requirement
i o ‘_‘,1 ?- 2 '

;has been stated for that‘récord, licensees could feltew the retention jprea®
;gu#danee’%n the final rulemaking. Licensees would still have to comply
?with any record retention requirement for a particﬁ%j; topic that is
ispecifical]y stated or referenced in a license condition or another Part
(for example Part 20) of the regulations. (For example, surveys that

\

provide the basis for occupational dose records or measurements of

effluent release are governed by Part 20.)

T —
-~ A

The NRC particularly requests public commentg on this transition

policy and would like to know if licensees envision problems of inter-

pretation or compliance that the staff might not foresee.

DISCUSSION OF PROPOSED REGULATIONS
The primary purpose in initiating this revision to the regulations
is to simplify the regulatory process by providing licensees with a

LT R

single source of requirements for the human use of byproduct material.

—

02/08/84 22 Enclosure 1






[7590-01]

Radiation protection standards now contained in several existing

. regulations, Inspection and Enforcement orders that modify a single
license or group of licenses, technical reports (NUREGs), standard
conditions of licenses, and regulatory guides would be consolidated into
a concise set of regulations. The requirements that apply to all licen-
sees appear first, followed by the specific requirements for each of the

six basic types of use.
RS I{I)‘;_'/'
The general license in current §35.31 has been eliminated from the

jr\ Jﬂl/“‘u“
proposed regulatwonqg and-all human-use will be specifically licensed.
Mo Ve & 5o Jec Gaeliviok o, ,J“_,,/

Current hunaa—us?(general licensees w111Abe incorporated in NRC's filing

system for keeping track of specific licensees, but they will be limited to

the methods of use described in the current § 35.31, and relieved, by license

(11'0

condition, from th9se—pfov+9+ons—of—the~praposedp@ao&—35 that are more

/t( -l

. burdensome than the currentp'eqmrements. for—human—use-general-licenseesy

The only action they will need take is to respond affirmatively to a

Hal s
(%) notice that asks if they want to continue to have an NRC license,limited

to the methods of use authorized by the current general license. They

-

will not be assessed applicatioq,,anoadnoaL, or renewal fees as Jong as
5 "-ﬁ/ pld &

b QLA vl L&
their material use_«iz limited to that described in current §35.31.\ he
G ,
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, applicanils would

aAd 2 dé¢rn 20 M & Ve,

have fo specifically request this author1zat10n} Part 31 will be amended

wh

to cont1nue this authorlzat1on for current in v1tro 11censees o e/

I pviag Lo ~ WA " ek e 3 ¢

- ~ In the proposed regulation, items of general 1nformatlon, general

administrative requirements, and general technical requirements are

. addressed first in Subparts A through C, respectively. Subparts D
02/08/84 23 Enclosure 1
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through 1 contain the additional technical requirements that apply to
licensees for each of the si§?£;pes ofxbumuﬁ)t;;. 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 amendments can
be found immediately after the revised Part 35. A section-by-section

discussion of the proposed revision of Part 35 follows.

- _»/, - 7
4 g i/ iad T«

’
{ s

Authority \ &7 alos providic ofru

This listing provides noticérthat the NRC may initiate criminal
CYIGNN gy J,J/’-J,v,” ‘/
prosecution of persons who,do not comply with the prescriptive require-
ments issued under sec. 161b or the recordkeeping and reporting require-

ments issued under sec. 16lo.

Subpart A--General Information

§ 35.1 Purpose and scope.

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

their supervision.

§ 35.2 License required.
This section requires that persons have a license issued by the

Commission or an Agreement State before they handle byproduct material
ndabe il
v LA .

for buman use. The Commission uses the specific licensing process to

—
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Timit the use of byproduct 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 licensq;'but'this does not relieve them of the requirement
to conduct their work in accordance with requirements of the license and
the regulations of this chapter. The licensee remains responsible fur
the noncompliance of such agents or employees, and may be subject to

sanctions for their failure to comply.

§ 35.8 Reporting; Peeondkeepingy~and-applicatioq requirements: OMB

Approval.

A dls ne?ik
This section certifiey that the Office of Management and Budget has
é
reviewed and approved the information collection requirements contained

in this part.

§ 35.15 Definitions.

The Eerm "Agreeﬂfnt State", Qﬁk»ine1udeq‘}o 4deﬂ£4fg those states
thé%kggve,égreed with NRC to assufﬁilﬁ:'saf%:u;:I;fa{yprogact material
within their borders.

The word "ALARA" was added to identify the acronym for the phrase
"as low as re§§onab1y achievable."

}éélf;r;l"éuﬁhé;{;ed user" was added to identify individuals who
are identified by name on a license and who are authorized by the
Commission or an Agreement State to administer byproduct material, or

the radiation therefrom, to humans for medical care, and supervise its

use by others.
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The term ”dent1st" was added to identify a group of pract1t1oners'
licensed by the States who might use byproduct materials in their
practice.

The term “dd;gg'd;e“ was included to help ident  fy the scope of
this part. The wordk"intentional“ was added to the :urrent definition
of the term "human use" to make it clear that occupational and non-
occupational exposures under the regulations of Part 20, accidental
exposures, and unwanted exposures from other sources of radiation (e.g.,
nuclear powered cardiac pacemakers, smoke detectors, and radioactive

Al Gur

waste) are not considered human use. — (¥

it dacol

The word ”1nst1tut1on" was added to identify organlzat1ons'w7th*=—
-uodlcal—bypnoduct4naton4a4~p¢ognams in which the safe~ase—e¥~bypfoduct—
materiat depends on the cooperation of individuals 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 wora "misadministration" was included to define those instances

¥y il . .,’(“/
in which a mistake has been made in the humap use of byproduct material.

[ 4
e N

The definitions are eeas+s%eﬂ%—;¥tb the current § 35.41.

The term "mobile nuclear medlc:dg_serv1ce“ was added 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 radiation in

a teletherapy beam.
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The word "physician" was included to identify individuals licensed
by the States t» practice medicine and therefore eligible to apply—fer-a—
44eenso.$Q\use hyproduct material in the practice of medicine.

The wo;g‘"podiatrist“ was added to identify a group of practi-
tioners 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 is used in the current § 35.24.
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
individual named on a license and who is responsible for managing the
licensee's radiation safety program.

The term "sealed source" 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.

The term “prov+s+ona+:ab£ﬁ;;ized user" was added to identify authorized
users who, while working for a licensee 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

Aﬁi“lu{ anr
d:jydpzouisiona4-authorization/was_xakenﬁfcog,a frequently used license condition.

e e

§ 35.16 Application for license.

4

At an institution, only management may apply for a iicenses and the ~

individual physicians would be listed as authorized users. An individual
L (f' . f

physician may not apply for a use within an,institution (an organization

{
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that provides various medical services). This requirement reflects the
need for coordination with other employees who may not be under the
administrative control of the authorized user. For use based outside an

institution, 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 submit*ed separately because the

scope and nature of information needed is much different than that
il Al

needed for the other types of humarp usa. This requirement does not
" G

imply that the applicant should have iQo separate safety programs.

This section also reflects the Commission's decision to delegate to
Regional Administrators some licensing functions which, until recently,
were conducted in the headquarters This program was described in a
Federal Register noticeé publlshedyAprll 14, 1983 (48 FR 16030); a~ oL )

27, 1422(¢1 FR 23138 ))

Ala g/,/‘,/ g .1(,‘/‘ (da FE M%)

§ 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 pub]ic or

lff h r,— -4‘7
make it difficult for the Commission to determ+ne—whe%her»a—4+eeﬂ5ee—+s-

+h-comptiance with Tts regutationsy The Commission has determined that

certain changes are potentially significant 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

7 7r.¢‘{f caF
method of human use or amount of byproduct material used. Such a change
[ S
might also indicate a need for increased inspection frequency.
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(2) The use of byproduct material at an address not identified on
the license would make it 1mp0551b1e for the Commission to make unannoun-

'“ ,m‘.«: 68 1 I RRLALED IV RUUAUT B o oY

ced inspections. ) For the purpose of th1s part, the phrase "location of

use" refers to a building. ,Except'fur~te+etherap¥2 mov1ng from one room

to another within a building would not constitute a change in location

L iy & _.".

of use.>

(?$ The Commission must be assured that the training and exper-
ience of Radiation Safety Officers, authorized users, and qualified
teletherapy calibration experts is sufficient to ensure that they are

able to understand 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
(RSO), or qualified teletherapy calibration expert is no 1onger aff11-

4‘4./.) fw ‘\L
iated with the licensee's byproduct material prograq, beeausqythe NRC

1d {Lefa;eiﬁ“"“/thttn 1lective t d
would no .assunqg a e collective training an exper1ence
of the licensee's remaining personnel is adequate to‘S;sure 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 is

sufficient because technicians who have worked under the supervision of

en 3
the authorized user can adequately &Assure the safe receipt and proper

storage of byproduct materia]wﬁeﬂ—a—#ew~week§;”'ffhfs—parzTTETS'tﬂE‘*—
it sk bt ] ho-handie- et o]

02/08/84 29 Enclosure 1

¢ s pok . % 4 { - o



[7590-01]

However, -over-a longer period of time, "_
absence of an individual to oversee a byproduct material program may
increase the probability of an accumulation of unused byproduct material
or unauthorized 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 exper-
ience indicates that medical programs do not generally change signifi-
cantly over that period of time. A shorter term may unduly interfere in

patient care because the licensee would spend an inordinate amount of
I‘L‘C@\“J‘/'dl"// ’atv’/,“”l

time requesting renewals. A longer term mayﬂ4ead—622iiintentional
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
equipment 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
health and minimize danger to life or property (§ 30.33(a)(3)), and that
the applicant has established procedures adequate to assure the safe use

@(‘ AN Ao,

of byproduct material. , It is the sense of Congress that fees—may be «

-5 2 ' z o Y .
i Tt T4 ’ ! P, ¢ are 0 & ; PIhd >
T g el o s A { . < vF ; i

-l {34 L d L 4 “IR LAA T odaam -la
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necessary to Tecover operating Tosts——Jhe-Commissionis-discussiomof
. thistoptc is in 36 FR 145, published January 6, 1971

§ 35.29 Specific exemptions.
a , F G r, er;—, oL ,',r"l,l'vz/l"'l/L{ PR "/t,

A person may, request- an exemption from any requirement of this part.
-.A-‘ /(‘

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.

J}‘_ N ot as 7 g‘/_'t At e 'w;.' &J i3 P P y 4 g oy P ceslonral
6
LT ot 5 c'-‘r" VA ’1 Ol

Subpart B--General Adm1n1strat1ve Requirements

§35.30 ALARA program.
An ALARA program is a management tool needed to assure that all
reasonable efforts are made to assure the safe use of byproduct material.
3-in-institutions. (See 'Management Organization and Administratior 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.)

( Many workers from different departments w+%qwn an institution might be
.occas1onally exposed to byproduct material. The Commission has made a
judgment that a formal ALARA program is the only management tool that

oure € cospurak Lokl & vedueh cridwrd il w he dése s
can provvde assurance thai sources of radiation and work procedures In ac.
Jarge facitity are.regularTx(revuewed’£ort§afety.. Specific requirements
usually considered part of an'ALARA program are required by §§ 35.31 and
35.32. Since eutside of an-institu&io&ithe safe use of byproduct material
does not usually depend on the cooperation of individuals from several ..«» bl

<€ pan .h.l

sdifferent departmentsj and-in most cases the aubhorlzed users are also- -

,f & al o / 2, ' 7
TN /35T Pgno/ raeradid , #4ch g /) L P “e
< v
T 2% 29/ pguvred # e a Mo & ALARE oiéghams becaci
3 /
/
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fihe management, non-institutional licensees need not have a formal

= \written ALARA program.

co—

§ 35.31 Radiation Safety Officer.
The Radiation Safety Officer (RSO) is an individual with special
expertise who is needed to coordinate the safe use of byproduct material

in accordance with the license and regulations.

§ 35.32 Radiation Safety Committee.

The proposed Part 35 requires institutional licensees to establish

-

a Radiation Safety Committee to oversee the use of byproduct material. ¥’

3}Uado¢-thie-proposa$§ﬂcommittee membership must include a physician

identified on the institution's license as an authorized user of by-
product material for each type of use permitted by the license, the

institution's Radiation Safety Officer, a representative of the insti-

tution's management and a representative of the nurs1ng service. I/A :

similar requ1rement was publ]shed as a proposed rule on April 9, 1979
— —L %
i (44 FR 21023) ig}ggg1tut1ons that on]y request a license for diagnostic

m———

sealed sources will be exempted from this requirement by license con-
dition because the radiation safety program, due te-the-nature-of the~-
source-and-its method-of use, would hot depend on the cooperation of
individuals from several different departments'7 " Fhe-NRC—is- ot
seticiting comments on the Radiation Safety Committee rule of Part 35
because an opportunity to comment on the rule has already been provided
in.the recently completed rulemaking on the Radiation Safety Committee.

‘That rulemaking, published @s a final rule on September 13, 1982
Nogsrsiains >

:

(47 FR 40{522},has_baan.1ncanpova&ed—1n the proposed wording of Part 35.
Wmm—— g ot
. ’ "J‘ , 7/ o el 7} B LT il .,
""; "J-«'L'vg'uj aWe - & £ . $ v‘f ] ) £ ‘ o Mo 7é
wvie £ f._ - 29 & ; :‘ Vg e ¥ &F £ 4 ] s

’
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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 qQualifications of each individual to be listed as an authorized
user, and (2) each proposed method of use. In its reviews, the
committee should consider compliance with NRC regulations, special
physical or chemical containment problems, the amount of byproduct
material that will pe used, and the relative hazard of the material,
all in Jight of the licensee's facility and staff.

The committee must revwew occupational exposures. A\reVIew more,v
;frequen; “than huarterly wou]d 1nappropr1ate1y emphasize norn;;-;n;
expected statistical vartgtlons in exposure data. A Iess frequent
review would, a44ew—;n uhnééé;£56§ nr unnecessarily h1gh e*pesure -te-
continue-uncorrected for an'unacceptah+y-1ong~pervod; The quarterly
review should be guided by two trigger levels for 1nd1v1dual‘a*posu&es«
The lower level would be a minimum level below which no action need be
taken. Above the minimum level, the source of exposure should be deter-
mined and consideration given to methods of reducing the exposure rate.
The higher level should trigger immediate intervention by the Radiation
Safety Officer to reduce the exposure. The committee should review the
appropriateness and completeness of the intervention, and should develop
a permanent solution to maintain é&b&sures“ét a lower level.

The annual review of the safety program is needed to determine its
adequacy in light of the current and projected use of all byproduct
material. In the Commission's Jjudgment, 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

02/08/84 33 Enclosure 1



license condition.

f\/
listed the visitor as é'authorized user,

02/08/84

This was allowed in the past by a standard
s Lcenzee’s

If the licensee had a copy of an NRC license that

urden, the licensee does not

o
ave to add the visitor as an authorized user unti] an amendment request
iled for some other purpose.\ Slncérthe Bfé;;;40ﬁ84 authorized
user 5 training and égperlence has been reviewed by a regulatory agency,
public health and safety will not be adversely affected- ' .’ X

4o a. et Enclosure 1
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material makes it unsuitable for use in locations where the licensee
might not have clear and direct control over personnel, facilities, or

equipment. These licensees are required to have a letter of permission

o
from the management of each client faeility to assure that the client

Management is aware of and in agreement with the human use of byproduct

material within the facility.

/,,—~ The Commission did not authorize transportation of mu+t1-dose—v+e+s—
Fhrsy
generators because physvcrans are exemptedltn § 71 9 from tfﬂﬂ:port&&

i jiaviael oo S

t+on~requ+fement \ and these matervals cannot be safely transported
unless—%hey“are-properry packaged
or r

Mobile service may,be provided to'bo%h—un+7eensed—end lvcensed, K

7N

@

|
L

J

ok (4 ,4,.«1’ = “ )
cllents,,the—former—because,they—have no 9&he»~aecees {o servftés and
'Heclive 2 éd /n. tAoudedl,

the—latter hecause thay méy ochSIOnally need aSStstance durvng pervods~
of-high-patient load or technologist absence.

s f/, 55
§ 35.37 Records and reports of misadministrations.

The proposed Part 35 retains the misadministration definitions and
reporting and recordkeeping requirements of the curr-ent Part 35, A
discussion of these requirement51$;¥4% §5?§b31701, published May 14,
1980. -MRC-is not soliciting comments on the misadministration require~

_+uents of the proposed Part 35 because they are the same as the require-

~ments of the current Part 35, On_October~29;—4982; the Commission)in

of this requirement, ard coviiia v Hov 4 heuld

h

Nor Mo, 4 : ‘ y a/‘ Kf,( —-/}-_,(u
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§ 35. 38 Supervfs1on | <% : 2o : y

fa“‘uw it L ATV AN ‘.&-'/.y/ “rd

The authorized user is qualified to use byproduct material in the
practice of medicine. Frequently, specific tasks may be delegated
(under § 35.2(b)) to individuals with less training 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. -When using byproduct mate=

—~p+a4,\superv1sed 1ndr¢1duais-mast comply with instructions, procedures,
and the regulations
(Bobrve =
§ 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 distributed
under procedures that were reviewed for safety by the NRC, the Food and
Drug Administration (FDA), or an Agreement State. In certain institutions)

/"the FDA has vested in a Radioactive Drug Research Committee (RDRC)
(pursuant to 21 CFR 361.1) the right and responsibility to review for
safety research projects that involve the administration of radiopharma-
‘ceuticals to humans for medical research. It is the Commission's judgment
that the review criteria established by the FDA are, when followed by Pfé)’——

the RDRC, sufficient to assure the health and safety of the public and

\workers. )'.

The NRC will continue its current practice of allowing, on a case-
by-case basis, re-transfer of radiopharmaceuticals between Part 35 li-
censees if an applicant specifically requests an exemption from this

section and shows the exemption is in the public interest.

02/08/84 36 Enclosure 1



Boibican L dirvind Shind dbite 13y frsasa.  [7590-01]

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 quantities. The requirements are
generally co.sistent with the recommendations of the American National
Standards Institute. (See ANSI N42.13-1978}$'In the interest of economy
and efficiency, the NRC uses voluntary national standards in its regula-
tory program if they provide adequate assurance of safety.) The activity
levels of tLhe accuracy check sources were chosen because a lower activity
would invalidate the accuracy test due to expected statistical fluctua-
tions, and a higher activity would present an unnecessary source of
radiation 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 NCDRH 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 &nsure
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 multicose

vial, because this would subject the worker to unnecessary radiation

- f 61u ;L‘
v( e

dose.ane_uauLd—nequLne—u54&9—%heﬂeomp+e&e~ameune—#er~$de &es%-%he¢oby—-1
dqplo&4eg-ehe-e4ﬂn1c rnventory~+ur~th2"day\4 The geometry te;t assures :

‘ fou

“that the shape of the’ syringe or v1al conte1n1wg the byproduct material
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considerations governing worker exposure because it woulu cause ; - |
Lo et buy pwvidie ghtly & railen

eeeapét{oné;‘Exﬁééé:;~;}th-e»neg}vgwb;; ;rabablqlty of f1nd1ng a leaking ‘

source. The test procedures described are intended to maximize the

probability of detecting contamination from a leaking source. Report

No. 57, Section 3.3.5.3 recommends}minimum detectable limit of 0.005 micro-

cur1eslg;r-equwpment—used«&a 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 detectable activity exhibited by instrumentation

available to licensees. The Commission has made a judgment that this

level provides the,;;;t ;onserva£¥ve detection level technically achiev-

able at a reasonable cost. It is noted that this requirement would

reduce the current permissible 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 radioactivity in the sources, the method in which they

are constructed,‘tbe~shurt—ha+f-4+fe~e$-%he—bypreduct»mater#al\‘gr the

small hazard of the byproduct material.dJTo conduct a physical iﬁ;;ntory

more frequently than quarterly is inconsistent with ALARA exposure

goals. To inventory less 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.

§ 35.60 Syringe shields.
X
Syringes that contain byproduct material arefan external radiation

iﬁe!ardiand should therefore be shielded at all times. In some cases the
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use of a shield when making(an injection could interfere significéhtly -
with the injection. Since this would jeopardize patient benefigi in o e ha
such cases the higher radiation exposure to the hands that is received

by the technician who does not use a,ghi;}d is warranted. -Serfe*amp}eyl

a shield need not be used when the risk of spoiling the injection is

greater than the benefit of reduced worker exposure.

—

3 35.61 Vial shields.

A vial radiation shield can significantly reduce the radiation
exposure to the fingers and hands of an individual handling a vial of

byproduct material.

§§ 35.62 Syringe labels, and 35.63 Vial labels.
Some misadministrations have been caused by accidentally trans-

posing 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,pnob+emrzg/the attention of workers.
The weekly exposure rate survey of waste storage areas will ensure that
exposure 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,wipe test made severalqdays 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 aiways being used.

§ 35.75 Release of patients containing radiopharmaceuticals or permanent

implants.

A patient whose body contains byproduct material is afpotentia}$y s

a vl caw BB 59 A O.--'.«~ACA'( oV L A

hatarduuaufource of,radiationf The Commission proposes to allowyrelease

pt t

”

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]@;1f3§€5;h 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 BOLEQj 6;rf;dine-13l. the most commonly used thera-
peutic radiopharmaceutical. The Commission is considering allowing the
option because the 30;&C{({{m2t is consistent with NCRP guidance, but
some individuals believe that the exposure rate is more relevant and
easier to measure. The Commission believes that either limit provides
an adequate measure of safety for the general public, and has made a
judgment that further reductions in public exposure are not reasonably

achievable considering the cost and potential for detrimental effect

from an unnecessarily long hospital confinement.
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|§ 35.80 Mobile nuclear medicine service technical requirements.

The Commission has limited radlopharmaceutvca. transportat1on by
o Ao 5

lthese lic es to unit dosageslbeee«se—%hey_appean_ha_ﬁe_
safer-under i ~there does -not appear to -be -suffi-
icals.in.mobile nuclear medicine

savuisequThe service must remove all radioactive waste generated during

the use of byproduct material at a client facility because it is unlikely

that the client fac1llty has a license to receive ag? process radio-
dand TEI& exar /‘J-’[ (4
active waste. (Th}e licensee mustlconstant]y)contro] byproduct material.

—

Qecausg,,sinee7.nere is no assurance that the licensee can control

l

a " . I N |
access to areas of use while working in a facility that is under arother |
|

|

person's administrative control, client facilities should be considered |
o

as unrestricted areas. .4 ¢

Equipment checks are needed to assure the proper function of equipment

after transport and before byproduct material is handled. A survey is
needed to assure that all byproduct material has been removed from the
location 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 rad1opharmaceut1cals present an inhalation or 1mmers1on hatard”

7
(e.qg., 1od1ne 131 and xenon- 13}) Thit bazard,can be m¢n+m4ze¢\by

’

storing these in a fume hood or_doubiewe+rt1ght barr1er {(such as a

folded plastic bag within a folded plastic bag).
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§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
'fe;d?fgﬁénts of § 20.301, directed primarily at longer half-lived material,
are not necessary for short half-lived radiopharmaceutical waste.
Because-the special handling required for long half-lived material is
-wsuatty not needed for radiopharmaceutical waste,ﬂ§ﬁo}€'§élf-lived waste
‘would be exempted from the requirements of § 20.301. A decay perlod of
ten half-lives was'csgsen because.sueh;awiﬁﬂ:rlggﬁed;wﬁ++ (Egure that
in most cases, byproduct material will have decayed to 1evels below
those in § 30.71, which are quantities that, under certain ordinary
conditions, are exempt from a requirement for a specific license.

.«ﬁ; 94] rald L4 i/

’Decay-In-storage awﬁkﬁmﬂyube—ﬁeed‘for radioactive material with a half-

life of 65 days or less/—%isﬁhauzli-&e—cumﬁ-l»me—wn—chm: because

storage in excess of 650 days is more appropriately cons1dered )57/érmanent

(Cornscetent win cunic s V,- iefick, Ha YLD * v oti M onseden, . A Caad 4 M€ Eageds,
storage. A Waste must be monltored to assure that long-lived waste was
A‘,.., - o odie e alived prolernad = M 2 Faun ‘ucf . .

not accidentally mixed w1th 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
shielding 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 radioactivity and also may have small amounts of

long-1lived contaminants.
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Subpart D--Uptake, dilution, and excretion {Group-General/l )—% .

§§ 35.100 Use of radiopharmaceuticals for uptake, dilution and excre-
tion studies, and 35.200 Use of radiopharmaceuticals, generators, and
reagent kits for imaging and localization studies.

Drugs approved for human use by the FDA have a label or package
insert that specifies the FDA-approved use, physical form, route of
administration, and dosage range. NRC relies primarily on FDA's deter-
mination of a radioactive 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 prccedure.%‘The FDA
also authorizes the Radioactive Drug Research Committee (RDRC) at an

institution to review and approve the use of radioactive materials for

yrig A cak cunk

human—wse—for /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

y e A

W rkers and the public without unduly restricting medical research. .~
2 “iad 4O o : ) ol ", Ca g Ot y LNCLLS Ao AN )I,,7‘SZ‘-Q
The radlopharmaceutlcals 11sted 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 §835.100(b) and (c). Mercury-203 was not in-
cluded 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.

4 4 }
Lﬁ'/ /'114.?"’/"7“ w CF el 7 il et *1% -.,/" Aoy 4 /A : o Ck
4 - g
E {
xq.t(t\-( A A X iy &t L) TR a X
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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 lTow level survey instrument is needed to check areas of use for
contamination. Since the total amount of radicactivity used for uptake,
dilution, and excretion studies is relatively small, the Commission does
not believe the licensee needs an ionization survey instrument to measure

dose rates.

Subpart E--Imaging and 1ocalization-§G¢9u9_11¢;*{7UAC221___

§ 35.200 Use of radiopharmaceuticals, generators, and reagent kits for
imaging and lucalization 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, nev uses may be found for
existing approved radiopharmaceuticals. Th W uses, which may
require a different dosage, route of administration, or physical form,
may not appear on the manufacturer's label or package insert instruc-
tions. It was such a situation that resulted in a petition filed by

Dr. George V. Taplin (Docket No. PRM-35-1) requesting an exemption for
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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 rvle in final form without change on February 4,
1983 (48 FR 5217). The NRC is incorporating this regulation into this
oF P racanivikas 2§ Fs sude svigh ey 4 MKl g

revision of Part 35 without soliciting public comment becausethere are

no substantive changes to the rule as adopted.

§ 35.204 Permissible molybdenum-99 concentration.

T,!hen molybdenum-99 undergoes radioactive decay;, etinicatty useful
[(/,,}(;,r‘ " 4 . il

\_;échnetium-99m is produced, ¥ Unwanted molybdenum may appear,in the
g ——— - - w, =

technetium solution. The permissible concentration of molybdenum-99 was
chosen to be consistent with the permissible concentration listed in the
United States Pharmacopeia (USP), the nationwide standard for all pharma-
ceuticals used in the practice of medicine. It is the judgment of the
Commission that the USP standard provides an adequate level of 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 level of molybdenum-99 in such a dosage
would result in a patient receiving an undesired 4.5 microcuries of
molybdenum=-S9. The molybdenum would be taken up primarily by the liver.
The dose to the liver would be about 0.2 rads as a result of the molyb-
by holdind Ha p bt concenlioah # He negucdl Lotk e 3.
denum concentration. The Commission has made a judgment that this
radiation dose is insignificant compared to the radiation dose which

would be received by the patient due to the administration of the techne-

tium,

(" , ;,N,'/.« v A A -/. '..".u /.. / 4 e .
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‘ The person who elutes the generator must measure and keep a record
of the molybdenum concentration. Persons who receive prepared radio-

pharmaceuticals do not have to make this measurement/ s« . o ¢ s

g ¥ s o F
(,../C 'J Epa .d FY 4 ;.)d,-i./ rovE vite ol /,/;,, W Ll GAE YL ¢ ek ) :"4' ’ ;
: g y

wmandrant o $36.3¢),
§ 35.205 Control of aerosols and gases.

The Commission believes that a system that provides for the col-
lection or controlled dispersal of aerosols and gases is needed to

reduce exposure to workers and the public. If control is by dispersal

T
> ¢

in the atmosphere, licensees should note §120.106, which Timits the

amount of radioactivity in the effiuent stream. el

. J o
Ve & e

/
§ 35.220 Possession of survey instruments.
The licensee needs a low level survey instrument to check for
‘ contamination and an ionization type instrument to measure dose rates in

areas where large amounts of radioactive material are stored.

Subpart F--Radiopharmaceuticals for therapy 4Greup—VAD-<—

§ 35.300 Use of radiopharmaceuticals for therapy.
The radiopharmaceuticals listed in §35.300 were taken from those
listed in the current §835.100(d) and (e).
‘> b Drugérébp}bVed forlgéi;n7L;e by the FDA.have -a -label er package
insert that specifies the FDA-approved use, physical form, route of
administration, and dosage range. NRC relies primarily on FDA's deter-

mination of a radioactive drug's safety and effectiveness when used

according to the package insert, and therefore would require that thg
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l{éensee use the radiopharmaceuticals in accordance with the package
insert.
§§35.310 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 because
they are unique to the medical environment. For example, visitor control

in a hospital cannot be accomplished by physical barriers which might

-
— T

impede the delivery of emergency medical carng(Aiéo, after administra-
tion, the byproduct material is contained in an ambulatory human. There-
fore, 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 examplz, for radiographers and radio-

p .

ad And oY -

grapher's assistants pursuant to § 34.31 of;£h4ﬁ~chab£ef.)‘: .
§35.315 Safety precautions

Because of the special contamination hazards of radiopharmaceutical
therapy patients, a private room with private sanitary facilities is
needed to protect the public, who might be visiting nearby patients,
from unnecessary exposure to radiation. The RSO must be notified in
case of the patient's death or medical emergency in order to determine

whether special contamination control procedures must be implemented.

§35.320 Possession of survey instruments.
The licensee needs a low level survey instrument to check for con-
tamination and an ionization type instrument to measure dose rates in

areas where large amounts of radioactive material are stored.

02/08/84 49 Enclosure 1






[7590-01]

Subpart G--Sources for brachytherapy (Group VI)

§ 35.400 Use of sources for brachytherapy.
This section identifies brachytherapy sources that may be used in“~
P d A

huua? use. The list was taken from the current § 35.100(e), which is a

list of sources commonly used for patient care. Tantalum wire -has been™

added.

§ 35.404 Release of patients treated with temporary implants.

s sponsibility of the Commission is to restrict the movement of
byproduct aterial when the public exposure would be increased. Brachy-
therapy sources tor .smporary implants have high levels of radiation,
and remain radioac ive “or a long period of time. Loss of control of
these sources and th.ir r lease to unrestricted areas may result in

potentially lethal radi. tio, exposure to members of the public. The
Jant
I r,dﬂ

Commission has made a judg eni that temporary confinement of the braehy-—""

*%herapxtgatient is necessary ‘o (é%ure public safety. Section 35.404
requires-that the licensee cont ne he patient until all temporary
-b&achy&herapilsod;;es have beer . .1, Th» records required by this
section may be amalgamated with the rec.~ds required by § 35.406; there

is no need for duplication.

§ 35.406 Brachytherapy sources inventory.
Because of the particular hazard of brachytherapy sources due to

their high activity and small size, the Commission believes that an

" : . e | iy g

inventory procedure that requires a;uoee count and Jine entry each time
r arde €

4 source ¥s handled will help to @ssure that if a source is misplaced,
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g

/

s will quickly become apparent to the licensee, who can then promptly

. begin a search for the source.

§ 35.415 Safety precautions.

’

£

Because of the high exposure rates around ﬁ:é?gytherapy patients, a
private room is needed to protect the public, who might be visiting
nearby patients, from unnecessary expoé;e to radiation. The RSO must be
notified in case of the patient's death or medical emergency to ensure
that control of grachytherapy’sources i vctained.

§ 35.420 Possession of survey instrument.

The licensee needs a high level survey instrument to meisure

exposure rates in storage areas and uncontrolled areas around a patient's

. room, and to check to be sure all sources have been removed from the

patient before release from confinement.

Subpart H--Sealed sources for diagnosis (Group VII)

§ 35.509 Use of sealed sources for diagnosis.

This is a new use group established to incorporate the recent
4ot g
development of medical devices which“use a sealed source of byproduct

material to create a beam of ionizing radiation. These devices are  r&v

T .4 :
:akfge«rrgggﬁy;avai]able to persons licensed to use materials listed in

§ 35.100(f). Since the devices represent a lower level of hazard than
c,
the other seated sources in that group, the Commission has determined

that these devices should comprise a new group.
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§ 35.520 Availability of survey instrument.
The licensee needs a survey instrument to measure the exposure

o5 just Ateniveds ov Had
rates around a packaged sealed source thatAis to be returned to the

manufacturer, and to survey for contamination in case of an accident

that might have compromised the integrity of the sealed source. However,
8e¢ Guaah /

R PR

-f§inee a source exchange is an infrequent and scheduled event, and since <——
a hazardous accident would be a very rare occurrence, the Commission
believes that it is sufficient, for safety purposes, to require the
licensee to make arrangements to borrow or rent an instrument or contract

with a measurement service when measurements are necessary.

Subpart I--Teletherapy (Group VIII)

§ 35.600 Use of a sealed source in a teletherapy unit.

This is a new use group established to deal with a well-established
type of use. Safety measuresliﬁaglapply to all licensees within this
group have been used over the years and are reflected in these proposed

regulations.

§ 35.605 Maintenance and repair restrictions.
mMar P
This section provides/that only specially licensed persons may
maintain, adjust, or repair teletherapy units because this type of work

requires special training and equipment in order to be done safely.

§ 35.606 Amendments.
Amendments are required for items identified in paragraphs (a)

through (f) because any change described in these paragraphs could
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result in an increase in radiation levels in excess of the levels
authorized in § 20.105. The service of a qua11f1ed teletherapy calibra-
tion expert is a ;»+tﬁea;—;;ﬁpoaent 1n‘assur1ng the safe use of a tele-
therapy unit. The Commission has made a Judgment that only an individual

with proper training and experience can determine the operating character-

istics of the licensee's teletherapy unit.

§ 35.610 Posted instructions.

Emergency instructions must be posted to remind individuals of the
proper steps to be taken in case of an emergency and to identify indivi-
duals to be notified in an emergency. The Commission believes this is
also an appropriate place to remind workers that it is important to
ensure that only the patient is in the room before turning the unit on.
The reminder is necessary because it is possible that when two workers
are stationed on one teletherapy unit one worker may inadvertently turn
the unit on when the other worker is still in the treatment room, or a
worker may turn the unit on to check its operatxon after a patient or
co-worker has entered the treatment room‘u:giiaounst—fe the worker at

the control console.

§ 35.615 Doors, interlocks, and warning systems.
NCRP Report No. 57, "Instrumentation and Monitoring Methods for
Radiation Protection," on page 42, states that a survey of a new tele-

therapy facility must determine that .A11 entrances into the irrad-
iation room or other high radiation areas are provided with barriers
equipped with interlocks that are not dependent on the operation of a

single circuit, and that will interrupt radiation production when the
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barrier is opened." There have been incidents in irradiation facilities
in which personnel were unnecessarily exposed to radiation because door
interlocks or alarms were intentionally bypassed for convenience. See,
for example, cases 19, 21, and 28 in NUREG/BR-0001, "Case Histories of
Radiography Events," vol. 1, 1530. If the interlocks and warning systems
had not been bypassed, personnel would not have been irradiated. The
Commission, however, has made a judgment that the dual warning system of
a door interlock and a radiation monitor in the teletherapy room obviates
the need for the dual circuit door interfock recommended in the report.
The beam condition indicator light will indicate to workers about

to enter the room whether the unit is turned on or off.

§ 35.620 Possession of survey instrument. S ™
id iy 1T e

The licensee needs a survey instrument on hand in order to measure.

exposure-rates in case the radiation monitoring device or-the-teletherapy
antt fails.

§ 35.621 Radiation monitoring device.

The radiation monitoring device is needed to indicate radiation
levels in the teletherapy room in the event of the failure of the inter-
locks or the warning system. Fhere have been a number—of reported-
ncidents ia whieh individuals;ﬁng begﬂpﬁnnecessarily exposed following

the failure of the source retraction mechanism

n coupled with a failure

of the primary beam condition indicator system. Therefore, § 35.621
requires licensees to install a permanent radiation monitor in each

teletherapy room, to check its operation before using the teletherapy
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unit, and to use a portable survey instrument or personal audible alarm

dosimeter if the monitor is inoperable.

/.
e

s

idewt#ec+,;equifements were published as a proposed rule on
April 28, 1982, (47 FR 18131), ws were adopted in a
final rule published January’18. 1983 (48 FR 2116). The NRC is incor-
porating the rulemaking on teletherapy monitoring and servicing in this
rulemaking on the revision of Part 35. HNRG-is-not-soliciting comment on”
the new teletherapy requirements of the proposed Part 35 because they

.are identical to the requirements of the earlier 1982 rulemaking.

§ 35.622 Viewing system.

If a patient moved during a therapy administration, this could
result in a ZOGVraé‘dosé to healthy tiéng; 'fhé;;%o;é;”a viéw%ng system
is needed to monitor the orientation of the patient and the teletherapy

unit to assure the prescribed application of radiation.

§ 35.630 Dosimetry equipment.

O
&4

id Ao
LGt M

w 15

Dosimetry equipment is needed to assure t

e ,j(‘nl v &n

+he-dose-actually-giverr: In order to help:f?gure accuracy 44 must be
calibrated. The equipment requirements are the same as the current

§§ 35.22 and 35.23. This section also contains the proposed resolution
of the petition filed by the American Association of Physicists in
Medicine, Petition Docket No. PRM 35-2 (see 47 FR 4311,; January 29,
1982). Currently, regulations require that primary dosimetry equipment
be calibrated every two years. The petitioner requested?tgfs two year
requirement be relaxed to four years if, two years after calibration,

the primary dosimetry system is compared with a system that was cali-
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brated within the past two years, and the results of the comparison
indicate that the calibration factor us2d to convert an instrument
reading to a dose measurement had not changed by more than two percent.
(Intercomparison meetings are occasionally scheduled by several quali-
fied teletherapy calibration experts within a geographic area. Each
expert takes a dosimetry system to the meeting, where each dosimetry
system in turn is exposed to the same radiation dose from a teletherapy
unit. The response of each dosimetry system can then be compared to the
response of the other systems. If each system measures the same rad-
iation dose in rads, this provides assurance that each system is working
properly.) This suggestion has been incorporated into these proposed
regulations. The petitioner also asked that the licensee be required to
make quarterly constancy checks to assure the consistency of operation
of the dosimetry system. The Commission did not incorporate this sug-
gestion because the apparent exposure rate of constancy check devices as
indicated by the dosimetry system may vary by as much as two percent
even though the calibration factor for the dosimetery equipment has not
changed. Therefore, the Commission does not believe that periodic
constancy checks would necessarily provide increased assurance of proper

operation.

§ 35.632 Full calibration measurements.
Full calibrations are needed to ensure that the/dosetgiyen is the ¢ ag Ao
*dose thai—uai(@feé&ribedf The required frequency of full calibrations
remains unchanged from that of the current Part 35. The test for timer
accuracy has been clarified to include on-off error. The accuracy of

o
localization devices whieh are used to position the teletherapy patient

o
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t" has been added to m1n1m1ze the rlsk of unintentionally irradiating
. \ healthy tissue. The function of mechanica! and electrical interlocks

|

A ————————_

e o

Tk FC APl o alloc) Vet o vis @eiben dfe serien o~ A Egriss

adu&#rare used to limit the directions in which the beam can be aimed,

and thereby reduce the exposure rate in uncontrolled areas, has also

been added. The licensee need no '2nger perform all measurements with a

calibrated dosimetry system. Instead, the calibrated dosimetry system

need only be used for ons representative measurement, and then a relative
E e bt

exposure rate,system can be used to complete the calibration. This would

4«

allow for use of computer-control1ed moaeuseubnt systems that eaane%—be

(s { 7

easily~sh1pped for ca#vbrat}en- i re slth autpin?

The exposure rate from a radioactive ;ource goes down as time
progresses due to source radioactive decay. To &ﬁsure accurate dose
delivery, the regulation requires that licensees mathematically take
this into account in calculating patient doses. The regulatiocn requires
that the licensee use time periods of not longer than one month when
making decay calculations. This will gzghre that the actual dose does

not differ from the calculated dose by more than one percent due to this

decay error.

§§ 35.633 Periodic spot-checks, and 35.642 Safety checks for teletherapy
facilities.
A monthly spot-check is required by § 35.22 of the current regu-
lations to ensure that the teletherapy unit is/giving th expected
radiation dose. The following change;-have been made. Timer accuracy

has been clarified to include on-off error. The accuracy of localiza-

" oy

tion devices has beén added. The quallfled teletherapy callbratlon

expert must review the results of the spot-check measurements with’s
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fifteen days, and must notify the licensee in writing of the results of
the monthly check, to assure the licensee and the Commission that the
check results were reviewed by a qualified individual. The Commission
has made a judgment that a response period of less than fifteen days
would be unreasonably expensive.’lA requirement to check certain safety
systems in the teletherapy facility has been added. These checks —whieh«
are needed to assure that safety syste@s required by other sections of
the regulations are working properly;ﬁa;éd not be performed by the qual-
ified teletherapy calibration expert. Devices that are not working must

be promptly repaired in order to assure the safety of the teletherapy

facility.
. P 7 o i W, ~ha wde # ) <
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§ 35.641 Radiation surveys for teleéh%:gP; f;ciiities.

The Commission has used these maximum and average permissible
source leakage radiation levels for several years as license conditions.
They are consistent with guidance from the NCRP in its Report No. 33,
"Medical X-ray and Gamma-ray Protection for Energies up to 10 MeV -Equip-
ment Design and Use," Section 4.2.2. The Commission has made a judgment
that they are sufficiently restrictive to keep exposures as low as

reasonably achievable. (As/7 /€

§ 35.643 Modification of teletherapy unit or room before beginning
treatment program.
The section is needed to require that licensees take prompt action
to reduce exposure rates in uncontrolled areas that may be caused by

errors in design or construction.

i 4 e - / o e £ i
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§ 35.644 Reports of teletherapy surveys, checks, tests, and measurements.
Given the potential for high expogufe fg'w;;;;fs‘éné fgg‘;ﬁb{?cﬁn

the radiation survey information required by § 35.644 is needed to

assure that te]etherapy‘ﬁbﬁ;ceﬁlhave been properly installed and are

sufficiently shielded to asgyre compliance with the exposure limits of

- 7

Part 20.

§ 35.645 Five-year inspection.

Many licensees replace teletherapy sources at five year intervals;
Requiring a mechanical check at five year intervals helps to assurefiﬂe
source exposure mechanism is in good working order and will not stiék in
the exposed position. The mechanic who exchanges sources and inspects
units can remove the source, inspect the drawer mechanism, and then
install the new source. More frequent checks would require greater time
near a very radioactive source. Less frequent checks would rot be
sufficient to assure the continuous proper operation of the exposure
mechanism. The identification information in the record is needed to
establish which unit was inspected, when, and by whom. The remaining
information is needed so the Commission may determine that the inspec-

tion was of sufficient depth to assure the health and safety of workers

and the public.

Subpart J--Training and Experience Requirements

A combination of theoretical and practical training and experience
is necessary to assure the safe use of byproduct material. The criteria
in this subpart were developed by the staff with the advice of the

Advisory Committee on the Medical Use of Isotopes (ACMUI). The
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requirements for the Radiation Safety Officer have not been published
before. The requirements for authorized users are similar to those
published as an amendment to Appendix A of Regulatory Guide 10.8, "Guide
for the Preparation of Applications for Medical Programs," in the Federal
Register on December 2, 1982 (47 FR 54376). The requirements for the
qualified teletherapy calibration expert are similar to these required

of a quallfled expert pursuant to the current1§ 35.24. % et
. - v d Fwy “ AP REV 2 > /. ‘ %S

/ e d ey 4 4 ’
VAL < i R e i { 18

’v,‘ b3 e K Vg M2 "{ M- e . - .

§§ 35.900(a), 35, 910(a), 3£.920(a), 35.930(a), 35.940(a), 35.941(a),

35.950(a), 35.960(a), and 35.961(a) concerning certification.

The Commission has made a judgment that in some cases, certifica-
tion by an appropriate professional board éon;£§€§te? proof of adequate
training and experience because the criteria which must be met to attain
certification are more stringent than the training and experience required

by the Commission.

8§ 35.900(3) Authorized user as a Radiation Safety Officer.

The training and experience required by the Commission includes
safety considerations for the byproduct material that the authorized
user may use. Therefore an avthorized user is qualified to oversee the
safe use of byproduct material that he is authorized to use pursuant to
the conditions of the license.

- /"_‘ ' P
; RECHNNENS: Me GRESELES g4
§ 35. 900§e?~w1ra+n+ng—wvtb‘n the tast five years or continuous
“tnvotvement.

Radiation safety regulations and practices may be expected to

change with time. The Commission has made a judgment that training
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\
. received within the preceding five years is sufficiently up-to-date to
assure the safe use of byproduct material. If an individal received
training more than five years prior to the application and has not had

continuing involvement in the field, training must be repeated.
Lv"')_ - -f"l 3

‘ O P #c¢
§§ 35.9000&%, 35.910(b), 35.920(b), 35.930(b), 35.940(b), 35.941(b),

35.950(b), 35.960(b), and 35.961(b) Training and experience.

The criteria identified in these sections were developed by the
staff with the assistance of the ACMUI over the past several years. The
Commission has made a judgment that, for each type of use, the training
and experience described is necessary to ég?ure the safe use of byproduct

material. The duration of training and experience is usually specified

in classroom (not credit) hours. Training may be received as part of a

Ladil

: il ; .
from an equipment or pharmaceutical manufacturer, as~pr+vatc—tutored’L“

' formal program at an accredited university, at a proprietary school,

(KE wi] caugullsy mvie: oo orfomakng befoi v iribis 4 i 4 b »
ineeruct+on\\zr elsewhere. ' Supervi@ed work experience must be reciigved

A W2 tedl el
at an institution under an, apprépeiate preceptor because usually only
£y :J.I ¥4
such an individual is qualified to teach the field use of byproduct
material, and, if the experience were not received at an institution,

the student would be less likely to receive experience with all the

methods of use commonly used or all the management problems associated

with the safe handling of byproduct material.

§§ 35.910(c) and 35 920(c) Integrated programs.
The Accreditation Council for Graduate Medical Education (ACGME)
reviews and approves training programs for physicians. Approval of

. these training programs is based, in part, on adequate radiatior safety
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content. The Commission has made a judgment that individuals who have
successfully completed an approved training program have received suffi-

cient training and experience to use byproduct material safely.

§§ 35.901 and 35.970 Current radiation safety officers and authorized
users.

The staff has reviewed and found acceptable the training and
experience of each individual who is currently listed as a radiation
safety officer or an authorized user. Further review of the credentials
of these individuals is unnecessary.

— f i) #
ot nr '/

§ 35.971 Fhree month training-program-.

Ry CHAm)

In addition to the ACGME, the American Board of Radiology, the
American Board of Osteopathic Radiology, and the American Board of
Nuclear Medicine review and approve nuclear medicine training programs
for physicians. These three boards independently arrived at the conclu-
sion that, while currently acceptable, a three month training program
may not allow sufficient time in the future to provide the training and
experience needed to develop a satisfactory level of expertise in nuciear

medicine, including radiation safety. All three boards and the ACGME
,1_4:; adadl i,

are therefore planning to require-that, by August—3I""TIBN training

i

programsAbe of six months duration. The Commission has made a judgment
that, in the meantime, individuals who have successfuily completed an
approved three month training program have received sufficient training

and experience to use byproduct material safely.

-
I’\_ V
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§ 35.990 Violations.
This section gives notice that the Commission will initiate legal

proceedings if necessary to enforce requirements.

§ 31.11 General license for use of byproduct material for certain in
vitro clinical or laboratory testing.
14“) /4’ e e

/ﬁh)sftonformlng amendment grandfathersﬁhuman use l1censees who—ane

o so(uS}ugf/;product material for in vitro work under the provisions of
\ i Jiied vl RV
§§ 31. 11 and 35.14(c).¥, In the future, appllcants will have to specifi-
cally request permission to use § 31.11 materials as a separate line
o

item on their applications, so~that-the Commission witt -many
persons are doing in4v$%ro~testingx/ The use of materials listed in
§ 31.11 will only be subject to the reqguirements of that section;
Consistent with current regulat}vy’bnactieef‘the use of materials listed
in § 31.11 will not be subject to the requirements of Parts 19, 20, 21,
and 35 except for the Mock lodine-125 disposal, loss or theft, and

notification clause of § 31.11(f).

DERIVATION TABLE

The following derivation table indentifies the origin of each
section of the proposed regulations. Sources of the proposed regula-
tions include 10 CFR Parts 19, 30, and 35, Federal Register Notices
(FR), frequently used license conditions, licensing staff policy, cec '
regulatory guides (RG), Office of Inspection and Enforcement bulletins,

the United States Pharmacopeia, and new text prepared by staff.
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NEW SECTION NUMBER

Subpart A--General Information

35.1 Purpose and scope.
35.2 License required.
35.8 Reporting. recordkeeping, and

application requirements:
OMB Approval.
35.15 Definitions.
Agreement State
ALARA
Authorized users
Dentist
) cﬂgﬁﬁﬁ:us;
,Institution
Management
Misadministration
Mobile nuclear medicine service
Output
Physician
Podiatrist
Qualified teletherapy
calibration expert
Radiation Safety Officer

Sealed source

02/08/84 64
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35.1 revised
35.2 revised

new text

20.3

acronym

term used on licenses
new term
35.3(a) revised
new term

new term

35.41

new term

new term
35.3(b) revised

new term

new term
term used on licenses

30.4(r) verbatim

Enclosure 1



35.

35.
35.
35.
35.

16

17
18
28
29

v ’

/

Provisional authorized user

Application for license,
amendment, or renewal.
License amendments.
Notifications.

License issuance.

Specific exemptions.

[7590-01]

new term; similar to "visiting
authorized user" license
condition

35.4 revised

new text; compare 30.38
new text
new text, compare 30.36

new text; compare 30.11

Subpart B--General Administrative Requirements

35.

35.

35.

35.

35.

35.

35.

35.
35,

02/08/84

30
31

32

33

34

35

37

38

49

ALARA program.

Radiation Safety Officer.
Radiation Safety Committee.
Requirements for authority

and statement of
responsibilities.

-ﬁ:o;4§40ﬂ31 authorized user.
Mobile nuclear medicine service

.~ 2 : ; ¥
administrative requirements.

¢

A 4 ‘ » '
Records and beports of

misadministrations.
Supervision.

Suppliers.

65

new text; see RG 10.8 Appendix 0
revised

RG 10.8

35.11(b) revised

new text

license condition

licensing policy
? "J ed
35.42 verbatim<——

expanded from RG 10.8 p. 3

35.14 revised
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Subpart C--General Technical Requirements

35.50 Possession, use, calibration,

and check of dose calibrators.

RG 10.8 Appendix D2 revised,

and new text

35.51 Calibration and check of RG 10.8 Appendix D1 revised,
survey instruments. and new text
35.53 Measurement of radio- proposed rulemaking 35.15
pharmaceutical dosages. (46 FR 43840; September 1,
1981) ?
35.58 Authorization for calibration 35.14(d) revised |
and reference sources. ‘
35.59 Requirements for possession 35.14(e)(1)(i), 35.14(f) |
of sealed sources. revised
35.60 Syringe shields. Inspection and Enforcement |
letter April 16, 1979 ]
35.61 Vial shields. Inspection and Enforcement
letter April 16, 1979
35.62 Syringe labels. new text
35.63 Vial labels. new text
35.70 Surveys for contamination RG 10.8 Appendix I revised
and ambient radiation
exposure rate.
35.75 Release of patients containing new text
radiopharmaceuticals or
permanent implants.
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35.80 Mobile nuclear medicine service licensing policy
technical requirements.
35.90 Storage of volatiles and gases. RG 10.8 Appendix M revised

35.92 Decay-in-storage. license condition

Subpart D--Uptake, dilution, and excretion {Greup-General/l) <

35.100 Use of radiopharmaceuticals, 35.31 and 35.100 (I) revised
for uptake, dilution, and
excretion studies.

35.120 Possession of survey instrument. RG 10.8 page 5

Supart E--Imaging and localization {Greup H/AHiE)—"

35.200 Use of radiopharmaceuticals, 35.100 (II) and (III) revised
generators, and reagent kits

for imaging and localization

studies.

35.204 Permissible molybdenum-99 US Pharmacopeia
concentration.

35. 205 Control of aercsols RG 10.8 Appendix M revised
and gases.

35.220 Posession of survey instruments. RG 10.8 page 5

Subpart F--Radiopharmaceuticals for therapy €(Group IV/V) =

35.300 Use of radiopharmaceuticals 35.100 (IV) and (V) revised
for therapy.
35.310 Safety instruction. 19.12 revised

|35.315  safety precautions. RG 10.8 Appendix K
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35. 320 Possession of survey instruments. RG 10.8 page 5

Subpart G--Sources for brachytherapy €Group ¥i)—*—

35.400 Use of sources for 35.100 (VI) revised
brachytherapy.
35.404 Release of patients treated 35.14(b)(5)(v'i) revised

with temporary implants.

35.406 Brachytherapy sources invantory. RG 8.18 page 8

35.410 Safety instruction. 19.12 revised
35.415 Safety precautions. RG 10.8 Appendix L
35.420 Possession of survey instruments. new text

Subpart H--Sealed sources for diagnosis €Group¥iH)

35.500 Use of sealed sources for new text
diagnosis.
35.520 Availabilty of survey instrument. new text

Subpart I--Teletherapy &roup—H1)""

35.600 Use of a sealed source in new text

a teletherapy unit.
35.605 Maintenance and repair license condition
restrictions.
35.606 Amendments. new text
35.610 Safety instruction, license condition
and new text
35.615 Doors, interlocks, license condition

and warning systems.
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39,
35.

35.

30.

35.

35.

35.

35.

35.

35.

35.

620

621

622

630

632

633

641

642

643

644

645

Possession of survey instrument.

Radiation monitoring
device.

Viewing system.
Dosimetry equipment.
Full calibration
measurements.

Periodic spot-checks.

Radiation surveys for
teletherapy facilities

Safety checks for

teletherapy facilities.
Modification of teletherapy
unit or room before beginning
a treatment program.

Reports of teletherapy surveys,
checks, tests and measurements.

Five-year inspection.

[7590-01]

new text

35.25 (48 FR 2115,
January 18, 1983)
license condition
35.22, 35.23 revised

35.21 revised

35.22 revised and license

condition

license condition

license condition

new text

license condition

license condition

Subpart J--Training and experience requirements

35.

30,

35.

02/08/84

900

901

910

Radiation Safety Officer.
Radiation Safety Officer
training exception.
Training for uptake,
dilution, and excretion

studies,

69

new text

new text

Revision of fFederal Register
Py

Notice (47 FR 53476, December 2,

198¢)
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35.

38.

35.

35.

35.

35.

35.

35.

39.

02/08/84

920

930

940

941

950

960

961

970

971

Training for imaging

and localization studies.

Training for therapeutic use

of radiopharmaceuticals.

Training for therapeutic

use of brachytherapy sources.

Training for ophthalmic

use of strontium-90.

Training for use of sealed
sources for diagnosis.

Training for teletherapy.

Training for qualified
teletherapy calibration

expert.

Experienced physician training

exception.
NouAphysician training
exception.

M >

70
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Revision of Federal Register

Notice (47 FR 53476; December 2,

1982)

Revision of Federal Register

Notice (47 FR 53476; December 2,

1982)

Revision of Federal Register

Notice (47 FR 53476; December 2,

1982)

Revision of Federal Registe:

Notice (47 FR 53476; December 2,

1982)

new text

™
\

v
Revision of Federal Register

Notice (47 FR 53476 December 2,

1982)

35.24 revised

new text

new text
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‘ Subpart §--Enforcement

35.990 Violations. new text

IADMINISTRATIVE STATEMENTS

4 7)
ZRES S 4 g
- /

‘Egggfonmeﬂ\@l Impact - Negative Declaration
N

!
The proposed xule, if adopted, would not result in any activity that

significantly affects the quality of the human environment. The Commis-
sion has determined that under the National Environmental Policy Act, and
the criteria in 10 CFR Part 51, an environmental impact statement is not
required for this proposed rule.
The environmental impact appraisal forming the basis for this deter-
‘ mination is available for insbection at the NRC Public Document Room,

1717 H Street NW., Washington, DG, and as noted in the "Addresses" section.

Paperwork Reduction Act Statemert

The Nuclear Regulatory Commission wh]ll submit this proposed rule to
the Office of Management and Budget (OMB) far any review that may be
necessary under the Paperwork Reduction Act, ?ublic L. 96-511. The SF-83
"Request for Clearance," the Supporting Statement, and any other docu-
mentation submitted to OMB, have been placed in the NRC Public Document
Room at 1717 H Street NW., Washington, DC 20555, for fn§pection, and

\

copying for a fee.
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| { » ~»EINDING OF NO STGNIFICANT ENVIRON{ENTAL L}PACT; AVAILABILITY
The Commission has determined under the National Environmental Policy

Act of 1969, as amended, and the Commission's regulations in Subpart A of
10 CFR Part 51, that promulgation of this regulation is not a major Federal
action significantly affecting the quality of the human environment and
therefore an environmental impact statement is not required. The environmental
assessuent and finding of no significant impact on which tihis determination
is based are available for public inspection at the WRC Public Document Room,
1717 H Street NW, Washington, ﬂﬁ' Single copies of the environmental assessment
and finding of no significant impact are available fromlz;;§;¥§-;;ioy—.dd#o¢oq

and telephone number of staffi contact).

(+ -~ PAPERWORK REDUCTION ACT STATEMENT

!

= ‘ Thuis 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 lanagement and Budget for

review and approval of the paperwork requirements.

[ . -~ REGULATORY ANALYSIS

The Commission has prepared a draft regulatory analysis on this proposed
regulation. The analysis examines the costs and benefits of the alternatives
cons idered by the Conmtanioqé The draft analysis is available for inspection
in the NRC Public Document Room, 1717 H Street NW, Wasnington, DC. Single copies
of the analysis may be obtained from ;;ao;tzln;;quadd;oac,-aad-&o&nph000~
Sunber of stalf contact)..

The Commission requests public comment on the draft regulatory analysis.

. Comments on the draft analysis may be submitted as indicated in the ADDRESSES

heading.

' i
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Regulatory Flexibility Certification

Based on the information available at this stage of the rulemaking
proceeding, in accordance with Section 605(b) of the Regulatory Flexi-
bility Act of 1980, the Commission certifies that this proposed rule, if
promulgated, will not have a significant’Adversd7}conomic impact on a
s?bstantial number of small entities. The NRC has issued approximately
aﬁbo medical licenses under 10 CFR Part 35. Of these, approximately
2200 are held by institutions, and appro<ns1:XMLFault xmlns:ns1="http://cxf.apache.org/bindings/xformat"><ns1:faultstring xmlns:ns1="http://cxf.apache.org/bindings/xformat">java.lang.OutOfMemoryError: Java heap space</ns1:faultstring></ns1:XMLFault>