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INDYUSTKY CHARACTERIZATION

The NRC regulates medical use of byproduct material in
approximately 1700 hospitals and 600 private-practice
clinics. Agreement States account for an approximate

5000 additiona)l medical use licenses. Medical use includes
using radiopharmaceuticals to evaluate the presence and
extent of disease, or to treat disease, and the use of
sealed sources for diagnosis or cancer therapy. Approxi-
mately 7 million diagnostic procedures and 180,000 therapy
preocedures are performed nationwide each year.

PROGRAM DEVELOPMENT

Quality Assurance (QA) Rule

A proposed amendment to 10 CFR Part 35, requiring medical
licensees to establish and implement a written basic QA
program, was published for comment on January 16, 1990. The
goal of the rule is to provide high confidence that errors
in the medical use of byproduct material will be detected
and corrected. A pilot program was conducted to: assist

in determining the licensee's effectiveness in meeting the
proposed rule; determine if the performance objectives of
the proposed rule can spot mistakes that could lead to
misadministrations, 1f not corrected; and aid in determining
the impact of the proposed rule on current medical practice.

Five l1-day pilot pre-test workshops were held in March

and April, 1990 with NRC ard Agreement State licensees

who volunteered to participate in the pilot program after
being randomly selected. A totai of 64 volunteers actually
completed the pilot program conducted between May 14 and
July 13, 1990. Five 2-day post-test workshops were held

in August, September, and October 1990, to review the
volunteers' experiences with the proposed rule and to
receive and discuss their comments and suggestions on how
to improve the proposed rulemaking. One aspect of this
pilot program was the establishment of an NRC QA team

to develop program evaluation (licensing) checklists and
site evaluation (inspection) checklists. The QA team also
considered the appropriateness and usefulness of the afore-
mentioned developed guidance by evaluating the submitted

QA programs of eighteen of the volunteer participants, with
follow-up site visits. The results of these evaluations
were presented to al! the volunteers, at the pout-test
workshops. The staff held public meetings with the American
College of Nuclea: Physicians (ACNP) and the Society of
Nuclear Medicine (SNM)in July 1990 to discuss the proposed
rule, Other public meetings with other professional organ-
jzations such as American College of Radiciogy (ACR), American
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Association of Physicists in Medicine (AAPM), National
Council on Radiation Protection and Measuremerts (NCRP),
American Society of Therapy, Radiology, and Oncology
(ASTRO) and the Joint Commission on the Accreditation of
Health Care Organizations (JCAHO) have been held in early
FYS1. Public workshops also have been held with the
Agreement States.

There continues to be strong opposition to the rule from

the SNM, ACNP and other professiona! organizations who
question the need for such a rule in light of the low
frequency of occurrence of misadministrations. A secund

question is the reyulation of QA by the NRC. The term

"quality assurance' has a meaning in the medical community
which is associated with quality medical care and clinical
practice issues which are addressed by JCAHO. There is
also a concern o* perception that the cost of the rule will
be high, primarily due to the need for auditable records.

The Advisory Committee on the Medical Use of Isotopes

(ACMUI) has recommended removal of diagnostic procedures

from the proposed rule while retaining requirements related

to the administration of iodine=131 in quantities greater

than 30 microcuries and therapy procedures. The staff is

continuing to evaluate these concerns as part of the

rulemaking process.

QA Contract

The QA Contract, "Quality Assurance in the Medical Use

of Byproduct Materials," was awarded on September 23,

1990, to Science Applications International Corporation

(SAIC) for a period of one year. The tasks covered by this
contract include: identify the current regulations, standards,
and guidelines that physicians, medical physicists and medica)
technologists involved with activities under NRC medical
licenses are currently using for QA; review the inspections

of radiology and nuclear medicine departments by the U. §.
Department of Health and Human Services' HMealth Care Financing
Administration (HCFA) and the Joint Commission on the
Accreditation of Health Care Organizations (JCAHO) to
determine their level of detail in review of QA for medical
use of byproduct material; and review and analy*~ the
completed NRC "Medica) Use Quality Assessment’ guestionnaires.
The "Medica)l Use Quality Assessment' questionnaire is a
fifteen page guestionnaire on medical use quality, which was
used during unznnounced inspections between July 1989 and

June 1980. A report from SAIC is due September 23, 1991,

Dosimetry Assistance

The staff contracted with Oak Ridge Associated Universities'
Radiopharmaceutical Internal Dose Information Center (RIDIC)
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on September 5, 1990, to provide dose estimates to NRC for
internal exposures received by individuals working for NRC
licensees. The staff will use this information to evaluate
the regulatory importance and medical significance of
incidents. This assistance proved very valvable in helping
the staff promptly respond to several significant incidents
involving fodine.

Medical Training

A 1988 contract study, which examined training and
vxperience criteria, credentialing programs, and State
1icensure for physicians, technologists, and anci)lary
medical personnel was completed in December 1989. Study
findings, along with the public comments received in
resvonse to a Federal Register notice (53 FR 18845)
concerning training and experience criteria published on

May 25, 1988, were analyzed and presented to the ACMU]

as an agenda item during the meeting held on July 10, 1990,
The ACMUI responded that the informationh gathered by the
Office of Nuclear Materials Safety and Safeguards (NMSS)
staff does not support the ascumpticn that training and
experience are significant factors in misadministrations,
The ACMU] suggested that additional information be gathered
to include the training and experience of all individuals
involved with misadministrations, as well as other incidents
urcovered during NRC inspections. Before recommending rule-
making, the staff needs more information about the relation-
ship between the level of supervision provided by authorized
users to technologists and the training and experience of
the technologist. Similarly, the staff needs time tc monitor
the impact that current proposed rulemaking, regarding
medical quality assurance, will have on misadminictration
or violations of NRC's requirements. Additional data will
be gathered over the next two years and the results used
in any decision to propose future rulemaking on this issue.

Human Factors

Human error is a significant contributor to medical use
incidents. Reduction of such error requires detailed
knowledge of the factors that cause it. NMSS has worked
closely with the Office of Nuclear Regulatory Research

(RES) over the last year, to initiate research projects
designed to assist the staff in acquiring that knowledge for
teletherapy and for brachytherapy using remote afterioaders.
Those uses were selected because of the relative significance
of errors associated with them. The projects include the
folliwing tasks:

1. Function and task analyses;
2. Human-machine interface evaluation,



The Commissioners

Procedures evaluation;

Training and gualifications evaluation;
Organizationa) practices and policies evaluation;
ldentification and prioritization ¢f human factors
problems (1.e., human errors that affect system
performance) and identification and evaluation of
alternative means for resolving those problems.

The contractors for the projects, CAE~Link Corporation
(teletherapy) and Pacific Science and Engineering Group,
Inc. (brachytherapy), are currently conducting the function
and task analyses on which a)) other tasks vi?l be based.
Both projects are scheduled for completion in early FYS2,

The staff has also encouraged medical industry groups and
users of nuclear byproduct material to consider human factors
as they attempt to improve safety in their facilities and
operations. In mid~1980, Syrcor International Corporation,
the operator of & major chain of nuclear pharmacies, accepted
that challenge. As a first step, Syncor has hired an
experiencea human factors consultant to work with its staff
in developing a program to identify and resolve performance
problems asscciated with human error,

About 400 diagnostic misadministrations of nu lear byproduct
material are reported te NRC annually. In 1880, NMSS
instituted a pilot project to evaluate information in those
reports for insights into the causes of human errors that
contribute to suth misadministrations. The key element of
the project is a computerized database. Data for 1989 are
currently in the database because that was the last year for
which al) reports are available. Data for 1990 will he added
in 1991. Up to seventy data elements are entered fc. each
reported misadministration. Programming to summarize
information in the database 13 underway. Early results
indicate that the project may identify factors leading to
human errors in nuclear medicine. The staff will assess

the need for & continuing effort, once the pilot project

is completed.

Devices or products employed in a number of fields benefit
from the availability of human-machine interface design
guidance tailored to the field. In 1988, the Association
for the Advancement of Medica) Instrumentation (AAM]) with
NRC staff participation developed and published the first
compilation of such guidance for medical devices. It is now
revising that compilation.

Radiopharmacy Petition

A petition for rulemaking from the ACNP and the SNM was
received in June 1989, The petitioners requested that NR(
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change certain requirement: regarding the preparation and
use of radiopharmaceuticals. The staff discussed these
issues during several me.tings with the Food and Drug
Administration. Pharracy issues were discussed in ~spzrate
meetings with the MVationa)l Association of “ne State Boards
of Pharmacy, the Ohio State Board of Pharmacy and the
I1inois State Board of Pharmacy. An interim fina)l rule
was published in the Federal Rogis%er on August 23, 1990
(Enclosure 3) and is Tn effect until August 23, 1993,

The interim final rule allows licensees to depart from
the manufacturer's instructions for elution of generators,
preparation of reagent kits, and indications of use for
therapy radiopharmaceuticals provided certain conditions
and limitations are met. QDuring this time, the staff wil)
collect information to determine whether to extend the
interim period for the ruie, make the rule permanent, or
revise it, based on the nature of the reasons for, and
frequency of, the departures. The remaining issues
addressed in the petition are: wuse of radiopharmaceu~
Licale for human research; use of radiolabeled biologics;
and pharmacy preparation of drugs outside of the FDA
Investigational New Drug (IND)/New Drug Application (NDA)
framework. The staff is continuing to work on these
remaining issues and will provide its proposed resolution
for Commission consideration by November 1982,

The interim final rule has met with some resistance and
criticism by members of the medical community. The SNM
and ACNP have indicaled that the rule has resulted in an
overly burdensome recordkeeping requirement and that it
toc narrowly defines the basis for allowable departures.
On September 20, 1990, Syncor International, Inc., filed
before the Commission & Petition for Reconsideration and
Stay of Action regarding the Interim Final Rule. On
October 19, 1990, Syncor filed a lawsuit against the NRC
challenging the interim final rule. Syncor International
Corp. v. NRC # 90-1495 (D.C. Circuit). The staff and the

ice of the General Counsel are evaluating the petition
and subsequent documents submitted by Syncor.

INTER-ORGANIZATION COOPERATION

The Food and Drug Administration (FDA) regulates drugs and
medical devices that are placed in interstate commerce. The
staff initiated and has conducted office-level and day-to-day
staff-level communications designed to ensure NRC and FDA
cooperation and coordination.
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Instead the VA allocated training funds to provide
approximately 60 physicians, health physicists, and
technologists, who are radiation safety officers (RSOs’®

at smaller (non-brocd scope) hospitals, with a two and

8 half day training session on radiation safety programs.

The sessions focused on NRC's Ticensing, inspection, and
enforcement policies, with specific workshops on practical
issues and tasks facing the RSOs. Workshop topics included:
"training; dose calibration; surveys and counting; volatile
radionuclides; receiving and shipping; and use, spills and
disposal." Both NRC staff and VA staff presented instruction.
NRC staff is planning to continue meeting with VA Meadquarters
to focus attention on improving VA medical use programs,

STAFF DEVELOPMENT

Headquarters and the regions had continued success in
recruiting individuals with medical use experience to work
in the licensing and inspection programs in FYS0., NMSS
and the Regions have hired individuals with training and
erperience in nuclear medicine technology, medical health
physics consulting, and medical physics, including
individuals with NRC licensing and inspection experience,
This varied and practica)l field experience provides a
first-hand understanding of safety concerns and
implementation problems associated with the medica)l use
of bypruduct material,

Both Headquarters and regional staff members continue to
participate in the NRC rotational assignment program and

in team inspections. This program has fostered a better
understanding of regional licensing and inspection problems
and Headguarters' programs and procedures.

ACMUI

The ACMUI was convened once last year. At a July public
meeting, members commented on the ACNP-SNM petition, the
QA rule, training and experience criteria, expanded
membership, and meeting frequency. ™

®Tn SECV-90-356 (October 18, 1990), the staff recommended changes in the
composition of the AZMUI. In a Staff Requirements Memorandum dated December 10,
1990, the Commission approved the staff's plans to expand membership and
recommended & balancing of vepresentation on the Committee while minimizing the
number ot additional members. The Commission also instructed that members
should be approved for a term of two years with an optiun for renewal of the
appointment for an additional two years with Commission approval.
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Table 1.
Resources for Medical Use Program"b
FYS0 FYa1 FY92 AEE]

Functicnal Areas § FTE § FIE  § F1E § FTE
Progeam Development & 1038 8.2 1157 8.1 800 7.8 1050 8.0

Event Evaluation (HQ)
Inspection and Event 20.5 23.2 24.5 25.3

Evaluation (Regions)
Licensing (Regions) 8.4 7.7 8.5 8.5
Supervision (HQ & 4.7 4.9 5.2 5.3

Regions)
TCTALS 1038 41.8 1157 43.9 800 46.0 1050 47.1

‘Neadqulrters and regional staff resources are rounded to
bnearest tenth and do not include overhead.

Most of the program support funds are for improving medical
QA. Dcllar resources are rounded in thousands of dollars.

INFORMAT ION

The staff visited Regions 1, 11, IIl and IV, in the summer
1990, to enhance communications between the regions and
headquarters and described program goals, the workload
tracking system, and an updated 1ist of Medical and Academ,.
Section contacts.

lhe staff has used a variety of communication methods to
inform licensees of NRC's medical use program and potential
safety problems. These have included: preparing and
distributing the NMSS Licensee Newsletter, which includes
information about misadministrations and enforcement

actions; providing background information for newsletter
articles published by medical organizations, increasing the
distribution of information notices about operational issues;
participating in scientific meatings; and specific portions
of notices of rulemaking.
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Staff members in all regicns conducted workshops for
Tizensees, Each workshop was designed to respond to medical
use issues specific to the region, such as management and
RSO responsibilities, iraining, surveys, and audits. The
workshop program has been well-received by licensees and
regional staff members, and will be continued.

A summary of the Staff workshops and presentations at outside
meeting: held in FYS0 can be found in Erclosure 6. A listing
of Federal ggﬂister Notices, information notices, and staff
papers, regarding the medical use program, issued in FYS0
(and in some previous years) can be found in Enclosure 7.

AREAS OF CONCERN

The staff believes that developments in the medica)l workforce,
reimbyrsement by public and third=party carriers for medical
services, new wadical technology and ag’ng equiprent continue
to be potential areas of concern,

wWorkforce

It appears that the body of fully qualified nuclear physicians
and ruclear medicine and radiation therapy technologists will
continue to decline because of a continued high attrition

rate of better-trained and more-experienced personnel. Able
candidates for physician and technologist training programs
also continue to decline. This deteriorating situation
creates the need for continued menitoring of nuclear medicine
and radiation therapy training programs, to help ensure the
continued safe medical use of byproduct material,

Health Care Reimbursement

Both public and private-sector third-party carriers have
implemented stringent cost-control prograns, effectively
reducing resoLr :s5 and options throughout all facets of
health care delivery, including nuclear medicine and
radiation therapy. The staff expects that licensees,
peing forced to reduce costs, may find it harder to
maintain staff and purchase equipment to implement the
Commission's objective of safe medical use of byproduct
material,

Medical Technology

As noted previously (SECY-90-047), the staff stil]
anticipates that the key change in radiopharmaceutical uses
will be the devalopment and widespread use of radiolebeled
monaclonal antibodies. Monoclional antibodies may be labeled
with radioisotopes not usually seen in nuclear medicine
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departments (e.g. yttrium=90 and rhenium=86) and with
much larger quantities of iodine-131 and phosphorus=32.
To better understand this technology and its associated
radiation protection issues, RES has contract projects
concerned with the radiation protection aspects unique

to monoclonal antibodies and recommended radiation
protection requirements, adequacy of current regulatory
criteria for release of patients, and protective measures
for Lechinologists and physicians. The medical section
staff s providing technical review of these projects.

In radiation oncology, there has been increased use of
high-dose-rate remote afterloading brachytherapy,
stereotactic therapy, and computerized treatment planning

and administration. Errors caused by misunderstood parameter
definitions, unvalidated computer codes, code limitations,
faulty treatment-plan software, faulty computer inputs or
mechanical problems are likely to increase.

The staff s keeping abreast of the new developments in
radiation oncology by recruiting experienced medical use
personnel, by developing an enhanced awareness of the new
te~hr logy, and by interacting with cognizant professional
organizations. In May 1990, the staff visited Nucletron
Corp., a vendor of remote afterloading brachytherapy devices,
and in September 1990, attended a presentation by Slekta
Instruments, Inc., on its stereotactic therapy device (Gamma
Knif:), for a general overview of these devices.

Through the Medical Visiting Fellows Prograr, the staff
hopss to attract individuals knowledgeable in monoclonal
antibodies and radiation oncology, who will provide input

on new developments in these areas. Additionally, %he

staff is preparing statements of work for two contracts,
covering QA concerns for gamma knives and brachytherapy
remote afterloaders, including device review and registration
requirements, quality control/calibration procedures for
acceptance testing, routine calibraticn and spotchecks, and
equipment service requirements and identificatiun of critical
mumponents.

Some teletherapy devices have been in operation for over
twenty years and are more prone to mechanical and electrical
problems. Spare parts for these older units are becoming
increasingly difficult and expensive to obtain and may
render the units unserviceable. The staff, together with
the FDA and Theratronics, a teletherapy device manufacturer,
is monitoring developments in this area, to ensure continued
safe medical use.
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PROGRAM STATUS

The Five-Point Program, initiated in FY:d is being
implemented. The results are increased NRC oversight of
medical licensees through the regional inspection program;
enhanced cemmunications with the medical comaunity and
professional organizations; increased guidance to the
regions on licensing and inspection issues; and tracking
of current and projected medical concerns. ihe staff will
continue the implementation of the Medical Use Program, as
discussed in this paper.

This paper has been coordinated with the Office of the
General Counsel, and that office has no legal objection.

mes M. Tafior
xecutive Director
for Operations

Coordination:

Enclosures:

1. SRMs dtd 08/4/88 and 03/29/90
2. 5F FR 34513 (08/23/90)

3. 55 FR 23321 (06/07/90)

4, SECY-80-275 (08/08/90)

5.

Staff Workshops and Participation

in Qutside Mtgs

o

Other NRC Documents Related to

the Medical Use Program

DISTRIBUTION:
Commissioners
0GC
0IG
GFPA

REGIONAL OFFICES

EDO
ACRS
ACNW
ASLBP
ASLAP
SECY
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e i NUCLEAR REGULATORY COMMISSION ACToow . Thompson, ka4
H WAMHMGTON §.C. 20008 c": St.Ho
% Taylor
foeet A Hcyl.
OFFCE OF THE MARISY: e’ 200 ordan, AE0D
SECRETARY Melomalg, iam
\Meflroy, \Kt.
Regions "
MEMORANDUM FOR: victer Stello, Jr., Executive Director
for Operations
N
FROM muol J. Chilk, Secretary
SUANRCT: SECY~88+77 « MEDICAL USE PROGRAM

This is to advise you that the Commiseion (vith all Commissioners
Aqreeling) has approved Proceeding wi'* the staff’'s plan to
provide lmproved requlatory oversight of the medical use of
by-product materisl as revised in the June 7, 1988 Ramorandum froa

H. Thompsen to 8. 7. chilk subject to the following
aodifications:

1. The section titled ~Bagulation of Medizal dervigs® in

Enclosure 1 should De ramoved:;

2. PTess relesses for escalated enforcenent actions should Se
sent to professiconal society nevsletters (if this is not
already done); and

3. the staf? should provide the Commission with an annual
Eriefing on the Medical Use Progranm.

(NMS5) teoOy (sEOY SUSPENSE: 12/88)

Commissioner Rogers noted that he believes that the medicsl
nisadministration of by-product saterial deserves further
attantion by the medical collunitI. The current estimated rats
of medical Bisadministrations, while snall in comparison with
other modalities of exposure to the public from bye-product
material eaployed (n the commercial S4CTOr and from NARM, can be
izproved by a more effective and strengthaened Agency program.
Therefore, he agrees vith the objective cof providing improved
regulatory oversight of the medical use of Sy-product matarial.

Commissioner Rogers alse noted that the staff’s Pive-pPoint
Program could contain more specificity and diversity as to
izplementatics., 1In particular he believes a resource allocation
for requlating zedical use of y-product material other than that
Proposed (n Table 1 Tay be more effective in achieving these

s Enclosure )
_Wvgw by g Rec'd OM, ?0 = 92‘3
—#

Sate
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cbjections. A COntinuing esphasis cn Regional inspection
activities as propesed to Regional licensing Activities vill te

N8CeSsAry To achieve the overaight elesent of the Five=Poine
Progras.

Examples of additional actions the staff should consider in tre

Inter~Crganization Cooperation and Information Feedback elemer:

s
of the Prograa include:

8, Encourage rotaticnal Assigraents of Headquarters NMS S
Staff to the Regions fop periods of several aeonths, and
shorter assigraents BY Region Inspectors to NMssS

Headquarters staff for crientation and Program overview
purposes.

B\ | increasad utilization of AZOD staff resources for
\iporxodic Analyses of medicsl community performance and

ATOD consideration of tppropriate indicators of trends
ki? perforsance.

Exploration of further institutional ties to the !
zedical community through establishment of a one yeayr
medical Visiting Pellovs program vithin NMSS
Headquarters, Budgetary suppert for an NRC Medical
Fellow Program, selected Py NMSS staff and the Advisery
Committee on Nuclear Medicire night be possible throuyh

Health and Human Servicas and National Institutes of
Health.

Active lnvelvemant of Commiseion offices, the EDO and
Se idor NRC staff membars in sommunicating directly vith
the medical community (hospital admainistrators,
physicians, sedical schools, professional groups) s
Commission representatives.

Commissioner Rogers FequUests that the staff add more flesh to the
skaleton of the Five-Point Progras, reviev the exanples above gng
consider additional opportunities for dchieving greater leverags
in Progras implementation. Te Staff should repert on these at
its next briefing of the Commission.

Coples:

Chairman Zech
Commissioner Roberts
Commissiconer Carr
Commissioner Rogers

-~ -

w N e




i Il'_'n. 4
‘ ‘VIHF\FL. )

. ..;(T 0

A
‘fn“ti..'ﬂ
)

! Sl
ﬁf‘ : 1‘["‘1“ il-l-lil-lljl‘l| .‘{J lé H

Wi ot

S e —I'VL

r?l = o
L‘j "H:‘\ |'|'i|;u'Ll 2

o T,\TL e

\|I’| ||”‘fI

BT

"‘?"::.. 1""|"n et
) t,.l m-l;“J ,lilﬁj"f '
.;] 't r_; i I?} = 1”‘1;'._%_[”"!;.. S ?
A=l 'L"._f.‘-ﬁ': h‘”,'. o .“h, it
et ..;-.Ji-:a;
JI' et \ "\1 |"1

S
! '| et 'k F

: ‘mj;‘

I|II 1
JIH*,

I ! i) |“ i . Y \
'r.u'," w" H i CHb g il i J.’,-,_.-,. il T e S e Q‘ B
e L TR B iy i } = Tab bl oy L e MR T R A Bt L E A b _.* 4
%‘w‘f‘ "‘.‘wf”' l‘*t*.‘.u‘.‘ i ?:“‘LII A { ¥ "'.H "r" i.; l" rETA | Yo i ) Uidilmlﬂ ';rul w ”'\.[??” ' Ei
2B pesie T = Twet ;
01 -ﬁ"r ﬂm H.U-,'%l‘ 'U“#jﬂ'h ﬁhu :;Il‘” t rl'—;'”"n - ) I.h i ,,l { .ﬂ"uuk‘— i
el RRVAR | SR T A Tl l.w-.n ,u}d AR g
it |'.|,., [;( ! 'd - .%.njgc'll..bll.l._ w;ll. .\ll.J 'y't I 1«'1"‘?'""{'1- ..,'._“] il "H"li"T ity e n o TR o e SEA
'ﬂ "L'ﬂn\; !‘”‘ i) ]5 ""'.F-[" 1, [Segiti ST PR SN T R e AL Sy "ij " T A
i Ii '.l e s i LR R s e
] % n'. uﬁ' l:lif’H 1 I,IJL‘HL‘I,I ".,'“‘“ . II"_". :-='.4'.|'"- R R el '."‘..'l"‘:\-'!!-fl,!_' il e ”:‘=: it \f- Sy \
o Bt { e e Sl o ete P = 1 o ST =l o) Wl s L, ik o .‘r'?i'.—”.Li JOE
Mo " e oA gt o M ¥ g LLIL AR,y e T et M IRy AT LTS e N 'p
T:"I' :-fr_;_ﬂ.i e, 14‘,.1_'.'53‘ .{'I"'EEJ_?'EE!I% Pl iaee T :I'_’;JF 'E‘I“ 'I*r"r{.w TN '-\Lllulti'*?.iv,h. o j,'lr"Jf f 1 '-'-W‘E.i\' t'\ i
i |,1“'JF!"' -i’u' |'.\'-l'[‘£|"_'-' MR '.-"'_’#'.1-,7.‘ '.[.‘_«\l. s ISR AT T Bl g p i iRl _;\
i *h.“,u( s t oy YRk i N“\T““'II e el P & -;‘fill i } pE lll -
'IbJ""'"rf 3 it E y 'J i
seayd L;-

“,_..'

SR B A hl i L". i L B ) e 3 iy
L \ﬂ:fs‘.:'ﬂm“x: I, e u'p.l%.a.r'L‘il.j."gﬁh
i 4

f e ey \“.JHL \.\LFQ'T‘ JH!]‘_IIF)F.—;'W i
& "i UM

i
||;u| |r

—..: '_I|'| S ||“7 I'* '|-j,4|
anlE % gl J' J |
”\ _‘." L I._"E"," i |‘ h[],

I ] ‘,hx'u B
‘.'Ll.. \..' 21

‘ : % 0 t’:]” r" 'ﬁ .‘.i 4‘ "'" i
Thas e -.I'k_,slt_ﬂy;_ :J'i ‘;Ll L\’IH;_T}L Bl 3 r’.'f el | T—'fkﬂ "" ‘u“
e Teere N e .J q.|| o n‘..|f!|', |' a R Al qr y
s o1 R % el ‘v' SO, R R o T.h e ¥
i "', Iyt , [. L ‘r”h”t' =k _&., P —|'J'J“’1,I‘j.'j"~. hige J't“]- f«-.;'_
m,L|! CL- it ) HI-JH‘ y #..'__-,' "ll."-L"ﬂ"L'.II“]"?HWII‘”T LT I

e ‘m”';'.:'f?' IHIL.'_,L— ”.\' ’j A "'J"_' ) ..|"|,1 k ' ' ‘q'. LR i '”|.'k""'a 1"'f LIL“‘Q" £ f%III—,.J i
- , ] Tl

s
-1l
:
."

3 1, SORERIET S ¥ "g e A= N
¥ ”JLL:-.'L' e ekt 136 :.”p.'J,?l"-.Ll A .‘"',.'|l','"|'-‘|, '-f%
ey -1ITIIlf— {5 1 b n].,:du': l:I\EI_T'I“'u," + “\.‘-’J‘ t:I\I . —_"‘ :{,_._\
= L J E L1 1N Aj s =)y o s Ln IJ!.'TII'I H='
;{ ¥ ﬁ-ﬂ Fran iy ‘J;Ij}{b-l iy [t } .IZ" : . 5 & Y b r': ] Hﬂ']‘ﬂ-' .M,:HHJ%:' 'LE‘:"‘HE:J.’" ‘-n'. s I“:‘ 'Er'h
LUt e 7 "'J '4 ke Xt R AR "'J‘.J'“':W' I S R :I"T‘:."ngli(\llm
e Sl amhi *..‘1.... e SIRRT L RAAEC G s TR R el o
e v u‘a‘.-.- e AL i R e A L
Aﬁ'h.ﬂ. o Py “"""‘“"_—:\\‘L \.‘l" ‘l o ‘ £y oAl T A EL - AT AT '”'Hi £e "N‘:-Lp. : n-“-“‘I‘.J-.S‘r;T.- ”r]:~.'1,\ ¥C
LR iy ,},'\”1 PRI et SR Ly = ‘5.'-'(:'; el e H, i (.Huw,ls' lee;,"\‘L,‘,L R
L ﬂ-\"[:’l}:ﬁlh\ IIII'III .|I‘ 'u'[u 1: -,I|IIII I‘l“I ;‘(. "".'JI TIL 1 'l“ S fl|| .“Ll”l‘—lllv.:’ ey L e \| \Ipf ! W llg.Jt_u = s IF." -
; et L R ey ) |. o, e oo g A T T e ! A PR I . § b LR e e A
L‘m .l‘ﬁ Ty F Wiy |;‘Iv.F.. i o 5 PR N
_.T{

TFy . ¥ =
'u"“_'." (R | .i. i [ ,.I"‘r i\"*L. T
% | .|“.|. S AT T ey P L= A I‘. Tt
o w ] ‘ et el :j'l: g R TRt R b 1 PN SR
! | % i 4 | i prliiog ) e o r by 1|
2 *l [ lrﬁ!‘ ! i) 2 m i ,'»T -. e v Ty fi 4 e

u;u i

‘| ! i 1 . W :\ ' S
J %'“ " '}J'f'd'”'hyﬁ Wi it WH"I‘ '_a==.'-. .I el

5 = g e s T . ¥ 13
AR e Tl el e g b o 3 A, {

e Bl
_1" I_ ];‘Ll'hf ’[1 | .Ih g 4 g A 27 el
i ;.I:’ fmﬁ‘n - b= "“'.-I ' -‘Irlu” TR ehhae e
e T TR o AR
S T e QAR gt | i etk REATEE S sl
LILIEUFE_.} I{ ‘Tn]'h"hll} m’j - H"“‘ Ll |‘_{IJ||]\ ‘ H"l:v, |I|L 4 :‘l I-;l. [ ““:.“;I g ! ; ,VH" e g |t o Ill. .‘I | " L
312 [rL 3 je 3 At .|.| ; | g AR M g 8 el ey ot En
A T N D B b ot 2 pE R B SRR R A e S e ik
: H":‘,?ﬂ"{ i '.._h"'.” - ;U‘ft-p:.‘u: AR R, e pih b iy gk i K

1" :
g 0
‘f ‘J'J;II'.;[J\'H ,.' ] _w‘u_'l I.,,.l" "

: e e gl
] *1 5% |‘” il
V1 [m= e




UNITED STATES IN RESPONSE, PLEASE

&

5. NgCLEARWTsEf:JOL'A::g!:\fzg‘C:MMISSION REFER TO: M900220
\ IR pr
oy el ) o March 29, 1990 Cys: Tayior o

o*-ct OF wet : BT?:I::SM
SECRETARY
! “'-’-~Jﬁﬂ1£~J5:~m_m, : Jordan AEO%
; ) Scrogging, OC
— e e
MEMORANDUM FORT ™" James M. Taylor >
Executive Director for Operations 1
William C. Parler, Gene Counsel
FROM: Samuel J. Chilk, Secre
SUBJECT: STAFF REQUIREMENTS = L MEETING ON
MEDICAL USE OF BYPRODU TERIAL, TUESDAY,

FEBRUARY 20, 1990, COMMISSIONERS' CONFERENCE
ROOM, ONE WHITE FLINT NORTH, ROCKVILLE
MARYLAND (CPEN TO PUBLIC ATTENDANCE)

The Commission* was briefed by the staff on current issues
associated with medical use of byproduct material. Chairman
Carr commended staff for their efforts over the last year to
improve NRC's regulation of such uses to ensure adeguate
protection of the public from unnecessary radiation exposure,

The Commission agreed that the staff shoul&vprocccd with
implementation of the visiting fellcws program and inform the
Commission when the action has been taken.

With regard to the pending petition for rulemaking from the

American College of Nuclear Physicians and the Society of -
Nuclear Medicine about the practice of medicine and pharmacy, .
the Commission requested early resolution on whether a generic
exemption or an interim rule is the most appropriate action to

be taken.

The Commission alsc requested early recommendations on whether
the membership of the Advisory Committee on the Medical Uses of
Isotopes (ACMUI) needs to be expanded as previously requested
in the SRM dated 10/5/89% (SECY=-89=-263).

(Subsequently the staff submitted their recommendations in

SECY=90-117.,)

* Commissioner Remick was not present.




The Commission urged the staff:

1.

to seek opportunities to conduct extended facility visits
to develop first-hand understanding of the safety needs
and implementation difficulties associated with medical
uses of byproduct material:;

to solicit constructive comments from licensees, States,
professional organizations, and other fede:.al agencies on
NRC's regulatory program in the medical use area:

to continue conducting workshops to inform licensees of
NRC activities, sensitize licensees t- NRC's concerns, and
provide opportunity for feedhack in the medical use area;
and

to request sufficient resources in the next Five Year

Plan to ensure adeguate regulatory oversight of the medical
uses of byproduct material in light of projected trends in
the work force, health care reimbursement, and egmerging
technologies.

Chairman Carr reguested that the distribution list for the NMSS
newsletter include the members of the ACMUI and leaders of
appropriate professional organizations.

Commissioner Curtiss suggested that charts used to indicate the
number of medical misadministrations should have an added
column which lists the number of medical events which are
included in NRC's abnormal occurrence reports as a measure of
the number of "significant" misadministrations.

cc.

Chairman Cary
Commissioner Roberts
Commiscioner Rugers
Commissioner Curtiss
Commissioner Remick
GPA

ACRS

PDR =~ Advance

DCS - Pl=24



ey
:-.;JE

TA ] e § .-3h
T SR _h'. e ". =R
I

iyl =§ <

|'~\'I IJI.

i ,d'l:

1.".5“

i P i
R

h\,l

'J\ e 'h ®

e

"l'. S

i s

[ 'n';f

\JH H.,wl,u

4 "L _,l't'm ! :

" ol i
i 1ot 73 iy
'|‘.'|’u> e ey
T L =

';.."..I
.‘fn'l '..'. ,' nf‘
I 'lL J
LA

.||_
.

.l_”,

H"*;J.,

i
; .J““Jf

:‘”ulr W d
i |n|m

Tateh )
it .\"'nlr\m 'l-‘"“l"i
el

R L )
’| |'”|I|' i

1\"“". I-.err ulan'j
S e e ‘

TR 1S II‘l-|"':.
gl ‘._u'lH.;":i'-’ e Lo ) e R

I‘
qm.'

"‘:!*.d‘@,

’}u, I@- l|

MT&,, N

e
w,. :

i.'”“,{“},\
S, U Uiz

|:fl'

it

o l" e
|' mnu
f R

'o. . i }.‘ ‘_‘W £t 8
e S ﬁ
T-ﬁl il
|F .HII"IIE'L'I""I ',.!'H"J,.'-

"'\r'.| g
ke LT e ot 1
0

pe STl u..ng-
v A »Iff.,"”ﬁ.!"’-;
)

ru:

Tk f
.r T 4
5 5 ? L' ) "r."""'-"

}"If'ﬁulu ‘&T Ny "1. o b ) “I.'A;I.

b
Ey .w,‘ .‘.1‘,_,
T e

T O

ik
?L"%uw_ oyl
el i
I 1
 EN B 1T1'1wlllr' i
i 'T Jf e ik
? .I.'.'.'j! el

oK ‘;,'ﬁ s =Tk

Tan i
s “w \I.' }.:I M

{

il
= Ll 1Y

_.I\'\ll_l
ot {Q
1‘ Al ‘.f.m

“ ||Ivlo‘ Wit i
oy

}arf -f it

X '5.” .M 'l -‘"'Jﬁ"’ II‘.I'|
\Jhnl'_ar
it

e
1
¥ H‘Il‘llwtu L

c R |H'

1| li'w:i:";\ lv..

AR
* ""h:" L

'.1(‘_ =1 l'| ru
s*l .J_},'-n.

1y Bl Lt et ‘w ‘
"'" “‘ g e

i

e
o iz




Federal Regisler \ ! - I sUay, AURus! & \ Rules

) ’ s A nab ¢ g ey ol enis. by 2
NUCLEAR REGULATORY ; "y KA ¢ : . o : ng heve o
2 Hies { the Reg i B N N . f y § o eV
COMMISSION ‘ , . . Ta ilapithex L
ﬁ;;’.'o‘HPl-'t'Z\Or\ch ) var Reguletory Researc! : selients. Nb [ ns are pre gled
. g Reg ; ( r~ » he 88 mi "E b Dé \ ¢ '
RIN 3150-AD4D hingian. DO 25 edoa 't med bhvs i »
Authorization To Prepars EOR FURTHER INFORMATION CONTACT ’ 8 L ne be ¢
utnoen . -~ ¥ ) ’
P N - §§ § DR b 8 ¢ t ¢ .
Radiopharmaceutical Reagen' Kits anc ik 4!”“ 5 i "
i ’ 1 P 3T pr " Dr ",
flute Radiopharmac o ; ¥ ¥4 ) R
Generators; Ute of BUPPLEMENTARY INFORMATION smetic Act, as amended. the |
" A s TiaT! 1 v 4 :,‘
Radiopnarmaceuticals tor Therapy Background s . i b
” . » AY i P er ur &ale f N
AGENCY ear Keg ‘
Y g ; ‘ ! g1 pharmace als FD/
- s 5 % P [ [N e stV B
ACTION ¥ . eled with r 05 e plle eness nve 5

SUMMARY he ¢ Keg sive 1h P . § vE FURS m ne
- v\ oy 4 % A e .
( s ¥ ) ; \ e8lRE al New K .
e AME K 4 ol g The \NK with W
ale e Dre f s P I’ 8 R ri vE Ug salely and
A eraps 08 u P $ i \ ay ¢ ers
¢ b e 8
v K ¢ k ¥ r es eRui@'e f
0 ’
\ ¢ [ W ' 5 ¢ TIT & n safely workers. palien's
¢ ' FeaRe nils ¢ g el el ; ! § b
‘ ' i ¢ " - { Wy
4 W UTUk 8ps Ve ¢
§ . cpara ne | rep t f ] ey
’ e FDA ir dir
§ he § i ¢ UA B
g A B als. has labe &
( ! ¢ v
4 ed by FDA t} - s a
A £ ne . P e i
he drug M
; ne for use
¢ v § O # s N\§ f f ; . I\ § s us
§. warnings adverse
- L £ 3
¢ t § SERP AT adminisire
‘ { A
¢ e DaCkuge ' Y The labeling
g - ng some
R K
i er ham f Bls Ir ges
f V hif & § ¢ ora % tions tha! spe 1
£ W he ’ 8 ¢ Reg prep n FDA review
[ - ih
. ’ A 1 My f s \he i [
o W L ) re Q4 t? g ¢ ¥ é i) Al
K8 he NF « ¢ dala on salely ar
! Nt v ¥ eg pes which the rUR
' . A ’ r
2 S 4 t » L L t 14 ¥ ' as e Pe
b i r g ¢ he 1 marily al A's determ a
8 ¥ § Workers ¢ ® RONE s safely and e anes
.
¥ Ll » w L [ "'(, ¢ Y ¢ 8 \ g
¥ ! sarety ’ ¢ w e g which some
res: ; p WA Gy BAR TIWIN L Y RO regulations refer 10 as the package
CATES A o 3 . f .
K ) : &% One means of ensu R

the public health ar

NRC regulations in 10 CFR 35.200(t

nents will he we me & aments affe " g
! R (he ihree-year penod erits and 1t other ateas § ¢ medical use licensees o prepare
' pidere be a par! ¢ pharma cals \n accoraance
ADDRESSES: Sul wrille ¢ . ¥ 80ne . i gt b
\ SURRES ! e " ' The N§ haa .‘V athiad y i e package insert (a part of the FDA
8l ng! Sim 14

rements are placed on commercia
: R ar ¢ S - ear pharmacies through NRC license

Regulations in 10 CFR 35.30




34814

Federal Register / Vol 53

No. 164 |/ Th urldl} Au g.m 23, 1090 / Rules and Regulahons

(1. Petition for Rulemaking Fiied by the
American College of Nuclear Physicians
and the Society of Nuclear Medicine

On June 8. 1989, the NRC docketed es
PRMV-35-0 8 petitior for rulemaking
dated june 5. 1989, which was filed by
the American College of Nuclear
Physicians and the Society of Nuclear
Medicine (ACNP-SNM) The ACNP-
SAM are composed of over 12 000

uals who participate in the
medical use of byproduct materials
Members include phiysicians
leCtiNOIogsts, and nuc!ear pharmacists
As characterized by the petitioners, the
physicians supervise the preperal
and administration of
rudiopharmaceulicals o diagnose and
treal patients. Also, technologists
administer radiopharmaceuticals 1
diagnose and perform clinics
procedures under the direction and
supervision of an authorized user
physicien.® Nuclear pharmacists
reconstitute radiopharmaceutical kits
compound radiopharmaceuticals and
dispense radiopharmacenticals fo
medical purpoees

Among other things.* the petit

rquesied that the NRC amend its
regulations at 10 CFR part 35 "Medical

e of Byproduct Material," to recognisi

rappropnale practice of medicine
and to allow (1) departures from Lhe
manulacturer § inatructions f
preparing diagnostic
radiopharmaceuticals and the use ¢
radiopharmaceuticals for therape.

lications and methods ¢ :

administratian not included in the
pockage wnsert approved by the FDA

I'fxr pelitioners stated that, under
current NRC regulations, members of the
peliticning organizations bel
cannol approprialely practice their
professions. The petftioners also stated
that authorized user physicians canno
prescribe certain radiopharmaceuticals
or routes of administration for proper
patient care, even though they believe
they are permitted to do so by the FDA
and by their State medical licenses
Atcording 1o the petitioners. nuclesr
pharmecista have been disenfranchised
#s & professional entity because
acirvilies that they believe are permitted
by the FDA and by the States are not
sllowed under NRC regulations. The
pelioners stated thal although a
nuciear pharmaciet is authorized by
State Licanse (0 prepare

radiopharmaceuticals upon receipt ol

ONEra

eve they

heniever the term “authorzed e Vs
S vArcl nears e au e in L .
LAt WOrung wnde e BLDPPY 1Ak
1ol use
SR 1 WOTing ' resn £ PWI IRy
ertled in (he petiinu

prescriplion by an suthorized user
physician, current NRC regulstions
seve’ely restrict their activity, The
pelitiooers believe that their
professional activities are curtailed by
the nmitahions imposed by the NRC on
nuclear physicians and pharmacists

A nolice of receipt of the petitio: with

pudlic comment period of 80 . ys was

ublished in the Federal Regisie oo
seplember 15, 1989 (54 FR 38238 The

Federal Register notice set forth 1o
pet:tioners proposed amendments to |(
CFR parts 30, 33, and 35, including the

delet of the restriction regarding the
t r;w-»' on of radiopharmaceuticals in
§ 35 200(b) and *he deletion of the
restnchion in § 35.300, with respect to

lwing the package insert matructiuns
re2arding indications and method of
administration 154 FR 38240). The
omment period closed on December 14
1989, and 468 comment letlers have been
received

Comments were received from many
d.fTerent sources such as hospitals
phurmacies, and medical associates
About 80 percent of the letters were
similar to a form letter written for
members of ACNP-SNM. These lettors
indicoled agreement with the petition on
ali essential points. Filteen percent of
e comment letlers were similar to a
furm letier written for the stafl of Syt
Intermational Corporation, also agres
With the assertions in the petition
Fwenty-five percent of (he responses
we |etters from other individuals

kiost | supported ths

I

st letters (99 percent)
¢libon and stated that the NRC should
amend its regulationa 1o relax its curren!
restnclons on the nractice of nuclear
medicine and nuclear pharmacy. The
majority of these letters did not provide
specific supporting rationale. Some
commenters provided retionale and
examples of clinical cases that the
commeniers believe demonstrate how
the relevaat NRC regulations prevent
physicians from providing proper care
for their patients. The commenters
stuted thas although a licensee may
request an exemption from specific
requirements in the regulations on &
case-by-case basis. this exemption
process is ime consuming and
cumbersome. The commenters believe
that a delay in order to obtain NRC
approval for a particular departure fron
1 package insert may, in some cases
eopardize the patient's health. Some
examples of clinical cases the
commeniers provided are described

'...hv‘ secs are not able
CldCTVERRTE
u 1y (\n..

galed albumi
low parucie
sefely perform

[ >

scans for patients who have pulmonary
hypertension bocause the ranges of
specific actlivity anu particle
concen'ration given i the package
insert would be exceeded

(2] Licensees are notl able 1o adi
ascorbic acid as an antioxidan! to Te-
Wm-DTPA. which would increase
slability and enhance tmage qualtiy
because NRC regulations do not permit
rture from the manufacturer's
instructions for reconstituting reagent

depa

Kils

3) When evaluating potentia! blood
trarn U 1sions, licensees are not able 1o
perform in vive (‘.roumlch iNg using
potential donar red cells radiolabeled
with Te-00m because this is nol
provided for in the package insert.

(4) Licarsees are not able 1o use P-32
sodium phosphate to treat primary
Thrombocythenvia because this use ia
not specified in the peckage insert

M1l Noed for & Rule
lnformation submitied by the ACNP-

. SNM in the petition lor rulemaking and

oblained during subsequen! discuasions
wilh licensees indicates Lhai 'he
requirements in § 35.200(b) regarding
preparation of radiopharmaceuticals
and in § 35300 regarding indications
and method of administration for
therapy procedures are preventing
authorized user physicians from
providing certain nuclear medicine
clinical procedures. License cangitions
similar to § 35.200(b) currently placed on
cor.mercial nuclear pharmacies have
the same effect. For some uncommon
disesse states or patient conditions, in
order 10 provide proper patient care, il
may be necessary to depart from the
FDA-approved instructions to obtain
diagnostic or therapeulic medical results
not otherwise atlamable or 1o reduce
medical riska to particular patients
because of their medical condibon.

The NRC believes tha! continued
application of these restrictions
governing the preparation of
radiopharmaceuticals and the
indications and the method of
administration for therapeutic use of
radiopharmaceuticals would not permit
proper patient care to be provided to
some palents.

Under i 1879 Medical Use Policy

flatecoent (44 FR 6242 February 9, 1978)
the NRC siated that it would regulate
the «cal use of byproduct ma am! in
0rder to protect the health n'm safety of
workers, patients, and the public. In
peneral, NRC regulatary .m,.:r:me:xls
are oriented lo ensure thal the properly
repured radiopharmaceylical is
aaministered 10 the correc! palien! as

prescribed by an authorized user




—

physician. Aside from the requirements
in § 35.200(b) and § 35.300. other
requirements in part 35, such as the use
of dose calibrators, are intended to
ensure tha! the patient receives the
prescribed dose. NRC's regulations need
1o provide a balance between adequale
controls and avoidance of undue
interference in medical judgments. The
high level of public hea!th and safery
protection that accrues from following
the FDA -approved instructions must be
balanced with the need 1o depart from
those instructions to obtain diagnostic
or therapeutic results not ntherwise
altainable or to reduce patient risk in
some uncommon disease states or
patient zonditions in order to provide
proper patient care.

The diagnostic use of
radiopharmaceuticals is. in mos! cases
an area of inherently low radiation risk
10 patients (Policy Statement, 44 FR
8242. February 9. 1878). Although there
are greater risks inherent in the use of
therapeutic levels of radioactive drugs.
in light of the information provided with
and Quthcrcd subsequent to the petition,
the NRC does not believe that limiting
the therapeutic use of
radiopharmaceuticals in all cases 1o
only the indications and methods of
administration specified in the package
insert is justified. Moreover as stated in
it« 1879 Policy Statement. the NRC
recognizes that physicians have the
primary respensibility for the protection
of their patients. The Commission
believes that basic decisions conceming
the diagnosis and treatment of disease
are a part of the physician-patient
relationship and are traditionally
considered to be part of the practice of
medicine

The NRC has made a determination
that continued application of the subject
requirements, without exceptions, may
adversely affect the public hee'th and
safery because the delivery of proper
patien! care may require, in certain
instances, that some
radiopharmaceuticals be prepared and
administered in a manner different from
that stated in the FDA-approved
instructions. The NRC has reviewed the
information on nuclear medicine clinical
procedures and believes that adequate
protection of the public health and
safely can be maintained while, at the
same time, providing proper patien!
care. Hence, the NRC i3 issuing an
intenim final rule that permits, on the
direction of an authorized user
physician, departures from the
manufacturer’s instructions in
preparaing rediopharmaceuticals and
departures from package inserts for
indication and method of administration

Federal Register / Vol 55 No. 164 / Thursday. August 23, 1990 / Rules and Regulations

for therapeutic use. provided a proper
record of the departure is made. These
records will be examined by the NRC to
determine whether to extend the interim
petiod for the rule. make the rule
permanent, ot revise it based on the
nature of, reasons for, and frequency of
departures. The NRC will provide FDA
the opportunily to review this
information.

Because these amendments involve
rulief from restrictions which if left in
place could have an adverse impact on
public health and safety. and because
the NRC has received and considered
public comments on the petition for
rulemaking. good cause exis's for
omilting the notice of proposed
rulemaking and the public procedures
thareon as unnecessary and contrary to
the public interest, and for making these
amendments effective upon publication
in the Federal Register withou! the
customary thirty-day notice. This
interim rule will terminate 3 years after
the date of publication in the Federal
Register

IV. Future Agency Action

This interim rule amending 10 CFR
parts 30 and 3% represents only one
phase of NRC's resolution of the ACNP-
SNM petition for rulemaking. During the
3-year period. the NRC may modify the
interim rule or take other regulatory
action it determines necessary 10 protoc!
the public health and safety. Based o
continued NRC analysis of the ACNDP-
SNM petition, the comments on petition
and on this interim rule, experience w .\n
the implementation of this interim rule
and other information, the NRC may
propose amendments to this rule or o
other provisions of 10 CFR parts 30 and
35 as part of its resolution of all the
issues ra.sed in PRM-35-0

V. Discussion

Section 35.200 Use of
Radiopharmaceuticals. Cenerators. end
Reogent Kits for Imaging and
Locolization Studies

The NRC believes that persons
licensed by the NRC (o elute generato:s
and prepare reagent kits should not
always be bound by the requirement
specified in 10 CFR 35.200(b) to follow
the manufacturer's instructions for
radiophmaceuticals for which the FDA
has approved an NDA. They should not
be bound if they have a written directive
(e.g. prescription) made by an
authorized user physician directing a
specific departure for a particular
patient, or patients, or for a
radiophsermaceutical. and which

nclindes (1) the specific nature of the
departure, (2) @ precise description of

34515

the departure, and (3) o brief statement
of the reasons why the departure from
the manufacturer's instructions would
oblain medical resulls not otherwise
altainable or would reduce medical
risks 10 particular patients because of
their medical condition. The NRC
recognizes that ihe physician may face
severe time constraints during an
emergency; therefore. an exception has
been provided in § 35.200(c). Under the
exception. @ written directive is not
required before preparing the
radiopharmacevtical if an authorized
user physician determines that the delay
in obtaining @ written directive would
jeopardize the patient's health. The
written directive together with 8
statement of the emergency
determination must be prepared with 3
working days of the emergency
administration. The written directive
and a record of the number of patient
administrations under each departure
mus! be retained by the licensee for a
period of 5 years and made available for
NRC inspection.

This interim rule does nct address
departures from “Investigational New
Drug" (IND) generator elution
instructions or IND protocol directions
for reagent kit preparation because the
departures may compromise the
scientific integrity of the clinical
investigation. Therefore, licensees mus!
continue to follow the IND generator
elution instructions and IND protocol
directions for reagent kit preparation.

Section 35300 Use of
Rodiopharmaceuticals for Therapy

For a radiopharmaceuticai for which
the FDA has approved an NDA, the
amendments to § 35.300 would permit &
licensee, uncer certain circumslances, to
use therapeutic radiopharmaceuticals
for indications or a method of
administration not specified in the
package insert. Specifically. these uses
would be permitted if an authciized user
physician makes a record of the
departure which includes the specific
nature of the departure and a brief
statement of the reasons why the
departure would obtain medical results
not otherwise attainable or would
rednce medical risks to particular
patients because of their medical
condition. A record of the departures
from indications and method of
administration and a record of the
number of patient administrations under
each departure must be retained in an
auditable form and be available for
inspection for § years. If a kit or
generator for a radiopharmaceutical for
therapy were approved by FDA (through
an NDA), this interim rule does no!
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authortze departures from the
manufaciurer's instructions for eluting

the generstor or preparing the therapy
kil

Section 30.34
Licenses

Terms and Conditions o!

Commercial nuclear pharmacies are
lirensed pursuani 0 10 CFR part 30
Rules of General Applicability to
Domestic Licensing of Byproduct
Meterial” These licensees are required
by & license concition gimilar 1o
§ 35.200(b) to elute generstors and
prepare reagent kit in sccordance with
the manufacturer's instructions The
NRT believes that suthorized ueers
aining radiophartmeceuticals from
mmercial nuclear pharmacy licensees
shiould not be bound by this restriction
in the commercial nuclear pharmacy
license. Therefore, the NRC is amending
10 CFR 30.34, "Terms and Conditions of
Licenses.” to permit actions within the
scope of thase permitted by the new
§ 35.200(c). For situations not within the
scope of the amended § 30.34, «
commercial nuclear pharmacy licenses
may file an application W have its
license amenued to permit specific
departures from the manufacturer s
instructions for identified products
Under the interim rule, commercial
nuclear pharmacy licensees would no
longer be bound by the requirement in
their licenses o follow the
manufacturer's instructions for &
radivpharmaceutical for which the FDA
has approved an NDA {f they have &
written directive made by an authorized
user physician directing a specilic
departure for a particular patient, or
patients. ar for a radiopharmaceutica!
und which includes the specific nature
of the departure, a precise description of
the departure, and why the departure
from the manufacturer's instructions
would obtain medical results not
otherwise attainable or wouid reduce
medics! riska to particular patients
because of their mechical condition. As
in § 35.200(c). there is an exception 1o
(he requirement for a written directive
before preparing the
radiopharmaceuntical in an emergency
situation if en authorized user physiciar
delermines that a delay in obtaining the
written directive would jeopardize the
patient's health. In this case the
commercial nuciear pharmacy licensee
shall obtain the written directive from
the authorized neer physic'an within 3
wirking days of the prescribed
eparture. The directive mus! contuin
rmation regarding the emeroency
all other required informaty
erisecs shall keep those records
ruditable form and available 1

sctinr " S vears

PMREAE NN

These amendments to § 30.534 take
precedence over the restricti
conditions {/.e.. on eluting genc .. ors
and preparing reagent kity for NDA
radiopharmaceuticals) in the licenses of
commercial nuclear pharmacies
Therefore. those parts of the license
conditions no longer apply during the 3
year period when the mterim rule is in
effect. This interim rule does not
address departures from IND genera’ or
elution instructions oz IND proten
directions for reagent kit preparation
thus licensees shall continue to follow
the IND instructiona
ing Applicebility o
negquiremen's

Contir

The NRC notes tha! this interim rule
does not relieve licensees from the
requirements 1o comply with other
applicable NRC, FDA, and other Feders
or State regulations or NRC arders or
license canditions concerning
passesaion or use of byproduc! material
for medical use or other purpuses as
specified in 10 CFR parts 30, 32 33, and
35. Moreover. if @ radioactive biologic
receives a product livense approval
(PLAL this interim rule does uot
authorize departures from the
manufacturer's nwtructions for
preparing the biologic. Lo addition, if &
kit or generator for g
radiopharmaceutical for therapy
receives an approved NDA, thus inter
rule does not authorize departures frox
the manufacturer's insiructions for
eluling the generalor ar preparing the
therapy kit Neither of these approvais
exisis at Ltus time and neither is
authorized by current regulations

Radiation Sofety Responsibilities of
Med el Use Licensees

NRC medical use licensees are
required by § 35.21 to appoint a
Radiation Safety Officer (RSO)
responsible for implementing the
licensee s radiation salety program. The
licensee is required, through the RSG, &«
ensure that radiation aalety aclvities
are heing performed in accordance witk
approved procedures and regulatory
requirements in the deily operstion of
the licensee's byproduct material
program. Nothing in thes rulemuaking
relieves the licensee from somplying
w requirements of § 38.21

In uiordance with 10 CFR 35.22. NR(
medicel institulion licensees are
required to establish 8 Radiation Safery
Lommitiee (RSC) to oversee the use of
product matenial The duties of the

are specified m § 35.22b) and

reviews on the basis of safety
mercus aspects of 8 licenses s use

hyvnrad ue

F

material. Nothing in this

naking relieves the licensse from

/ Ruies and Regulations

complying with the requirements nf
§as22

V19 Administralive Siaternents

Finding of No Significant £

wironmenta!
Impoct: Availobiiity

The Commiasion has determ ned
under the Nationa! Environments! Boliey
Act of 1060, &» amended. and the
Commuission s regulations in sy bpart A
of 10 CFR part 81 that these
ameadmen's are not 8 major Federal
sclion significantly affecting the quelity
of the humau environment and therefore
&n eovironmenta! impact staterment! is
not required This interim rule amends
NRC reguiations to permit licensees who
elute generators and prepare reagent
kits to depart from the manufacturer's
instructions if those persons have »
writlen directive made by an suthorized
user physician that requests  specific
departure for & particular patient, or
patients. or for & radiopharmaceutical
This directive must provide the specific
nature of the departure. & precise
description of the departure. and the
reasons why the departure from the
manufacturer's instructions would
obtain medical results. diagnostic or
therapeulic. no! otherwise sttainable or
would reduce medical reks to particular
patients because of their medical
condition. The amandmen! does not
address departures from IND genevstor
elution lnstructions or IND protocol
directiors for reegent kit preparation
The NRC (s also modifying its
reguiations to permit, if certain
requirements are met. the therapeutic
use of radiopharmaceuticals »ithout
following the package instructions
regarding indications and method of
administration. The interim rule does
not affect the exemption in 10 CFR part
20 for the intentonal exposure of
patients to radiation for the purpose of
medical diagnosis and therapy

Although the ruie may cause some
patients to be exposed to higher or
lower levels of radiation thun otherwise
expected. those exposures would be
given o obtain medical results not
otherwise attainable or to reduce other
risks to the patient. It should be noted
that current requirements do not limit

ne racialion dose prescribed by the
authorized user physictun for either
diugnosts or therapy. The amendments
would not relieve licensees from
meeting the requirements in 10 CFR
parts 20 and 35 that restrict radiatior
exposure to medical care personnel in
ne resiricted area or 10 the genern)
public in the unrestricted area or
Uve effluent releases 1118
expected tha! there would be no

radios




e -

sipnificunt chunge, either incrokse or
deorense, in radiglion exposure to the
pubilic o to the environment beyond the
exposures currently resulting from
deliver the dose te the pstiont.

The Environmential Asscssmont and
Finding of No Significan Impact is
sviiluble for inspeciion ! the NRC
Pulic Document Room at 2120 L Sire.!
NW. (Lower Level). Washington DC
Siugle cupies of the Assessment are
wvelluble from Dr Tue (sec ADDRESSES
heading)

Popernvork Reduction Act Stutenient

This final rule amends information
enllection requirements that are subjoc!
to the Puperwork Reduction Act nf 1480
{44 U 8.C, 3501 ot seqg ) These
requiements were approved by (he
Oflice of Management and Budge!
upproval numbess 31800010 and 31580~
omr

Public reporting burden for this
collection of information is estimaied 10
avorage .06 hour per response, including
the time for reviewing instructions
searching existing duts sources,
gathering und maintaining the dula
necedod. and compieling and reviewing
the collection of informstion. Send
comments rogarding this hurden
estimute or any other aspect of this
wollection of information, including
sugeestions for reducing this burden, o
the Information and Records
Munagement Branch (MNUBD-7714) U S
Nutlear Regulatory Commission
Washington, DC 206556: and 10 the Desh
Officer, Of..ce of Information end
Regulatory Aifairs, NCOB-3018 (3150
07 and 3150-0010), Office of
Management and Budget. Washington
DC 20803

Neculatory Analysis

The Commission hus pruparcd &
regulatory analysis for these

amendments. The analysis examines the

benafits and impacts considered by the
NRG The regwatory analysis is
avuilabie for inspection at the NRC
ublic Document Room at 2120 L Stree!
NAW. (Lower Level), Washington. DC.
Single copies ure available from Dr. Tse
[sec ADDRESSES heoding)

The Commission requests public
comments on the regulatory analysis
Comments are welcome at any time
during the three-year period that the
interim final rule is in effect. Commenis
on the analvsis may be submitted to the
NRC as indicated under the ADODRESSES
heading

Bockfit Anuiysis
The NRC has determined thut the
bisckfit rule. 10 CFR 80100, does not
nalv o these amendments because

seistor / Vol 85 No 164 [/ Thursday, A

acrrnme:
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they do not involve any provisions that
would impose backfits as defined in 10
CrR 80508 a)(1)

List of Subjects
10 CHR Port 30

Dy product muterial, Criniingl penulty
Governmenl contracts,
Intergovernmental relations. Isotopes,
Nuclour muterials. Radiation protection
Reporting and recordkeeping
reguiiements

10 CFR Part 35

Byproduct material. Criminal penalty
Drugs. Health facilities. Heallh
professions. Incorporation by reference.
Medica! devices, Nuclear materiuls
Oceupations! safety end bealth.
Rudiation protection, Reporting and
recerdkeeping requirements

F'ur the reasons se! vul in the
preamble and under the authority of the
Atomic Energy Ac: of 1054, as amonded
the Energy Reorganization Act of 1674,
as amended. and 5 U.S.C. 552 and 853,
ire NRC is adopting the following
amendments 1o 10 CFR parts 30 and 35

PART 30~RULES OF GENERAL
APPLICABILITY TO DOMESTIC
LICENSING OF BYPRODUCT
MATERIAL

1 The authority citation for part 30 s
revised to read as {ollows

Authority: Scce 81, 82 161, 102, 18). 180 1
Slet 915 G468 B5J. 054, 055, as amended. s
2494 B0 Siat 444 as amended (42U S.C 2110
2112, 2201, 2232, 2233, 2236, 2282} sces. 200
at amended 202 206 68 Biat 1242 &s
pmended 1244 1246 (42 VS C SA41, D642
5840

Section 307 gleo 1wsued under Pub L 85
601 sec 10, 92 Siat. 2051 (42 U S .C. 5851)
Section 30.54(b) also issued under sec. 18 (W
Sia1 054, as anended (42 US.C 2234)
Section M €1 also (asued under sec 187, 68
Slat. 055 (42 L' S.C 2237)

For the purposes of sec 223 88 Stat 958 i«
amended (42 US C 2273) §4 30.3. 30.34(b)
{e). (M. (g) and (1), 30.41(a) and (c). and 30.5)
are 193usd under sec. 1610, 68 Siul S48 as
amended (42 US.C. 2201(b)) and §§ 30.6.
08 30.34(g) 30.08. 30.51, 30.52. 30.55. and
30.50.0) and (¢) are saued under sec. 1610 G4
Siat 850, w8 amended (42 US.C 2201(0})

2. In § 20.34, paragraph (i) 1s added 10
read as lollows:

§ 3034 Terms and conditions of icenses
(i}(1) From August 23, 1990, 1o Augus!
21,1999 each licensec eluting pencruturs

und processing radivactive material
with diagnostic reagent hits for which
the Food und Drug Administration
(TDA) has approved a "New Drug
Arplication” (NDA) may depart from
the manufacturer's elution and

proparetion instructions (for
radiopharmaceuticals authorized for use
pursuunt to § 35.200) provided thut:

(1) The licensee hus 8 writien directive
made by an suthorized user physician
thet directs @ specific departure for a
purticular patient, or patients. or for @
radiopharmaceutical, and which
includes the specific nature of the
depurtwe. @ precise doscription of the
departure, &nd 8 brief ststement of the
reasons why the departure from the
manufacturer's instructions for
preparing the radiopharmaceuticn!
would obtain medical results not
otherwise atlainable or would reduce
medical risks to particular pationts
because of their medical condition. The
licersee shall keep the .oritten directive
and record of the number of
prescriptions dispensed under the
depisriure in 8n auditable form and
available for inspection for & yeurs: or

{11) An authonzed user physician
determines, in sccordance with
§ 35 400{c). that a deley in prepuring the
radiopharmaceutical in order to moke a
written directive would jeopardize the
patient's bewlth because of the emergent
nature of the patient's medical
condition. In this case. the licensee shall
obtain the written directive made by the
wuthorized user physician which
conlains the notation regarding the
emergency énd a!l the information
specified in paragraph (i){(1)(i) of this
section within 3 working days after the
prescribed departure. The licensee shall
keep these records in en suditable form
and available for inspection for § years.

(2) The actions suthorized in
paragraph (1)(1) of this section are
permitted notwithstanding more
restrictive language in license conditions
unless those license conditions
specifically reference § 30.34(1)

(3) Nothing in this section relieves the
licensee from complying with other
upplicable NRC. FDA. and uther Feders|
or State regulations governing the '
elution of generators and preparation of
resgent kits.

PARY 35-MEDICAL USE OF
BYPRODUCT MATERIAL

3. The authority citation for part 35 is
revised to read as follows:

Authority: Secs 81 101, 182. 183, 68 Siat.
W15, 940, 95, 854 as amended (2 USC 2111
2201, 2232 2230) sec. 207, 08 Hlul. 1242, we
amended (42 US.C. 5841)

For the purposes of sec. 220, 68 Slal. 958 v
wmended (42 V.S C 2273) §§ 3511, 3513,
05.20 (a) and (V) 38.21 (a) und (b)), 35.22. 35.23.
45.25 3527 (). 1<) and (d). 35.31 (a). 3548,
3580 (ni={d). 2581 (a)=(c). 35.5] {a)=(h] 3550
{uked ] (o)01) (g and (h). 35.60 3561 3570
(uh=iT) 3575 0580 (a)={e] 3500, 35.92(n)
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35320, 35.200 (b) end (c). 35.204 («) and (L)
35205 25.220 15.300. 35 310(a) 35 218 33 320

s B AC = e

:: :‘,‘" sm“"‘- :(‘n.?s!:"o";: ‘é’s‘;a‘&g“ radiopharmaceutical may be prepared N F G
35610 (a) and (b). 38818, 38.620 35 630 () without first making a written directive Pt ineli by SV
and (b} 35632 (a)=(N) 35634 (a)-(e] 35636 (a) T N€ Buthorized user physician shall L e
and (h] 35641 (a) and (b). 35643 (a) and (b) make no'ation of this determination in <
35045 (&) ard (b) 35 000. 38.910. 35.920. the written directive within 3 working i
350830 35952 3% 604 25 940, 38 841 35 650 days after the prescribed depariure
35960 35961, 35 8°0 and 38 971 are issued (2) The licensee shall keep the writien .
under sac 1610 66 5191 848 as amended (42 directive and a record of the number of
USC 2201b)1 and 44 3814 33211b) s patient administrations under the
35-23b1 38.23(b). 38 2° (a) endic). 38.20(b) departure in an auditable form and
3533 (a)-(e). 35.36(b). 38 50(¢) 35 51(d) ailable for inspection for & period of 8
35.83(c). 35,59 () and (e)(2). 35.59 () and (i) ;;:;.‘ it o P

70(g) b 2{b). (¢ 2] :
383001 3899000 $831K) Seaoul ks () Nothing i ths saction relieves the "
(b) and (d). 3,4101b), 35.415(b). 35.810(¢) licensee from complying with other ot
35615(d14). 35.630(c). 35 £32(g). 35 634! 1) epplicable NRC. FDA, and other Federa! S
356360¢). 35 641(c) IS 840(c ). 35 B43 and or State regulations governing the -

35 647(c) are issued under sec. 1810 68 Siat
950. a3 amended (42 US C 2201(0))

4. in §35.8 paragraph (b) is revised 1o
read as follows:

§35.8 ntormation collection

emergency nature of the patient's
medical condition. the

elution of generators and preparation of
reagent kits

6 In § 35.300. the existing tex! is
designated as paragraph (a) and a new
paragraph (b) is added to read as
follows

requirements: OMB approval.

ety 971 e A |4 p § 35300 Use of radiopharmaceuticals for
(b] The approved information therapy.

collection requirements contained in this  + . . . '

part appear in §§ 3512. 3513 35.14
35.21. 35.22. 35.23, 35.27, 35.29, 35.01.
35.33, 38 50, 35.51, 95.53, 35.59. 35 60
35.61, 35 70, 35.80, §5.92. 35.200, 35.204
35,205, 35.300, 35.310, 35 315. 35 404
35 400. 35 410. 35 415, 35.608. 35 610
35.615. 35.630, 35.632, 35.634. 35 626
35641, 35,643, 35,645, and 35 647

8. In §235.200, paragraph (c) 1s added to
read a3 foliows

§35.200 Usae of radiopharmaceuticals,
¢ erators, and reagent kits for Imaging
«NG localization studies.

(c)(1) From August 23, 1990. 10 August
23,1993, a licensee may depart from the
manufacturer's instructions for eluting
?cncmorl and preparing reager!t kits

or which FDA has approved an NDA.,
provided that the licensee has a written
directive made by an suthorized user
physician that directs & specific
departure for @ particular patient. or
patients. or for a radiopharmaceutical,
and which includes the specific nature
of the departure, s precise description of
the departure. and a brief statemen! of
the reasons why the depariure from the
manufacturer's instructions for
preparing the rediopharmaceutical
would obtain medica! results not
otherwise altainable or would reduce
medical nsks to particular patients
because of their medical condition. If the
authorized user physician determinas
that a delay in preparing ihe
radiopharmaceutical in order 1o make a
written directive would jeopard ze the
patient's health because of the

(b)(1) From August 23, 1890. to Avgust
231993, a licensee may depart from the
package insert ipstructions regarding
indications or method of edministration
for & radiopharmaceutical for which
FUA has approved an NDA, provided
that the authorized user physician
makes & record of the departure whic*
includes the specific nature of the
departure and a brief statement of the
reasons why the departure would obtain
andical resulls net otherwise attainab e
or would reduce medical risks to
particular patients because of their
medical condition, Licensees are not
authorized to depart from the
manufacturer's instructions for eluting a
generator of preparing any kit for a
radiopharmaceutical for therapy.

(2) g’ho licensee shall obtain this
record within 3 working days of the
administration and keep this record an<
a record of the number of patient
administrations under the departure in
&n auditeble form and available for
inspection for 5 years.

(3) Nothing in this section relieves the
licensee from complying with other
applicable NRC. FDA (including
requiremnents governing the submission
of an IND), and other Federal or State
regulations goveruing the use of
radiopharmaceuticals for therapy.

Dated at Rockville. Maryland. this 171h day
of August 1990

For the Nuclear Regulatory Commission
Samue! J. Chilk,

Secretory of the Commission
[FR Doc 90~19801 Filed 8-22-90. 845 am|
BILUNG COOE 7490-0 10
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the
community by creating e program for
Visiting Fellows. The objectives f this
rogram are to improve NRC's
anhdp of the madica! community: o

factors governing heaith care: 1o develop
and sustain & base of experienced
individual familar with the regulatory

program is open (o physicians interested
in seeking an appointment for individual
sabbatical purswits. Other specialists on
sabbatical. or those who wish to engage
in post-doctroal research, will also be
considered. Individuala participating in
the Visiting Fellows Program (VFP)
would join NRC. for approximataly one
yoar, 1o undertake aclvities conaistant
with the interests and needs of NRC and
with the individual's training and
experignce: and that will result in &
clearly defined assignment useful to
NRC's medical regulatory program.

The number of appointments made
will depend on the range of skills
smbodied (n the nominations, (ndividual
interests and the needs of NRC

1a addition to & specific assignment or
research project. it is anticipated that
the Fellow would attend moetings of
NRC's Advisory Committee on the
Medical Use of [sotopes (ACMUTY);
Federal, State, and local agencies:
professions organizations: and groups,
to particips # tn discussions on (ssues
related to medical affalrs and radiation
medicine. The selaciee may also

Fodensd Raghster / Vol 84 No. 110 / Thureday, June

e et et b

participate in public mee and
seminars sponsored by NRC for
exchanging information and discussing
issues, of mutual interest, that will
benafit the regulation of medical
practice. A collateral NKC Is to
creats 8 cedre of Individual with
knowledge and experience in the
regulation of the medical use of
isotopes: therefors, It (s Lkely that
former Pellows may be asked t0
particpate, from time 1o time, io NRC-
sponsored meetings and seminars aftar
thelr appointments end to provice
advice and consultation about the
ted program.

erefors, NRC is primarly soliciting
nominations of physicians invelved with
the madical use of radioisotopes, but
will be pleased 10 receive nominsons
of other radiation health professionals
and medical rudiation specialists 0
serve (o the VFP.

Appointment Method. Appolniments
will be made by means of
Intergovernmental Personnel Act
assignment, reimbursable detail or
professional term appointment,
depending on the selectee s situation

Term of Appointment. The term of
appointment will be approximately one
year. Appointmnents may be lengthened.
depending on the depth and scope of the
Fellow's project, to approximately two
years.

Compensation. Visiting Pellows will
receive compensalion commensurate
with their exparience. salaty history and
federal pay guidelines whily serving
their appointment. Vieiing Fellows will
be reimbursed for official wavel and
relocation expenses.

Duty Location and Travel Visiting
Fellows may be assigned to any Office
in NRC, including Office of ihe
Commissioners, conaistent with the
interests and needs of NRC and the
individual's and experiencs.
The duty location is 8! NRC
Headquarters. One Whits Flint North,
11583 Rockville Pixe, Rockville,
Maryland 20882, It (s anticipated tha!
thers will be some trave susosiated with
this position.

Eligibility Requirements. NRC (0 an
equal oppurtunity employer. Mominees
must be U.S. citzens. Nomiess mun! alee
satisfy upplicable NRC sesuwrity, conflict
of interest. and drug-tree work placw
standards. Eligibility is open to
phywicians specializing in Nucives
Medicine or Rediation Oncology,
Ulagnostic Radiological Physicista

Therapeutic Radiological Physiciat and
Radiopharmacista. Other notainees. will

7. 1990 / Notices
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also be considered besed on the needs
of NRC and the individual's interests.

How to Nominats. Candidates may be
nominated by professional groups,
medical societies. government agencies,
or may be sell-nominsted Nominations
must provide the nominee's current
address end telephone number and
include ¢ resume describing the
educational and professional
qualifications of the nominee. A briel
statement of the individual's
professional objectives should slso be
included.

Where o Submit Nominatiors.
Submit nominations to: Secretary of the
Commission. ATTN: Visiting Fellows
Masagement Officer, US. Nuclear
Regulatory Commission. Washungton,
DC 20888

Date Nominations Are Due.
Nominations are due to the Secrelary of
the Commission by August 31, 1980,

POR PURTHER SIROMILA TION, CONTALT:
James H. Myers, Medical Academic
and Commercial Use Safety Branch,
Mall, Stop: 8H3, U.S. Nuclear Regulatory
Commission. Washington. DC 20835,
telephons (201) 4820837,

Duted Al Rockville. Maryland, this 31at day
of May, 1990

For the Nuclear Regulatory Commisson
joha § Glenn,

Chief Medical Acodemic. and Commercial
Use Safery Branch. Division of Industral and
Medical Nucisar Safety. NMSS.

[FR Doc. 9013231 Plled 6880 45 am)
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POLICY ISSUE

. i (Inforration)

i For he ommissioners

%
Fyon James M aylor
'O — - +
Executive Director
for Uperations

subject IMPLEMENTATION OF THE MEDICAL VISITING FELLOWS PROGR
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[ about the implementatior

and adn trat Visiting Fellows Program
; 1bed r Enclosure 1 is a Feoe' |
datec D, outlining a number of

s designed to initiate implementation of the MVFP,
r - 8 t A -~ m P
.

4 : ting at Enclosure 2 contains a summary

T key m est £ assocrated with the ad nistration of the
MVEP, their expected completion dates, and lead Offices
Tt pape 3 re - comment from the ommis oners
containe a memorandum from Samuel J. Chilk, of October 20,
1 egard the deve'opment of the MVFF The responses

f the staff are fou Enclosure 3

he Nuclear Jylatory Conv NRC) intends to expand
1ts understanding of the regulated community through a MVFP
The objectives of this prog are t rove NRC's
knowledge of the medical community: to keep abreast of new

echnelogy and developments in the diagnostic and therapeutic
uses of isotopes; to develop an awa

_ s of the socio-economic
actors governing health care¢; to deveiop and sustain a base
of experienced individuals *aw liar with the reguiatory
environment; to improve NRC's regulatory process; and to
develop medical use regulations that minimaliy intrude into
medica tice The program is primarily swek‘nc pliysicians
with expert backgrounds in nuclear medicine or diation

t

oncology Others, having exper cga"ficat'oﬂn in related
fields such as diagnostic radiological phys‘cs, L“erapeuti\
radiological physics, or radiopharmacy are also vited to

as Medical Visiting Fellows




The Commissioners

Nominees might be on sabbatical or interested in conducting
graduate, post-graduate, or post-doctura) research, or job
related work consistent with the needs and interests of the
NRC.

A collateral NRC goal is to create a cadre of individuals

with knowledge and experience in the regulation of the

medical use of fsotopes. As a result, the NRC wil) Tikely ask
former Fellows to participate, from time to time, in meetings
and seminars to provide advice and consultation about the
regulated program, the MVFP, or related areas of interest,

The staff will incorporate language into each individual's
MVFP agreement indicating that the Fellow should be willing to
meet and confer with the NRC and other Fellows in future
meetings and seminars at the request of the Commission,

Individuals participating in the MVFP would Join the NRC for
approximately one year, to undertake activities consistent
with the interests and needs of the NRC and the individual's
professional experience. Appointments may be lengthened
upon mutual agreement by tne NRC and the Fellow.

The key elements associated with administration of the MVFP
have been designed to ensure that the program is meaningful for
both the Fellows and the Commission. The following paragraphs
describe the process that the staff will follow to implement
and administer the program:

Procedures for receipt of nomination packets

The NMSS Project Manager will receive and Tog the nomination
packets. The Project Manager will review each packet for
completeness and forward a letter acknowledging receipt of

the packet to the applicant in a timely manner,

Evaluation pane)

The NMSS Office Director will establish an evaluation pane)

and appoint its members. The panel will consist of three to
five individuals from higher-level NRC managemen representing
several agency Offices, and the Project Manager. The NMSS
Office Director will chair the panel. As an early and integra)
part of the panel's evaluation, the Office of the General
Counsel will be consulted and wil) provide advice on all
prospective candidates with regard to conflict of interest
issues,

Review of nomination packets by the pane)

Within 30 days of the close of the nomination period described
in the Notice, the evaluation panel will complete a review of
each applicant, primarily on the basis of the packet submitted.

w0 R S
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Coordination with the agency host Office for the development

of the work project or product

Within 60 days of the cio:e of the nomiration period

described in the Notice, the panel will identify prospective
candidates, if any. As a result, during initial negotiations
with the appropriate host Office, the panel will identify each
work project, and if applicable, an expected product. The

host Office is not limited to NMSS and might include other
Offices, such as, the Office of Nuclear Regulatory Research.
The development of each work project will be based on the
individual applicant's professional experience and the

needs of the Commission at that time. Ffor example, in one
project a Fellow could investigate the emerging trends in
Nuclear Medicine, or Radiation Therapy and related

radiological safety considerations., A few examples of new
trends of interest include the following: the use of monoclona)l
antibodies in diagnostic and therapeutic administrations; the
use of high activity brachytherapy afterloaders; and the use of
the gamma knife device for the treatment of intracranial tumors.
An example of a work product, might be an analysis of the
status of monocional antibody research, research issues that
need to be resolved before it achieves wide-spread use,
projections as to when this might be achieved, identification
of licensing issues for routine use that need to be resolved,
and proposed special licensing requirements such as, training,
radiation safety precautions, quality assurance requirements, etc.

Negotiations with selected individual(s)

ihe development of a work project and product will include an
interview of candidates by the NMSS Office Director and others
as deemed appropriate, and an initial negotiation with each
prospective candidate. The host Cffice and the Office of
Personnel will submit specific guidelines which will be
tailored to incorporate expertise offered by each individual.
In addition, during the interview the Office of Personnel

will explain NRC procedural commitments (e.g. drug testing).

Recommendations forwarded to EDO for approval

The panel will submit to the EDO, for approval, those
candidates it recommends within 90 days of the close of the
nomination period identified in the Federal Register Notice.

Candidate selection and notification process

Upon EDO approval, the staff will notify the candidate(s)
in order to proceed with final negotiations with the host
Office and the Office of Personnel.
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$ommengoment of term of appointment
he Project Manager w continue to participate by ensuring

that the Office of Personnel and the host Office complete
placement of each Fellow, handling the responsibility for
all daily administrative matters, and identifying a host
Office staff member to coordinate the work project and
product, if appropriate.

Solicitation of ad%itiona\ candidates
he staff w periodically publish Federa) Register Notices

announcing a call for nominations for the . The timing of
these Notices will be determined by the timing of the end

date of each Fellow, the numher of Fellows currently
participating in the MVFP  the needs of the Commission at \hat
time, and the availability of qualified applicants.

Actions Taken: The Federal Register Notice published on June 7, 1990,
announzing a call for nominations of Fellows, described a

number of program items designed to initiate implementation

of the MVFP. These items include the following: Objectives

of MVFP, Appointment Method, Term of Appointment, Compensation,

Duty Location and Travel, Eligibility Requirements, How to

Nominate, Where to Submit Nominations, and Date Nominations

Are Due. The call for nominations closes August 31, 1980

In addition to publication of the Federal Register Notice
on June 7, 1990, copies of the Notice have been distributed
to all medical use program licensees. Copies have also been
given to the Office of State Programs for distribution to
Agreement States and Agreement State licensees. To ensure
wide distribution, the staff sent copies to approximately
200 organizations and individuals who may have an interest in
the MVFP, and placed copies in professional journals such as
| scanner, published by the American College of Nuclear Physicians
| and Newsline, published by the Society of Nuclear Medicine.
| Copies of the Notice were also made available at the Society
of Nuclear Medicine's 37th £-nua) Meeting, June 19 to 22,
199C, held in washington, D.C.

f As a result of this Federal Register Notice, the receipt of

| nomination packets has commenced. C(onsequently, the program

is underway with the staff focus primarily on administration

of the MVFP. However, at present, the staff has no indication
of the kind or number of nominations it will receive.
Therefore, the number of candidates selected will depend on the
range of disciplines involved, and the types of activities that
can be assigned.
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Coordination: This paper has been coordinated with the Office of the
General Counsel, and that office has no legal objection.

xecutive Director
for Operations

Enclosures:

1. F¥RN

2. Key Milestones of program mgmt.

3. Responses to comments from the OCM
contained in a memo of 10/20/88.
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Fodeeel Ragheter /| Vol 55 No. 110 / Thursday, June 7, 1880 / Notices

Nominations for Visiting Felows
Program

Aomecy: Nuclear Ragulatory
Commission.

acnone Call for nominations.

SUMMARY: The Nuclear Regulatory
Commission (NRC) i inviting
nominations of physicians, heving
expart qualifications in the medical
specialty felds of Nuclear Medicins or
Radiation Oncology. to appiy s Vialling
Feliows. Othary having expart
qualifications in related fields such as
Diagnositic Radiological Physics.
Therspeutic Radiological Physics oe
Radiopharmancy are also invited to
apply

BUSPLEMENT ARY INPOSRTIA THONR

Objectives. NRC s seeking to axpand
It understanding of the regulated
community by cresting & program for
Visiting Fellows. The objectives of this
program are o improve NRCy
knowledge of the madica! community:
keep abreast of new lechnology and
developments in the diagnostic and
therapeutic uses of isotopes: o deveiop
an swareness of the socio-economic
factors governing health care: W develop
and sustain & base of oxperienced
individual lamilar with the regulatory
environment to (mprove NRC's
regulatory process: and to develop
msadical ese regulations that mintmally
intreie lsto medica! practice. The
program is open to physicians interested
i seeking an eppointment for individual
sabbatical pursuits. Other specialists on
sabbatical or those who wish to engage
in post-doctroal researcy., will also be
considered. Individuals participating in
the Visiting Fellows Program (VFP)
would join NRC, for approximately one
year, to undertake activilies consistent
with the Interests and needs ol NRC and
with the individual's training and
expenience: and tha! will result in &
clearly defined assignment usefu! 1o
NRC's medica! reguiatory program.

The number of zppointments made
will depend on the range of akills
embodied n the nominations. lndividua
interests and the needs of NRC

In addition to a epecific assignment or
research project. it 1s anticip ted that
the Fellow would attend 11eetings of
NRC's Advisory Commitiee on the
Medical Use of lsotopes (ACMUT):
Federal State and loca! agencies
professional organizations: and groups
to participate 1 discussions on (ssues
related to med:cal affair and radiation
medicine. The seleciee may also

participate In public meetings and
seminars sponsored by NRC for
exchanging information and discussing
issues, of mutual interest, that will
benefit the regulation of medical
practice. A collateral NRC goal s 10
create & cadre of Individual with
knowledge and experience (n the
regulation of the medical use of
isotopes: therefore, it is likely that
former Pellows may be asked 1o
particpate. from time to time, in NRC.
sponsored meelings and seminars altar
thelr appointments end. 10 provide
edvice and conswtauon about the
regulaied program

Therefore, NRC is prumarily soliciting
nominations of physicians involved with
the medical use of radicisotopes. but
will be pleased 1o receive nominalions
of other radiztion health professionals
and madical racdiation specialists to
serve \n the VFP

Appo.niment Method. Appoiniments
will be made by means of
Intergoverrunental Personnel Act
sssignment, reimbursable detail or
professional term appowntment,
CGepending on the selectee s situation

Term of Appointment. The term of
appointment will be approximately one
year Appointments may be lengthened
depending on the depth and scope of the
Fellow s project, to approximately two
years

Compensation. Visiting Fellows will
receive compensalion commensurete
with their experience, salary history and
federal pay guidelines while serving
thelr appointment. Visitlig Fellows will
be reimbursed for official travel and
relocalion expenses

Du.y Location and Trevel Visiting
Fellows may be assigned to any Gfice
in NRC, including Office of the
Commissioners, consistent with the
(nterests and needs of NRC and the
individual's training and experience
The duty location is at NRC
Headquarters. One White Flint North,
11555 Rockville Pike. Rockville
Mar; and 20852, 1t is anticipated that
there will be some trave seasociated with
this position

Eligibility Requirements. NRC s an
equal opportunity employer. Mominees
must ba U.S. citizens. Nomiees must also
saUsfy applicable NRC security, conllict
of interest. and drug-free work place
standards. Eligibility s open to
pbysicians epecializing in Nuclear
Medicine or Radiation Oncology
Diagnostic Raciological Physicists
Therapeutic Radiological Physicists and
Radiopharmacists. Other nominees. will

ulso be considered based on the needs
of NRC and the individual's interests.

How to Nominats. Candidates may be
nominated by professional groups,
medical societies, government agencies,
ot may be sell-nominated. Nominations
must provide the nominee's current
eddress and telephone number and
include & resume describing the
educational and professional
qualifications of the nominee. A briel
statement of the (ndividual's
professional objectives should also be
included.

Where to Submit Nominations.
Submit nominstions to: Secretary of the
Commission, ATTN. Visiting Fellows
Masnagement Officer, US. Nuclsar
Regulatory Commission, Washington,
DC 20858

Dats Nominations Are Due
Nominations are due to the Secretary of
the Commission by August 31, 1980
FOR PURTMER MFORMA TYON, CONTAST
lames H. Myers, Medical Academic
and Commercial Use Salety Branch
Mall, Stop: 843, U.S. Nuclear Regulatory
Commission. Washington, DC 20583
telephone (301) 492-0837

Dated Al Rockville. Maryland, this 31t day
ol May, 1980

For the Nuciear Regulstory Commussion.
johs E Gleon,

Chief Medical Acedemic. and Commercial
LUse Safevy Branch. Division of Industmal and
Medical Nucisar Sofery. NMSS.

[FR Doc. 90=13271 Flled 8-8-80: 843 am)
SULB0 CODE TR0 -8




KEY MILESTONES OF MEDICAL VISITING FELLOWS PROGRAM (MVFP) AND

RESPONSIBLE OFFICE

Objective

Draft Federal Register Notice
and submit to

Federal Register Notice approved

Federal Register Notice published

MVFP Commission Paper due NMSS
MVFP Commission Paper due EDO
MVFP Appointment Panel Identified
Nominations Close

Nomination Assessment Begins

Interviews with selectee(s) and
initial negotiations

Nomination Assessment Closes

Panel recommendations forwarded to
EDO0 for approval

Notification of selectee

Selectee acceptance, project definition,

final negotiation and clearance
proces:ing

Fellow on Board

* Note: Al) dates are representative and may change due to

Office

NMSS

EDO

Fed. Reg.

NMS S
NMSS
¥MS5/0P
NMSS
NMSS/0P
NMSS/0P

NMSS/CP
EDO

NMSS/EDO
NMSS/0P

op

Completion Date*
May 1, 1980

May 30, 1990
June 7, 1990
July 18, 1990
July 26, 1990
August 15, 1990
August 31, 1990
September 3, 1990
October 31, 1980

November 15, 19890
November 30, 1990

December 21, 1990
January 31, 1991

To Be Determined

programmatic needs.
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STAFF RESPONSES TO COMMENTS FROM THE COMMISSIONERS
CONTAINED IN A SECY MEMORANDUM DATED OCTOBER 20, 1989

Comment No. 1:

The staff is encouraged to pursue potential assignments for a Visiting Fellow
in areas of emerging medical technologies and procedures where the Commission
needs to concentrate efforts to ensure that the regulations are adequate for
future medical applications

STAFF RESPONSE:

As directed by the Commission, the staff has pursued potential Aassignments

for the MVFP. The staff has discussed the matter with representatives of
professional societies, Federal agencies and services, and individual
physicians. The staff believes that there are several types of individuals
willing to participate in the MVFP. There are projects that may be undertaken that
are consistent with the individual's treining and experience and the interests
and needs of the NRC. For example, the Commission could benefit from a nuclear
medicine or radiation therapy physician's knowledge and experience in the area
of quality assurance, moncclonal antibody therapy, gamma knife therapy, or high
activity brachytherapy afterloaders. A nuclear medicine physician, or a
radiopharmacist, could work on a project related to physician-ordered
modifications of the radiopharmaceutical manufacturer's instructions for the
reconstitution of reagent kits or the use of radiopharmaceuticals. These
individuals could also address the issue of compounding radiopharmaceuticals.
The Commission could also benefit from the work of a medical radiation
physicist for teletherapy units and/or brachytherapy devices.

Comment No. 2:

The fellows program should contain language that states that it is the
Comnission's expectation that a fellowship recipient will be willing to
participate in possible future meetings and seminars sponsored by the NRC for
the purposes of maintaining contact with the alumni of the program and
exchanging professional information of mutual interest. Over time a group of
past fellowship holders could be a very valuable information resource to the
NRC and it seems appropriate to ask potential fellowship candidates to make a
non=binding commitment to meet and confer, from time to time. with the NRC and
other fellows,

Enclosure 3



STAFF_RESPONSE:

The staff has addressed this area of concern by establ’ hing a collateral

MVEP goal to create a cadre of individuals with knowledge .nd experience in the
regulation of the medical use of isotopes. Therefrre, former Fellows will be
asked to participate, from time to time, in meetings end seminars, after their
appointments end, to provide advice and consultation about the regulated program,
The staff will incorporate language into the MVFP agreement, indicating that the
Fellow is willing to meet and confer with the NRC, and other Fellows, in the
future,

Comment No. 3:

The U.$. Public Health Service should be included as one of the organizations
participating in the program. A:s 3 federally funded, non=profit,
service=oriented entity, their memters could provide a unique perspective on
the practice of nudicine.

STAFF RESPONSE:

The staff contacted members of the U.S. Public Health Service (USPHS) and
discussed the concept of the MVFP. Although the USPHS physicians could provide
a unique perspective on the practice of medicine, most USPHS physicians are

not specialized in nucle-~ medicine or radiation oncology. USPHS physiciane
may, however, he able to contribute to projects related to broad issues such

as industrial hygiene, referring physicians, Federa) medical programs, and
emergency medical response capabilities in incidents involving nuclear
materials,

Comment No. 4:

Since the paper mentions that the program costs are expected to be
accommodated through reallocations of planned program support funds, the
Commission should be informed on whether the "user-fee" concept applies and if
$0, how.

STAFF RESPONSE:

Most of the costs for the MVFP are expected to be accommodated through
reallocations of planned program support funds. Fellows will not

work on fee-chargeable casework, but they may follow such work in parallel as
part of their work activity. Individuals participating in the MVFP would

Join the NRC, to undertake activities consistent with the interests and needs of










Staff Workshops and Participation in Outside Meetings

1969
OCTOBER

Headquarturs, Presentation on Medical Licensing and Inspection, American
College of Cardiologv, Bethesda, Maryland
Headquarters, Army Industrial Hygiene Annual Meeting, Aberdeen, Maryland
Region 1, Workshop, "Medicel Initiatives," Rockport, Maine
Region 111, Presentation at Annua) Agreement State Meeting, Kansas
City, Missouri
Region 111, Presentation at Evanston-Glenbrook Mospital, Chicage, 111inois

NOVEMBER

NMSS and GPA, Joint Special Topics Workshop, Downer's Grove, I11inois

Region 1, Presentation to Technologist Section, Mid-Eastern Chapter,
Society of Nuclear Medicine, Philadelphia, Pernsylvania

kegion 111, Presentation at NRC Agreement States Sponsored Course,
Emmitsburg, Maryland

Region V, Meeting with Hawaii Department of Health Officials on Quaiity
Assurance, Honolulu, Hawa'i

Region V, Workshop, Oakland, California

Region V, Presentation at ASNT, Dublin, California

DECEMBER

Headquarters, Presentat’on to Mid-Atlantic Chapter, American Association
of Physicists in Medicine, Annapolis, Maryland
Region 11, Workshop, Richmond, Virginia

1990
FEBRUARY

Region 111, Presentation to Health Physics students from Wayne State
University, Detroit, Michigan
Region 111, Presentation to Marper Grace Mospital, Detroit, Michigan

MARCH

Region V, Presentation at Letterman Army Medica)l (-~ ter, San Francisco,
California

Headquarters, Presentation to Nuclear Medicine Technologists at
Northport VAMC, Northport, New Yerk

Headquarters, Presentation to American Association of Physicists in
Medicine, Houston, Texas

Enclosure 6



APRIL

Headquarters and R111, Presentation at 1AEA Training Course, Avrgonne
Nationa) Laboratory, I11inois

MAY
Region 111, Presentation at Michael Reese Mospital, Chicago, 11 inois
JUNE
Region 111, Medical Workshop, Downers Grove, I1linois
Region V, Presentation at Hawaiian Chapter of Society of Nuclear
Medicine Technologists, Honolulu, Hawaii
Region V, Workshop, Monolulu, Mawaii
Region 111, Presentation on "Impact of Part 35" at Health Physics
Annual Meeting, Anaheim, California
Headquarters, Presentation at Society of Nuclear Medicine Annua)
Meeting, washington, DC
Headquarters<, Presentation to American Association of Medica)
Dosimetrists, Denver, Colorado
JULY
Regioi 111, Presentation at Argonne Nationa)l Laboratory on "Uses of
Radioactive Material," 111inois
AUGUST
NMSS and GPA, Joint Seminar, Arlington, Texas
SEPTEMBER

Region 111, Presentation at Great Lakes Chapter of Health Physics
Society, Roya)l Cak, Michigan

Headguarters, Regions 1! and 1V, Presentatiors at V.A. Workshop for V.A.
Radiation Lafety Officers, Little Rock, Ar.ansas
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Informetion Notices

IN B9-12
IN B9-60
In 9-85%

IN 90-58

IN 90~59
In 9u-71

Dose Calibrator Quality Control
Maintenance of Teletherapy Units

EPA's Interim Final Rule on Medical Waste Tracking
and Management

Improper Handling of Opthaimic Strontium=90 Beta Radiation
Applicaturs

Errors in the Use of Radivcactive lodine~131

Effective use of Radiation Safety Committees to Exercise Control
over Medical Use Programs



