January 26, 1996 SECY-96- 018

FOR: The Commi ssi oners

FROM James M Taylor /s/
Executive Director for Operations

SUBJECT: PROPOSED STAFF ACTI ONS FOR ANALYSI'S OF | NSTI TUTE OF MEDI Cl NE REPORT,
"RADI ATION IN MEDI CI NE: A NEED FOR REGULATORY REFORM'

PURPOSE:

To obtain Conmi ssion approval to use an operational conmmittee and public
wor kshop process to devel op recomendations to respond to the report prepared
by the National Acadeny of Sciences (NAS), Institute of Medicine (I1OM.

BACKGROUND:

In January 1994 the Nucl ear Regul atory Conmi ssion contracted with the IOM to
conduct an external review of the NRC s nedical regulatory program including
a review of the basic regulatory rules, policies, practices, and procedures.
There were three najor goals of the study: (1) exam nation of the overal

risk associated with the use of ionizing radiation in nmedicine;

(2) examination of the broad policy issues that underlie the regulation of the
medi cal uses of radioisotopes; and (3) a critical assessnment of the current
framework for the regul ation of the nedical uses of byproduct material. The
NRC was seeking specific recomendati ons on two najor 1ssues. First, it
request ed recommendati ons on a uni form national approach to the regul ation of
ionizing radiation in all nedical applications, including consideration of how
the regulatory authority and responsibility for nmedical devices sold in
interstate comerce for application of radiation to human bei ngs shoul d be
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al | ocat ed among Federal Governnment agenci es and between the Federal and State
Governments. Secondly, it requested recommendati ons on appropriate criteria
to nmeasure the effectiveness of regulatory program's) needed to protect public
health and safety.

The NAS provided NRC with a prepublication copy of the report on Decenber 8,
1995, and issued a press release announcing the availability of the report on
Decenber 14, 1995. The NRC is providing copies of the report to all Agreenent
States and non- Agreenent States and Territories, appropriate Federal agencies,
the Conference of Radiation Control Program Directors (CRCPD), the

Organi zati on of Agreenment States, Congressional Oversight Committees and NRC s
Advi sory Conmittee on the Medical Uses of Isotopes (ACMJI). In addition, the
NRC has published a Federal Register notice and issued a press rel ease

acknow edgi ng recei pt of the report and requesting coments. The ACMJ is
scheduled to neet wth the staff on February 21 and 22, 1996, to discuss the
report. The NAS is scheduled to brief the Conmi ssion on February 27, 1996.

The IOM report provides reconmendations to Congress, the NRC, the States, and
the CRCPD. Attachment 1 is a summary table of the recomendati ons of the
report.

DI SCUSSI O\

The staff has devel oped, for Conmi ssion consideration and approval, a three-
phase process for analysis of and response to the IOMreport on NRC s nedica
use program (Attachnment 2). The proposed process includes subnmittal of
recommendati ons on revisions to NRC s nedi cal use regulatory programto the
Conmi ssion in Decenber 1996.

Phase | of the proposed staff plan includes: providing copies of the report
to external parties; requesting conments fromaffected parties and nenbers of
the public on the possible inpacts and any policy, |egislative, rul emaking, or
gui dance issues; and performng a detailed staff review of the report to

di scuss identified recommendati ons, conclusions and supporting data, as well
as general inplications/inpacts of the findings and reconendations. This
phase is scheduled to be conpleted in March 1996.

In phase I, the staff proposes to establish an operational conmittee to
devel op reconmendati ons for the Conmi ssion to consider in response to the | QM
report. The operational committee concept is outlined in SECY-94-264, "The
Federal Advisory Conmmittee Act and Agreement State Participation in NRC
Activities," and the staff believes that the conmittee should include
representatives of the Ofices of Nuclear Material Safety and Saf eguards and
State Progranms, the Departnent of Health and Human Servi ces/ Food and Drug

Adm ni stration, the Agreenment States, and the non-Agreenent States. As
described in that paper, an operational comrittee would be able to neet

wi thout the contraints of the Federal Advisory Committee Act. The

operational commttee would be primarily responsible for: analyzing the NAS
reconmendat i ons; determ ni ng what approaches to revising 10 CFR Part 35 are
avail able, either with or in the absence of concurrent actions by Congress,

ot her Federal agencies, and the States; and providing the Conmi ssion with
those approaches. During July through Septenber 1996, the operationa

conm ttee woul d conduct two convened, facilitated, public workshops as part of
its deliberations, to gain input froma broad spectrumof affected parties and
menbers of the public. The use of a convener/facilitator (contracted) is
important to ensure that all viewpoints will be represented in a structured
format. A single group of participants representing the affected Federal and
State agencies, the regul ated community, and nenbers of the public would
participate in both workshops. The regulated conmunity woul d i nclude not only
the end-user (i.e., nmedical l|icensee), but other entities such as
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manuf acturers, distributors, and nuclear pharmacies that are part of the

medi cal use delivery system The first workshop would focus on the broad
policy issues in the report and ot her background documents. A time interval
bet ween wor kshops woul d be allowed for participants to reflect, network, and
di scuss issues with individual s/groups represented by the participants. The
second wor kshop woul d focus on nore specific issues such as possible

| egi sl ati ve changes and/or rul emaking. The operational comittee would

consi der the input of the workshops in devel opi ng recommendati ons for
Conmi ssi on approval , including the policy objectives which night be

i npl emented through | egislation and/or rul enaking. The staff anticipates that
the Comm ssion will be briefed on the operational committee recommendations in
Decenber 1996. In phase IIl, the staff would inplement the reconmendati ons
approved by the Comm ssion.

The staff believes that the review of the IOMreport should be conducted in
parallel with the ongoing efforts and staff actions for broad-scope |icensees,
resulting fromthe internal contanmi nation events at the National Institutes of
Heal th and the Massachusetts Institute of Technol ogy. The staff plans to nmake
avail able to the operational conmittee the | essons | earned and staff actions
as a background docunent, and to ensure that the inplications of those events
are considered as part of the review process.

Most of the activities described in phase | are necessary irrespective of

whet her an operational commttee approach is approved by the Comm ssion for
devel oping NRC actions in response to the report. However, the staff believes
that the use of an operational comittee is necessary to nove fromthe broad
reconmendations in the 1OMreport to specific actions that can be inpl enented
by the NRC, other Federal agencies, and the States. This approach is
consistent with the Chairman’s response to the Organi zati on of Agreenent
States (OAS), dated Decenber 28, 1995, supporting the OAS resol ution for
Agreenment and non- Agreenent State involvenent in the review of the IOMreport.

The staff believes that because of the process described to review the overal
medi cal use program there is no need for the annual staff report on the NRC s
medi cal use program which is due to the Conmission in March 1996. Therefore,
rather than provide a report at that time, the staff proposes that a report
will be provided in Decenber 1996 after conpletion of the activities described
in phases | and Il. The staff is available to brief the Conm ssion on the
process for review of the IOMstudy at the tine of the NAS briefing.

The staff has identified a legally acceptable alternative to the three-phase
approach. Specifically, the Conm ssion could pursue inmedi ate w thdrawal from
the medi cal program and devel op appropriate |egislative proposals based on an
expedited staff evaluation of the NAS report and the NAS briefing of the

Commi ssion. This approach is not being pursued because the NAS study |eft
unresol ved i ssues associated with inplenmentation of the recommendati ons, and
it does not address NRC s need to fully confer with affected entities such as
the Agreenment and non- Agreenent States and ot her Federal agencies.

RESOURCES:

The staff estimates a total of 0.75 direct staff full-tinme equivalent (FTE)
wi Il be necessary to conplete phase | of the staff plan, which includes the
ACMJ neeting schedul ed for February 21 and 22, 1996. It is estimated that
approximately 2.5 FTE will be expended to conplete phase II. This includes
the expected staff effort from NVMSS, OSP, and OGC to prepare for and conduct
the operational comittee neetings and public workshops. The resources
required to conplete the first two phases of the staff plan are included
within current budget allocations for the 5-year medical managenment plan. The
estimated cost for conducting two facilitated workshops, using a contractor,
is approxinately $100,000 and the estimated cost for the operational commttee
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nmeetings is approxi mately $30, 000.
COORDI NATI ON
The O fice of the General Counsel has no | egal objection to this paper.

RECOMVENDATI ON

That the Conmi ssion approve the proposed staff actions for analysis of the NAS
report.

Oiginal signed by:

James M Tayl or
Executive Director
for Operations

Attachnents:
1. Summary Tabl e of | OM Recommendati ons
2. Three Phase Process for Analysis

of NAS report

cc: SECY
OGC
OCA
OPA
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Phase |

Task 1 -

Task 2 -

Task 3 -

Task 4 -
Task 5 -

THREE PHASE PROCESS FOR ANALYSI S OF NAS REPORT

Short Term Activities Focused on Informng Parties and Conmi ssi on of
Staff Plan

(estimated total FTE ~ 0.75)

nform External Parties (conpleted January 1996)

Publ i sh a Federal Register Notice and |ssue a Press Rel ease

I ndi cate availability of document, and provide an opportunity for
early conments.

Provi de copies of report to the followi ng parties (coordinate with
OSP, OCA). Request conments within 90 days (comrents requested on
possi bl e i npacts and views on policy, |egislative, rulemaking and
gui dance i ssues).

Governors of Agreement States, Non-Agreenent States and Territories

CRCPD, QAS

FDA, DHHS

DVA, DoD, DA, DAF, DN

EPA, DOT, CSHA

Radi ati on Control Program Directors for Agreenment and non-Agreenent
St at es

Provi de i nformati onal copies to:

Congr essi onal Oversight Committees
ACMU

Regi ons, including DNM5, RSLQO RSAC s
ovB

Devel opnent of Conmi ssion paper to outline plan and seek approval
for process including the formati on of operational committee and
conduct of facilitated workshops.

Detailed staff review of the NAS report to discuss identified
reconmendat i ons, conclusions and supporting data, as well as genera
i mplications/inpacts of findings and reconmendations. The review
teamis conprised of representatives of NMSS, RES, and OGC. The
results of this revieww |l be forwarded to the Commi ssion prior to
the NAS brief scheduled for February 27, 1996.

ACMJ neeting with staff is scheduled for February 21-22, 1996
Conmi ssion briefings by NAS and staff (February 27, 1996).
Attachnment 2
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Task 6 -

Phase 11

Fol | owi ng Conmi ssion approval of staff plan, a second letter will be
sent to the parties specified in Item2 of Task 1 informng them of
the plan and soliciting participation on the operational comittee.
Any additional specific issues raised by the Commission will be
identified for their input.

- Activities for Operational Committee

(estimated total FTE ~ 2.5 for conpl etion)

Task 1 -

Task 2 -

Task 3 -

Devel op statenment of purpose for operational committee. Comrittee
will include representatives of NVSS, OSP, FDA/ DHHS, Agreenent
States, and non-Agreenment States. OGC and NRC s Medical Visiting
Fellow will serve as consultants to the conmittee.

Prepar e background papers to be used for enhanced participatory
process

o Staff review of the |OMreport identifying reconmendations,
concl usi ons and supporting data, as well as genera
i mplications/inpacts of findings and reconmendati ons (Phase

I, task 3).

o Anal ysis of data collected through NRC s tenporary
instruction for inspection of |icensees’ Quality Managenent
Pr ogr ans.

o Transcript and mnutes of ACMJ neeting - summary of key
i ssues and recomendati ons of ACMU

o Summary of initial inputs fromcomenters identified in
Phase |, Tasks 1 and 6.

o Lessons |l earned fromincidents at the National Institutes of

Heal th and the Massachusetts Institute of Technol ogy.

Initiate activities of operational conmittee (begin March 1996)

Organi ze background docunents.

Devel op strategy for possible attendance and
participation/discussion of issues at professional

organi zation and other neetings (e.g., Agreenent States
techni cal neeting, Conference of Radiation Control Program
Directors, Society of Nuclear Mdicine, Anerican Association
of Physicists in Mdicine, Anmerican Society for Therapeutic
Radi ati on Oncol ogy, Radi ol ogi cal Society of North Anerica).
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Phase 111

Task 1 -

. Wrk with contracted convenor/facilitator to identify a
single group of participants, representing nationa
vi ewpoi nts and perspectives, for two public workshops.
Participants will include, to the maxi nrum extent possible,
representatives of specific Federal agencies, Agreenment and
non- Agr eenent States, patient advocacy groups, nedica
Iicensees (both broad and linmited scope), and
radi ophar maceuti cal, source, and device manufacturers,
vendors, and distributors'.

o Devel op agenda and issues for convened, facilitated public
wor kshops.
) Conduct 2 facilitated public workshops (md-July, Septenber

1996). The first workshop will focus on the broad policy
i ssues in the report and other background docunents and
general discussion of issues such as inplications and
approaches. The tinme interval between workshops will allow
the participants to reflect, network, and discuss issues
wi th individual s/groups represented by participants. The
second workshop will focus on nore specific issues such as
possi bl e | egi sl ati ve changes and/ or rul emaki ng.

) Preparation of recommendations, to include the policy
obj ectives which mght be inplenented through |Iegislation
and/ or rul emaki ng, for Conmi ssion approval (Decenber 1996).

- Longer Term Activities with Broad I nplications for the Medical Use
Program - Including Part 35 Revisions

| mpl ement reconmendati ons approved by the Conmi ssion - specific
actions or time-frame will result fromthe operational conmmittee
recommendat i ons and Conmi ssi on direction.

! Invited participants would be expected to pay for their own travel to the workshops;

however, NRC would fund travel in those cases where it is difficult or impossible for
participants, or the participant’s organization, to pay travel expenses.



