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FINAL RECOMMENDATIONS OF THE TASK FORCE ON REGULATION 

OF NATURALLY OCCURRING AND ACCELERATOR-PP-ODUCED 
RADIOACTIVE MATERIALS (NARM) 

To inform the Commission of the Public Comments on 

NUREG-0301 and the Task Force- recommendations to the 

Commission for seeking legislative authority to 

regulate HARM and to request approval to draft such 

legislation.  

This paper covers a major policy matter.  

Whether NRC should regulate naturally occurring 

and accelerator-produced radioactive materials.  

BACKGROUND 

NRC was requested by the Agreement States and by the 

Conference of Radiation Control Program Directors to 

look into the matter of regulating naturally 

occurri ng and accelerator-produced radioactive 

materials. On March 4, 1976, the Commission 

approved formation of an internal task force to 

review this matter (SECY-76-2 8 ).  

The task force includes representatives from SP, 

ELD, IE and SD. The Chairman is Donald A. Nussbaumer 

of NMSS. Technical coordination is being provided 

by Joel 0. Lubenau, SP. In addition, the Conference, 

the Agreement States, FDA's Bureau of Radiological 

Health, and EPA provided resource persons to the task 

force.

9, NMSS

T
V

)



b The Commissioners ,

Discussion: 
(continued)

An Information Report (SECY-77-155) was sent to the 

Commissioners following preparation of a draft task 

force report. In June, 1977, the Commission approved 

publication of the task force report for public comment 

(SECY-77-155A). The report was published in July, 1977 

(NUREG-0301) and a Federal Register notice was published 

and a news release was issued announcing its availability 

and inviting public cer~ment for a sixty-day period 

(Appendix A). The report was given wide distribution.  

Copies were sent to the following addressees with a 

request for comments: 

56-State and Territorial Health Officers (Appendix B); 

55=State and local Radiation Control Program 

Directors (Appendix C); 

22-Federal Agencies identified in the report as 

having an interest, or potential interest, in 

regulating these materials, (Appendix D); and 

72 Presidents of firms which are manufacturers and 

distributors of products containing HARM (Appendix E).  

Copies were also sent to the Southern and Western 

Interstate Nuclear Boards and to the National Council 

on Radiation Protection and Measurements under a cover 

letter requesting comment. Copies of the news release 

and Federal Register notice were sent to professional 

societies. In all, over 200 persons representing Govern

ment, industry and professional groups were individuel 
contacted.  

The task force found that naturally occurring and 

accelerator- produced radi oactive °material s (NARM) are 

widely used -• excluding those who would be exempt from 

licensing, about 30% of all users of radioactive materials 

use NARM. There are an estimated 6,000 users of NARM at 

present. The use of accelerator-produced radioisotopes, 

particularly in medicine, is growing rapidly. One NARM 

isotope, radium-226, is one of the most hazardous of 

radioactive materials. It is used by about 20% of 

all radioactive material users. About 85,000 medical 

treatments using radium occur each year.  

The task force also found that the regulation of MARM 

is fragmented, non-uniform and incomplete at both Federal 

and State levels.
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Discussion: As a result of its findings, the task force recommended 

(continued) the following: 

"With respect to new or improved NRC actions, it is 

recommended that the Commission seek legislative authority 
to: 

"A. License and regulate HARM as follows: 

"1. In any activity that is part of, or in 
support of, the nuclear fuel cycle regulated 
by NRC.  

"2. In any activity where: (a) HARM is manufactured 
(e.g., production of accelerator radioisotopes, 
the separation of radium and radium daughters, 
and radon generators); (b) HARM is incorporated 

into sources or devices* subject to licensing; 
or (c) HARM is used In the same manner as radio

active materials** subject to NRC regulation.  

"3. In any activity where HARM is introduced into 

products intended for distribution to persons 

exempt from licensing. (It is intended that 

this include only activities where the intro
duction of WARM is deliberate and has as a 

purpose the utilization of its radioactive 
properties.) 

"4. In any activity involving the management of 

HARM wastes which result from licensed activities.  

*"B. Extend authority under Section 274 of the Atomic 

Energy Act to relinquish authority to regulate WARM 

(except control of the distribution of NARM to persons 

exempt from licensing) to Agreement States and to 

other States having existing regulatory programs for 

HARM which are determined to be adequate and to be 

compati bl e." 

• e.g., sealed sources such as gauging devices, radiography sources, oil 

well logging sources and devices, etc.  

•** Radioactive materials used in normal form or loose form as, for example, 

in medical diagnosis.
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Discussion: 
(continued)

SUMMARY OF PUBLIC COMMENTS 

The comment period expired September 19, 1977. Twenty

five (25) comments were received. A detailed analysis 

of the comments is presented in Appendix F. Twenty-one (21) 

respondents expressed varying degrees of support for 

the task force recommendation. These included all of the 6 

States and 5 of the 7 Federal Agencies who commented. Two 

respondents provided comments but took no position on the 

recommendation. One response received from industry 

(Westinghouse) and one received from a Federal Agency 

(EPA) opposed the recommendation. EPA commented that it 

has adequate existing authority to regulate NARM.  

FDA's Bureau of Radiological Health supported the recom

mendation in principle but suggested deferring action 

until a voluntary FDA-State effort to control NARM 

has been implemented and its effectiveness has been 
evaluated.  

No responses were received from the 15 other Federal 

Agencies contacted including the Occupational Health 

and Safety Administration or the Consumer Product 
Safety Commission.  

Comments which qualified the support of the recommenda

tion were received from 13 of the 21 who supported it.  

The-most frequent. of these expressed concern over the 

need for adequate numbers of NRC staff to handle the 

regulation of NARM. Three (3) comments were received 

which stated the data in the report does not support 

the recommendation. (Two of these were from commentors 

opposing the recommendation [Westinghouse and EPA] and 

the third from FDA.) (The problem here is a paucity of 

data due to fragmentary regulation among Federal and 

state agencies.) Two Federal Agencies (MESA and CDC-NIOSH) 

felt clarification was needed on the regulatory role of 
NRC with respect to mines.  

Two of the comments supporting the recommendation were 

received from NCRP and NBS. NCRP supported efforts to.  

obtain authority for NRC to regulate accelerator

produced radioactive material but reserved an endorse

ment of the recommendation as applied to naturally



I. The Commissioners

Discussion: occurring radioactive materials until there 

(continued) was further clarification of the roles of NCRP, EPA, 
NRC and other interested parties. NBS fully supported 
the recommendation of the task force and noted the pro
posed authority was exactly the same as NBS proposed 
when it commented to OMB on EPA's proposed bill to regulate 

naturally occurring radioactive materials, in early 1977.  

The Department of Energy supports the recommendation.  

The staff took note of State comments on an NRC 
task force study concerning the Agreement States 
Program. A draft report was published in August, 

1977 as NUREG-0299 (SECY-77-437). One conclusion 
of that draft report was that only one other NRC 

study (on low-level radwaste management [SECY-77-489]) 
might impact upon Agreement States. In their comments 

on the draft report, Kentucky and Colorado sharply 

disagreed and identified the HARM study as another which 

would impact upon States. As a result of these comments, 

the Final Task Force Report on the Agreement States Program 

(NUREG-0388, SECY-77-621) included an endorsement 
of the recommendation of the HARM task force that NRC 

seek authority to regulate these materials.  

The HARM task force noted that the HARM study inter

faces, in part, with the uranium milling GEIS, particularly 

control of mill tailings. The Commission has approved a 

staff proposal to draft proposed legislation to give NRC 

authority to regulate naturally occurring radioactive 

materials associated with mill tailings in non-Agreement 

States (SECY-77-303A). Such legislation, in principle, 

would be consistent with the HARM task force recommenda

tion as it affected mill tailings.  

STAFF CONSIDERATION OF THE TASK FOORCE RECOMENDATION 

In considering the task force recommendation, the 

staff lanalyzed the findings in NUREG-0301, the public 

comments, and other information contained in Appendix G.  

The staff evaluation of the recommendation and other 

options available to the Commission is presented in 

Appendix H. The staff's conclusions, based upon this 

evaluation, are summarized as follows:
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Discussion: -- Full implementation of Federal controls 
is needed to fill significant regulatory gaps 
in the control of NARM and protect the public 
health and safety.  

-• Legislative clarification of Federal regulatory 
responsibilities with respect to NARM is necessary.  

The need for some NRC authority over NARM (in mill 
tailings) has already been established and 
recognized by the Commission.  

-- Federal control of NARM can most easily be 
accomplished by folding such materials into the 

existing NRC regulatory programs for byproduct, 
source and special nuclear materials, including 
the Agreement State program.  

In light of comments received, assertion by NRC 

of regulation of NARM, would not be objected to 

by other Federal Agencies, with the likely excep

tion of EPA. (See Appendix F, Analysis of Public 

Comments on NUREG 0301.) 

The impact upon NRC to implement the recommendation 
of NUREG-0301 will be relatively modest: An addi

tional 7 person-years of professional effort will 

be needed to handle the additional routine workload.  

The dollar cost would be about $500,000 (Appendix I).  

It should be noted that the Senate Commiittee on Govern

mental Affairs recently completed a study on Federal 

Regulation and published a report in December, 1977.  

With respect to radiation matters, the report stated 
that "Radiation safety is marked by too many agencies 

administering too many laws, adopted in a piecemeal 
approach." The report quotes liberally from the HARM 

Task Force report in discussing NARM. The report recon

mends that EPA be given authority to take over as lead 

agency in radiation protection matters. The NRC staff 
was contacted by the Committee staff during preparation 

of its report concerning the general issue of HARM and, 

specifically, the disposition by the Commission of the 

NARM Task Force recommendation. The staff believes a 

Commission position on this issue should be established 

in the near future.
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Recommendations:

Coordination:

The staff recommends that the Commission approve: 

1. Preparation by the staff of a draft bill giving 
NRC regulatory jurisdiction over NARM.  

2. Transmittal of letters (substantially as shown 
in Appendix K) to the appropriate Congressional 
Committees informing them of the decision.  

3. Transmittal of letters (substantially as shown in 
Appendix J) to State and Territorial Health Officers, 
Radiation Control Program Directors, Federal Agencies, 
and manufacturers and distributors of NARM informing 
them of decision.  

The Office of the Executive Legal Director has no 
legal objections to the contents of this paper or the 
proposed letters. ELD notes and OPE concurs in the 
following: Any legislation designed to reduce duplica
tion and overlap in regulatory authority over NARM and 
vest additional regulatory authority in NRC would 
deprive EPA of some of its existing authority. Given the 
impact which extension of NRC Jurtsdiction to include 
NARM would have on the jurisdiction of other agencies, 
consideration might be given by the Commission to a more 
comprehensive reorganization of existing radiation 
protection authorities. Whether NRC efforts along these 
lines are confined to NARM or are more ambitious, some 
controversy will likely result. To the extent the recom
mendation would apply to uranium mill tailings, OPE does 
not concur. OPE comments are responded to in Enclosure L.  

The Offices of State Programs, Nuclear Material Safety 
and Safeguards, Inspection and Enforcement, and 
Standards Development concur in this paper. OGC has no 
comments.

Executive Director for Operations

Enclosures: 
See next page
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The Commissioners

Enclosures: 
Appendix A - Federal Register notice, NUREG-0301 

B - D.A. Nussbaumer July 1977 ltr to State and 
Territorial Health Officers Regarding 
NUREG-0301 

C - G. W. Kerr July 1977 ltr to All Agreement and 
non-Agreement States Regarding NUREG-0301 

D - D.A. Nussbaumer July 1977 Itr to Federal 
Agencies Regarding NUREG-0301 

E - D.A. Nussbaumer July 1977 Itr to Presidents of 
NARM Manufacturing and Distributing Firms 

F - Analysis of Public Comments on NUREG-0301 
G - Information Considered by the Staff 

Subsequent to NUREG-0301 
H - Evaluation of Options 
I Estimation of NRC Resources Needed 
J Letters to State and Territorial Health 

Officers, Radiation Control Program 
Directors, Federal Agencies and NARM 
Manufacturers and Distributors 

K - Letters to Congressional Committees 
L - OPE Comments and Response

Commissioners' comments should be rovided directly to the Office of the Secretary by 
close of business Monday, May 1, T978.  

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

April 21, 1978, with an information copy to the Office of the Secretary. If the paper 

is of such a nature that it requires additional time for analytical review and comment, 

the Commissioners and the Secretariat should be apprised of when commer; may be expected.  

This paper is tentatively scheduled for a briefing at an Open Meeting during the Week 

of April 24, 1978. Please refer to the appropriate Weekly Commission Schedule, when 

published, for a specific date and time.  

DISTRIBUTION 
Commissioners 
Commission Staff Offices 
Exec Dir for Operations 
Secretariat
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APPENDIX A 

FEDERAL REGISTER NOTICE, NUREG-0301



"NAlIIIlAI[Y OCC:IIIIII4NC AND At' "I'.  
I I ORIfllI-PRODUCED RADIOACirVL MA
I ELRIALS 

Tosk rorcn lnliort 

A N telli.hlr I •. i Ftl ii 4t11 4o I'' C :1tT I It.:. l 4l4 

"Tl;ek 1'ove f'in.- ; cini'llb tLi-l it rev,.,hv' ofI lh, 

zi:mtl.er of regulittilin of linhLirsily o .rur
rhig ntid nacclerntor-prxdoired rtillonc
tliv tiuaterlil.q. "1csr 1lintterl'i4 Are 1101, 

lrecsntly regulnted by Nlt(", ble:ie.r they 
(In lint come within the sco.pe of ULe d,.fl
niltiuns of nuclenr tnivterlikls It the 
Atomic. :nerry Act. The scope of the 
Atudy. as presrribcd for the Ttu:k Force.  
was limilLed to review of Federal and 
State regtlation of naturally occurring 
And accelern Lor-prodiuted radionctive 
materials. Sources of ionizing radlition 
Involving radIatlon-producing equip
ment. such ias X-ray machines, were not 
included in the study.  

The conclusions and recommendations 
of the Task Force are as follows: 

I. The regilation of naturally occuir

rIng and accelerator-produced radloac
tive material (NARM) is fragmented.  
non-uniform and incomplete at both the 
Federal and State level. Yet. these redio
active materinls are widely used--exclud
Ing those who would be exnnpt from 
lIrenw-tia. about 30,'-1 of All users of radin
active materials use NARM. There are in 
estimated 6.000 users of NARM.at pres
ent. The use of acclermtor-produced 
radioisotopes. paxticularly in medicine. is 
growing rapidly.  

2. Otie NARM radloisotope-'Ra-ts 
one of the most hazardous of radioactive 
materials. "Ra Is used by about V5 of all 
radioactive material users. Also. there are 
about 115.000 medical treatments using 
0"Ra each year.  

3. All of the 25 Agreement States and 
5 non-Atreement States have licensing 
programs covering NARM users. The 
Agreement States' progrrms for regulat
Ing NARM are comparable to their pro
grams for regulating byproduct, source 
and special nuclear mntcrials, under 
nacrcmcn t s with NRC. But there are 7 
Sta•tes, who exercise no regulatory con
trol over NARM users, nnd the remaining 
States have control programs qwhich are 
varinble In scope. There ore no national, 
uniformly nppelid propgrams to regulate 
the design, fnbrlcatlon and quality ol 
sources and devices containing NARMI 
or consumer products containing NARM 
which are distributed in interstat( 
r,nuln'CrrC..  

4 Naturnlly onccurring radionctive tna.  
terint Iexeept sq'rce material) nnssochitte, 
with the nuclear fuel cycle Is only par.  
tinily sublect to NRC rculatIlon. L.e.  
when it In nssoclated with source or spe 

ctal nuclear material being used under at 
active NRC license.  

.5.; ecatse of the fragmenited ond non 

uniform controls over radium and otlhe 
NARM. ilnormation on the Impact of th 
use of NARM on public health and safet 
Is fragmentary. Thus. it is difmlcult t 
know. In an overall sense. whether proix 
protection Is being provided to workel 
and the public. A number of the incideni 
involving NARM and other data. hov 
ever. which have come to the attentic 
of public health authorities give definh'

NOTIM .S

1.11110 111l1.01r; of' lttl~lefl' :111-y ItiIII 1 m :1||h[y 
w'',ev".lV,* Indlintlon 4 mvI'm;rtic of workers 
Illitl 11h0 I)blh'f(.  

TIlie w' "] it; ll -IiOre '''lllilcl Ol.hzl the" 
N~~ t ' :..•'kl'eIt ''l:h llive flllt hII tli y I i*'.o l Iln te 

lntim-illy orctirrit]•t aid nrcelerator
l~roduccd rndlionctihe nin j'riml.t for the 
re:aron that tld.ce IIIn-1n .1cm pinroill. Mh'
niflcatit rlttd•i.llon eximoitre potleitl.l'tl ulid 
lprscli- eoiltroln cre I1nif[rlittCll14iry anti 

non-imgiforun At both the State nnd Fed
ernl level.  

'hlle roI(llu)IIInin llcec 1h. oplor

tutit.y for public comumnient should be af
forded before the ConnmiLssion reachcs 
any dectsion on the Task Force recom
mendations. All interested persons who 
delre to submit written comencnLi on the 
repiort and it.• recommendations shouild 
send them by September 19, 1977. to the 

Secretary of the Commission. U.S. Nu
clear Regulatory Commission. Washing
ton, D.C. 20555. Attention: Dockcting and 
Service Branch.  

Copies of the complcte report are avail
able for inspection and copying at the 
Commirtslon's Public Document Room at 
1717 If Street NW., Washington. D.C..  
and at the Commission's local Public 
Document Rooms. Copies of the coin
menit received In response to this notice 
will be placed in the Commnission's Public 
Document Room In WVshington. as re
ceived. Single copies of the report may 
be obtained without charge, to the exteut 
of supply, by writing to the Division of 

Document Control, U.S. Nuclear Recula
tory Comuilssion. Washington. D.C.  
20555. Copies of the report NUREG-0301 
will he available for sale at the NaUonal 
Technical Information Service. Spring
field, Va. 22161.  

Dited at Washington. D.C.. this 8th 
day of July 1077.  

For the Nuclear Regulatory Commnis
sion.

I
SAMUEL J. CnHl~,I.  

Secretary o fhtc CommfLt(itOii.  

IFR Doe.77-21030 Flied 7 20-77:1' IS am I
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APPENDIX B

D.A. Nussbaumer 
Territorial Health

July 1977 ltr to State and 
Officers Regarding NUREG-0301



Ira L. ,'-ers, 1.C'., State 'ealth officer 
State P)epartment of Public "Caltth 
State W"fiMce !'uilrlinn 
I-Intgomery, AL 3•IG4 

1r'-ar Dr. r1yers: 
, U.S. 't'iclear Pegulatory Cn:,ission .(!PC) Task- Force has receritly 

completed a study on the regulation for health and safety of naturally 
occurring and accclerator-produced radioactive materials. These 
materials are not now regulated by ,ICC. t. , was requested by the States 
to seek authority to regulate these materials.  

The Task Force recorTend-d '*RC should seek such atithority. The ...ois
sion, recognizing the need for input from potentially affected persons 
and organizations, including State ,,-encies, as part of its deliberative 
Process is making the report available for public review. and comnent. A 
Federal Register notice will be published concerning this action.  

A copy of the Task Force report is enclosed. I am bringing it to your 
attentin because the States' present rentulatory role with respect to 
these materials could be affected if the recomended action is undertaken.  
A copy of this report has also been.sent to the head of the radiological 
health program in your Agency.  

Should you have any comments, please send them to the Secretary of the 
Commission, U.S. ..!clear Regulatory Conmission, W.ashington, D.C. 20.55, 
Attention: Docketing and Service rranch. Should you have any questions 
on this matter that you would wish to disc:uss, please contact me or 
.nel Lubenau, .rffice of State Prorjrams.  

Sincerely, 

D. P. '!ussbaumer, Assistant Director 
for Paterial Safety and Licensing 

Office of I.uclear Mlaterial Safety 
and Safeguards
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APPENDIX C 

G.W. Kerr July 1977 ltr to All Agreement and 
Non-Agreement States Regarding NUREG-0301



0.r. 11• UNITED SI ,11.  

I NUCLEAR REGULATOP Y*COMMISSION 

WASHINGTON, C. C. 2d555 

- JUL 15 1977 

Ref: SA/JOL 

All Agreement States and Non-Agreement States 

NRC TASK FORCE ON THE REGULATION OF NATURALLY OCCURRING AND ACCELERATOR

PRODUCED RADIOACTIVE MATERIALS 

I have attached a copy of an NRCTask Force report on the above subject.  

We are also sending copies to each State Health Officer (or equivalent).  

NRC was requested by the Agreement States in 1974 and by the Conference 

of Radiation Control Program Directors in 1975 to bring naturally occurring 

and aczelerator-produced radioactive materials under its jurisdiction. In 

response to these requests, NRC, in January 1976, established a task force 

to review the matter of regulation of these materials. Resource persons 

from the Agreement States, non-Agreement States, FDA Bureau of Radiological 

Health and EPA, also participated.  

The Task Force recommended NRC should seek legislative authority to 

regulate these materials.  

Because of the recognized need to properly interface with other Federal 

and State agencies on this matter, NRC is making the report available to 

government agencies and to the public for comment.  

A Federal Register notice announcing availability of the report and 

requesting public review and comment will be published shortly. We 

would appreciate receiving a copy of any comments you may file concerning 

the report.  

G. Wayn Kerr, Assistant Director 

for State Agreements Program 
Office of State Programs 

Enclosures: 
As stated
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-D.A. Nussbaumer July 1977 Itr to Federal 
Agencies Regarding NUREG-0301



w W

JUL~~ 

Eula Bingham, Ph.D.  
Assistant Secretary for Occupational 

Safety & Health 
Department of Labor 
Third Street & Constitution Avenup, N.W.  
Washington, D.C. 20210 

Dear Dr. Bingham: 

A U.S. Nuclear Regulatory Commission (NRC) Task Force has recently 
completed a study on the regulation for health and safety of naturally 
occurring and accelerator-produced radioactive materials. The !!RC does 
not have legislative authority to regulate these materials. '1RC was 
requested by the States to seek authority to regulate these materials.  

The Task Force recommended MRC should seek such authority. The Coninis
sign, recognizing the need for input fron potentially affected persons 
and organizations, including Federal Agencies, is making the report avail

able for public review and conmient. A Federal Register notice was 
published on July 14, 1977 concerning this action.  

A copy of the Task Force report ts enclosed. I am bringing it to your 
attention because your Agency was identified by the Task Force as an 

Agency having some regulatory interest, directly or indirectly, in this 
matter.  

Should you have any comments, please send them to the Secretary of the 
Commissioh, U.S. Nuclear Regulatory Commission, Washington, D.C. 20555,

Attention: Docketing and Service Branch.  

Sincerely, 

D. A. flussbaumer, Assistant Director 
for M.laterial Safety and Licensing 

Office of Nuclear MIaterial Safety_ 
and Safeguards



ADDRESSEE LIST

David H. Link, Acting Director 
Bureau-of Medical Devices & 

Diagnostic Products 
Food & Drug Administration 
5600 Fishers Lane 
Rockville, MD 20852 

Eula Binghams. Ph.D.  
Assistant Secretary for Occupational 

Safety & Health 
Department of Labor 
Third Street & Constitution Avenue, N.W.  
Washington, D.C. 20210 

Allan I. Roberts 
Director of Office of Hazardous 

Material Operations 
Department of Transportation 
400 Seventh Street, S.W.  
Washington, D.C. 20590 

Leonard Lehman 
Assistant Commissioner, Regulations 

& Customs 
U.S. Customs Service 
Department of the Treasury 
15th Street & Pennsylvania Avenue, N.W.  
Washington, D.C. 20220

John D. Clare, M.D.  
Chief, Medical. Director 
Dept. of Medicine & Surgery 
Veterans Administration 
81.0 Vermont Avenue, N.W.  
Washington, D.C. 20420

Harry M. Meyer, Jr., M.D., 
Bureau of Biologics 
Food & Drug Administration 
5600 Fishers Lane
Rockville, MD: 20852.

Director

Howard R. Roberts, Acting Director 
Bureau of Foods 
Food & Drug Administration 
5600 Fishers Lane 
RockviUe, MD 20852-

Hugh F. McKenna, Acting Associate 
Commissioner for Program Operations 

Social Security Administration 
6401 Security Boulevard 
Baltimore, MD 21235 

Edward J. Baler, Deputy Director 
National Institute for Occupational 

Safety & Health 
5600 Fishers Lane 
Rockville, MD 20852

William C. Watson, 
Assistant Director 
Center for Disease 
1600 Clifton Road, 
Atlanta, GA 30333

Jr.  
for Operations 
Control 
N.E.

Barbara Ludden 
Executive Assistant to the Chairman 
Consumer Product Safety Commission 
1750-K Street, N.W.  
Washington, D.C. 20207 

Edward V. Dorrey 
Senior Assistant Postmaster General, 

Opgrations 
U.S. Postal Service 
Washington, D.C. 20260 

J. Thomas Rosch, Director 
Bureau of Consumer Protection 
Federal Trade Commission 
Washington, D.C. 20580 

James M. Day, Administrator 
Mining Enforcement & Safety Administratior 
Department.of the Interior 
Washington D.C. 20240

L. L. Mitchell, Acting Exetutive Director 
Federal Supply Service 
General Services Administration 
Washington, D.C. 20406
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James R. Cowan, M.D.  
Assistant. Secretary of Defense 

(Health & Environment) 
Department of Defense 
The Pentagon 
Washington, D.C. 20301 

Warren K. Sinclair, President 
National Council on Radiation 

Protection & Measurements 
7910 Woodmont Avenue 
Bethesda, MD 20014 

John C. Villeforth, Director 
Bureau of Radiological Health (HFX-l) 
Food & Drug Administration 
5600 Fishers Lane 
Rockville, MD 20852 

William 0. Rowe, Ph.D., Deputy 
Assistant Administrator for 
Radiation Programs 

U.S. Envirornental Protection Agency 
401 M Street, S.W 
Washington, D.C. 20460 

James E. Leiss, Ph.D., Director 
Center for Radiation Research 
National Bureau of Standards 
Washington, D.C. 20234' 

James L. Liverman, Assistant 
Administrator 

Energy Research and Development 
Admi ni strati on 

20 Massachusetts Avenue, N.W.  
..Washington, D.C. 20545 

Rauer F• Meyer, Director 
Office of Export Administration 
Department of Commerce 
Washington, D.C. 20230
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D.A. Nussbaumer July 1977 ltr to Presidents of 
NARM'Manufacturing and Distributing Firm



UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

WASHINGTOR, D. C. 20555 

JULIO 97

Dear Sir:

A U.S. Nuclear Regulatory Commission (NRC) Task Force has recently 
completed a study on the regulation for health and safety of naturally 
occurring and accelerator-produced radioactive materials. These 
materials are not now regulated by NRC. NRC was requested by the States 
to seek authority to regulate these materials.  

The Task Force recommended NRC should seek such authority. The 
Commissioners, recognizing the need for input from potentially affected 
persons and organizations as part of its deliberative process is making 
the report available for public review and comment. A Federal Register 
notice will be published concerning this action.  

A copy of the Task Force report is enclosed. I am bringing it to your 
attention because your organization may be a distributor or manufacturer 
of these materials or devicesdontaining these materials, and therefore 
has a potential interest in this matter.

Should you have any comments for the 
the Secretary of the Commission, U.S.  
Washington, D.C. 20555, Attention:

public record please send them to 
Nuclear Regulatory Comission, 

Docketing and Service Branch.

Sincerely, 

D. A. Nussbaumer, Assistant Director 
for Material Safety and Licensing 

Office of Nuclear Material Safety 
and Safeguards

Enclosure: 
As Stated
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Varian. Associates 
Vacuum Division 
121 Hartwell Avenue 
Lexington, Massachusetts 02173 

Nuclear Associates 
35 Urban Avenue 
Mestbury, New York 11590 

0 

Picker Corporation 
595 Minor Road 
Cleveland, Ohio 44143 

Fisher Scientific Company 
7722 Fenton Street 
Silver Spring, Maryland 20910 

General Electric 
Medical Systems 
4855 Electric Avenue 
Milwaukee, Wisconsin 53219 

Stratitrol Corporation 
1030 West Ellsworth Avenue 
Denver; Colorado 80323 

Alnor Instrument Company 
7301 North Caldwell Avenue 
Niles, Illinois 60648 

Minneapolij-Honeywell 
Regulator Company 
Minnesota Research Center 
10701 Lyndale Avenue South 
Bloomington, Minnesota 55420 

Lustrolite Cleveland Corporation 
(Presently Brilliant Electric Signs,'.Inc.) 
1151 Main Avenue 
Cleveland, Ohio 44113 

New Enkland Nuclear Corporation 
549 Albany Street 
Boston, Massachusetts 02118 

Entronic Corporation.  
4348 Riverline Drive 
Earth City, MO 63045 

Coastal Radiation Services, Inc.  

4117 Rhoda Drive 
Baton Rouge, Louisiana 70816 

Mine Safety Appliances Company 
201 North Braddock Avenue 
Pittsburgh, Pennsylvania 15208

:enco Instruments Corporatidn 
2600 South Kostner 
Chicago, Illinois 60623 

BRK Electronics, Inc.  
525 Rathbone Avenue 
Aurora, Illinois 60538 

Atomic Products Corporation 
P.O. Box 657 
Center Moriches, New York 11934

Clinical Assays, Inc.  
237 Binner Street 
Cambridge, Massachusetts 02141

International Chemical and Nuclear 
Corporation 

2727 Campus Drive 
Irvine, California 92664

Interex Corporation 
3 Strathmore Road 
Natick, Massachusetts 01760

uochiki America, Corporation 
21804 Belshire Avenue 

Hawaiian Gardens, CA 90716

John U. Hidalgo 
1209 Lair Avenue 
"Metairie, Louisiana 70003

3M Company 
Minnesota Minning and Manufacturing 
3M Center Street 
St. Paul, minnesota 55119 

E.R. Sqsibb And Sons, Inc.  
P.O.Box 4000 

- Princeton, Nev Jersey 08540 

Fire Alert 
bivision of Walter-Kidde 

and Co., Inc.  
Wheatridge, CO 80033 

Vijor, Bergeon Bestfit 
B. Jadow & Sons Inc.  
53 W. 23rd Street 

f ew York, New York 10010 

Victoreen Instrument Company 

10101 Woodland Avenue 
Cle-eland, Ohio 44104



$oiltest, Inc.  
2205 Lee Street 
"Evanston, Illinois 60202 

United Engineers 
Automation Division of Black, 

Sivalls and Bryson, Inc.  
7455 East 46th Street 
Tulsa, Oklahoma 74145 

Glowall Corporation 
Easton and Dansville Road 
Willow Grove? Pennsylvania 19090 

Gerald A. Leifchild 
1409 West Helman Avenue 
Alhambra, California 91803 

Isotope Products Labs 
1800 North Keystone Street 
Burbank, California 91504 

Radiation Detection Co.  
162 Wolfe Road 
Mountain View, California 94088 

Kay Ray, Inc.  
516 West Campus Drive 
Arlington Heights, Illinois 60004 

Unite, Inc.  
305 Kansas Avenue 
Brewster, Kansas 67732 

Campbell Pacific Nuclear Corporation 
124 Buchanan Circle 
Pacheco, Calfornia 94553

Environmental.Sciences 
2722 Campus Drive 
Irvine, Calfornia 92664 

Valtron, Inc.  
2 Colorow Drive 
P.O. Box 324 
Morrison, Colorado 80465 

American BioMedical 
Bionuc~lear Division 
7777 Forest Lane 
Houston, Texas 75230 

Columbia Scientific 
Industries Corporation 
P.O.'box 9908 
Austin, Texas 78766

Universal Securicy inscruments, inc.  
2829 Potee Street 
Baltimore, Maryland 21225 

U.S. Nuclear Corporation 
a Division of International Chemical 

and Nuclear Corporation 
801 North Lake Street 
Burbank, California 91503

Louis Ried, Jr.  
195 Panvnew Drive 
Boulder, Colorado 80303

Security Engineering Co., Inc.  
4432 Woodlark Center 
Clemen, North Carolina 27012 

Notifier Corporation 
3700 North 56th Street 
Lincoln, Nebraska 68504

Amersham/Searle Corporation 
2636 South Clearbrook Drive 
Arlington Heights, Illinois 60005

Health PhysicseAssociates Ltd.  
2356 Skokie Valley Road 
Highland Park, Illinois 60035

Searle/Anaitic 
2000 Nuclear Drive 
Des Plaines, Illinois 60018

Austin Science Associates, Inc.  
5902 West Dee Caves Road 
Austin, Texas 78746 

Gulf Nuclear Inc.  
P.O.. Box 5866 
Houston, Texas 77058 

Mettler Instrnment Corporation 
Princeton Itoad 
Heightstown, New Jersey 08542 

C-E Invalco 
1350 Lewisville Road 
Tulsa, Oklahoma 74145 

Sargent-Welch Scientific Company 
"7300 iUnder Avenue 
Skokie, Illinois 60076 

Radiation Materials Co., Inc.  
124 Calvary Street 
Waltham. Mas-"'--'



Source Production & Equipment Company 
625 Oxley Street 
Kenner, Louisiana 70062 

Stock Equipment Company 
731 Hanna Building 
Cleveland, Ohio 44115 

Dr. J.Goldstein 
Medi-Physics 
5801 Christie Ave.  
Emoryville, Ca. 94708 

Parckard Instrument, Co., Inc.  
2200 Warrenville Road 
Downers Grove, Illinois 60515 

Tracor, Inc.  
7500 Traco Lane 
Austin, Texas 78721 

Texas Nuclear Corporation 
P.O. Box 9267 
Austin, Texas 78766 

Gearhart-Owen Industries, Inc.  
1100 Everman Road 
Fort Worth, Texas 76101 

Gammatron, Inc..  

Nuclear Sources and Services 
5707 Etheridge Road 
Houston, Texas 77017 

Troxler Electronic Laboratorier, Inc.  
P.O. Box 12057 
Cornwallis Road 
Research Triangle Park, North Carolina 

27709 

Abbott Laborat6ries 
-1400 Sheridan Road 
North Chicago, Illinois 60064

Nuclear Research & Development Co.  
Nuclear Instruments and Accessories 
P.O. Box 1261 
Berkley, Michigan 48072 

American Nuclear Products 
1232 East Commercial 
Springfield, Missouri 65803

Scientific Products 
1430 Waukegan Road 
McGaw Park, Illinois 60085

Princeton Gamma-Tech, Inc.  
Box 641 
Princeton, New Jersey 08540 

Internetics, Inc.  
2275 Southwest Temple 
Salt Lake City, Utah 84119

Dynamics, Inc.  
2125 Ivy Square 
Charlottesville, Virginia 22903

Radiu Chemical Company 
161 East 42nd Street.  
New York, New York 10017 

Ranger Electronics Corporation 
P.O. Box 863 
Alva, Oklahoma 73717 

Seaman Nuclear Corporation 
3846 West Wisconsin Avenue 
Milwaukee, Wisconsin 53208
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APPENDIX F 

ANALYSIS OF PUBLIC COMMENTS ON NUREG-0301 

In July, 1977, NUREG-0301, "Regulation of Naturally Occurring and 

Accelerator-Produced Radioactive Materials" was published. A Federal 

Register notice requesting public review and comment was printed 

July 21, 1977. Two hundred persons in State and Federal Government, 

private industry and other sectors were contacted individually. In 

response, the following correspondence was received (PR-Misc 

[42 FR 37458)): 

Respondent Abbreviation Docket No.  

Robert Alan Parker RAP 1 

Virginia Department of Health Va. 2 

Zampbell Pacific Nuclear CPN 3 

Oregon Department of Human Resources Ore. 4 

Rio Algom Corporation RAC 5 

U.S. Department of Interior 
Mining Enforcement & Safety 
Administration MESA 6 

U.S. General Services Administration GSA 7 

U.S. Environmental Protection Agency EPA 8 

Amersham Corporation AC 9 

U.S. Department of Health, Education 
and Welfare,.Center for Disease 
Control, National Institute for 
Occupational Health & Safety CDC-NIOSH 10 

American College of Nuclear Physicians. ACNP 11 

Arkansas Department of Health Ark. 12 

New England Nuclear NEN 13
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Respondent 

National Council on Radiation Protection 
and Measurements 

U.S. Department of Health, Education, & 
Welfare, Food & Drug Administration 

Westinghouse Electric Corporation 

New York State Energy Office 

American Iron & Steel Institute 

U.S. Department of Commerce, National 
Bureau of Standards 

Dielman Consultants, Inc.  

University of Minnesota 

Colorado Department of Health (2 letters) 

Southern Interstate Nuclear Board 

Illinois Department of Public Health 

U.S. Department of Energy

Abbreviation Docket No.

NCRP 

FDA 

W 

NY 

AISI 

NBS 

DCI 

UMinn 

Colo.  

SINB 

Ill.  

DOE

14 

15 

16 

17 

18 

19 

20

* "Comments were not addressed to Secretary of Commission, 

Attention: Docketing and Service Branch. Records Facility 

Branch, ADM were furnished copies and requested to handle 

as responses to PR-Misc. (42 FR 37458).  

** Comment received two months after expiration of comment 
period. Copy was furnished to the NRC.PDR.
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Detailed analysis of the comments follow below. A summary of the 
comments appears in Table F-1. The commentor's abbreviations in 
parenthesis refer to responses which best represent the particular 
comment.  

Support of the task force recommendation was expressed by 84% (21 of 
25) of the comments received. Eight (8) expressed unreserved support 

(NBS, NY). Thirteen (13) others expressed varying degrees of qualifica
tion of the support. The most frequently expressed qualification con
cerned the need to provide NRC with adequate staff to handle the regu
lation of NARM (AC). Two respondents opposed the recommendation 
(EPA, W). Two respondents provided comments but took no position 
(CDC-NIOSH, UMinn).  

State Comments 

Six (6) states commented. All supported the recommendation but 

two states raised questions which concerned how NRC would recognize 
state programs (Va.and N.Y.) and the NRC staffing required to handle NARM 

(Ill.). One state noted minor technical errors in the report (Colo.).  

Federal Agency Comments 

Twenty-two (22) Federal Agencies, other than NRC, were identified 

in the report as having possible regulatory interests in NARM and 

were contacted by letter from the task force chairman (see Appendix D).  

Seven (7) responded. GSA and NBS fully supported the recommendation.  

NBS noted that the recommendation was identical to NBS's comments to 

OMB regarding EPA's proposed bill to regulate naturally occurring 

radioactive materials (see below, concerning EPA's comments).  

The Department of Interior's Mining and Enforcement and Safety 

Administration (MESA) endorsed the recommendation but requested 

clarification of NRC regulatory role over mines. This need for 

clarification was expressed by CDC-NIOSH.  

FDA stated that, "As a long range goal, it appears logical to 

include all radioactive material under the authority of one agency 

with the intent of having one national, uniformly applied program to 

control user radiation safety and to set performance standards
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for products and devices, regardless of the origin of the radioactive 

material." FDA also stated, "As a long term goal, Federal regulatory 

control should be sought for imported NARM items, exempt NARM items and 

all NARM items manufactured and used in non-licensing States." FDA, 

however, believes a voluntary FDA-State cooperative program currently 

under development should be completed and time given to implement 

and evaluate this collaborative approach.* (FDA's letter is attached 

to this Appendix as Attachment 1.) 

* The FDA-State program involves a voluntary, cooperative effort by 

the states to regulate NARM. The Suggested State Regulations for 

Ra'diation Protection provide the regulatory model. "NARM Guides" have 

been developed which provide regulatory guidance to the states, and 

also provide assistance to manufacturers, assemblers and distributors 

with regard to radiation safety aspects for NARM sources and products.  

These documents have been developed as a result of cooperative efforts 

involving the states, FDA, NRC, and EPA. NRC has concurred in the 

Suggested State Regulations (they provide the basis for developing 

Agreement State regulations) and in the NARM guides (these are compar

able to existing NRC regulatory practices for by-product, source 

and special nuclear materials).  

This program has been an invaluable interim asset to those States 

which have chosen to establish regulatory, and in particular licensing, 

programs for NARM. The Bureau of Radiological Health and the partici

pating States deserve commendation for undertaking and supporting this 

program. Despite some significant inherent deficiencies, as noted below, 

it has served as a technical information clearing house on NARM sources.  

Much of the work already accomplished can be directly applied in a more 

formalized regulatory program.  

The system, however, already is subject to weakness that prevents it from 

providing an adequate regulatory basis for controlling NARM.  

NUREG-0301 reported that seven states have neither a licensing nor 

registration program for NARM and no comments were received differing 

with this view (including from these 7 states). There are no incentives 

identified in the FDA program which would cause development of even 

minimal regulatory programs in these states or to maintain adequate 

programs in other states. One State - New York - because of budget 

constraints for several years has not evaluated NARM sealed sources and 

devices. New York does perform such evaluations for radioactive materials 

covered by the Section 274 Agreement with the State in fulfillment 

of that Agreement. (NARM is not covered by current Section 274 Agree

ments.) The absence of such evaluations by New York is significant.  

Radium Chemical Co., New York, is a major U.S. supplier of sealed radium 

and radon sources for medical, industrial and-research users and still 

supplies radium luminous compounds. (Footnote continues on next page).



F-5

The Department of Energy (DOE) supported the recommendation, noting 
that such action would lead to a single regulatory agency responsible 
for all radioactive material and this would be consistent with the 

International Atomic Energy Agency (IAEA) model regulatory code 
developed in conjunction with the World Health Organization (WHO) 
which treats all radioactive materials. DOE also noted the need for 

NRC to properly plan for'disposal of radium wastes.  

One Federal Agency did not take a position on the recommendation 
(cDC-NIOSH).  

The U. S. Environmental Protection Agency opposed the recommendation 
(EPA). EPA stated, "...we believe there is available within EPA the 
necessary authorities io provide radiation protection from naturally
occurring radionuclides. Currently we are developing an overall plan 

and rationale to draw those authorities administered by EPA into a 
consistent program of uniform regulations which preclude the need 

for further regulation." With respect to uranium mill tailings, 
EPA noted it was meeting with NRC to assure adequate public health 
protection with proper regard to the roles of each Agency and that 
the recommendation, as applied to mill tailings, would duplicate 
EPA authorities under the Resource Conservation and Recovery Act 

and Clean Air Act Amendments. EPA also expressed the view that Congress 

has purposefully intended that NRC's mission be limited to "fission 

related facilities, materials and by-products." (EPA's letter is 

attached to this Appendix as Attachment 2.)** 

The staff noted that the voluntary FDA-State program does not address 

two areas that-need Federal - not State - action for effective control: 

Importing of NARM and surplusing and other supplying of tNARM by 
Federal Agencies.  

Lastly, the staff does not believe that effective control over NARM 

used in consumer products will be obtained through a voluntary 

Federal-State program having the deficiencies just cited.  

**As noted in NUREG-0301, EPA proposed a bill to directly regulate 

naturally occurring radioactive material s. The EPA comment contained no 

reference to its proposed bill, and, on the surface, stands in apparent 

contradiction to EPA's action early in 1977 when it proposed legislation 

to provide additional authority for itself over naturally occurring 

radioactive materials. The EPA comment also did not specifically speak 

to accelerator- produced radioactive materi al s.

U
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The staff examined the statutes identified in the EPA comments and has 

concluded that EPA's statement that, "Existing law... provides EPA with 

a variety of authorities to control NARM in environmental media, wastes, 

effluents, emissions, and as a toxic material in products..." is essential

ly correct. (Summaries of the staff review of these statutes are 

attached to this Appendix as Attachment 3.) 

The task force, in its report, did not find that these various authori

ties had been effectively implemented. This view is consistent with 

a General Accounting Office report concerning EPA's radiation protection 

program, dated January 20, 1978. * (The GAO summary of its report is 

attached as Attachment 4.) 

Even if EPA were effectively implementing its authorities -- and it is 

not -- the task force pointed out in its report that the regulation 

of some radioactive materials under the Atomic Energy Act, as amended, 

and other materials under other statutes is a division of Federal 

regulatory authority that is unrelated to hazard. Rather, it is the 

result of Congressional concerns in 1946 and the immediately following 

years to narrowly focus on the perils of the atomic bomb and the problems 

related to control of material associated with the fission process.  

NARM was excluded from the Atomic Energy Act. In the succeeding years, 

a need for regulating NARM in various activities became recognized.  

Since the Atomic Energy Act excluded NARM, authority for Federal regula

tion of these materials has been included in various legislation affect

ing other Federal agencies including EPA.  

It can be reasonably argued that such division of authority, in addition 

to being subject to unequal levels of effort to implement them, also 

entail inefficiencies that result from the need to create and maintain 

qualified staff and programs in each.of the affected agencies.  

Thus, thequestion of seeking authority for NRC to regulate NARM, requires 

not only consideration of whether there is.existing, adequate Federal 

authority to regulate these materials, but also consideration of the 

questions of whether or not other Federal agencies are adequately 

carrying out their existing responsibilities in this area and what 

Federal approach represents the best in economies and efficiency.  

Assuming this to be an appropriate framework in which to analyze the EPA 

comment, simple existence of regulatory authorities for other agencies 

is not sufficient reason to dismiss further consideration of the task 

force recommendation.  

• Contrary to the recommendation in this paper, the GAO report, which 

focuses on EPA's responsibilities, recommended that this deficiency 

be remedied by strengthening EPA's authority and resources for 

controlling environmental exposure to radiation.
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Weight must also be given to the fact that States did not make a 

general request of the Federal Government to act, nor did the States 

approach any other Federal agency. Rather, this agency was specifically 

named and asked to extend its authority over NARM.  

Logically, the NRC is the most appropriate Federal agency to regulate 

NARM since it presently regulates radioactive materials other than NARM 

(which present similar radiation protection problems) and already has 

in place the organizational structure, regulations and licensing and 

inspection procedures necessary to conduct a regulatory program over 

NARM. In addition, it has the authority to transfer its regulatory 

responsibilities to the States when it finds the States have established 

regulatory programs that are adequate and compatible with those of the 

NRC.  

No responses were received from the other 15 Federal agencies, including 

the Occupational Safety and Health Administration and the Consumer Product 

Safety Commission.  

NARM Manufacturers and Distributors 

Seventy-two (72) manufacturers and distributors of NARM were contacted 

and asked to comment on NUREG-0301 (see Appendix E). Most of these were 

identified from a reference manual of NARM sources and devices maintained 

by FDA's Bureau of Radiological Health.* 

Three (3) provided comments and all supported the recommendation.  

One comment stated, "There has long-been a program of sales pressure on 

consumers to buy the radium devices because it is '...so safe it doesn't 

even require a license' ... Such equipment was, in fact, usually higher 

in external radiation than comparable Byproduct Material devices and 

with questionable internal safety features." (CPN).  

Other Industrial 

Three (3) responses were received from other members of the industrial 

sector. Two (2) supported the recommendation including a uranium mine 

and mill operator (RAC).  

One respondent opposed the recommendation (W) stating, in part, "In the 

absence of regulation, conscientious users will remain conscientious; 

despite the presence of regulations, careless users will continue to 

find ways to cause problems... We question whether any small incremental 

improvements in the control of NARM brought about by NRC regulation 

will offset the costs of instituting across-the-board regulatory machinery 

in one-half of the nation." 

* Uranium mine and mill operators were not included.
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Professional Societies 

One professional society responded and concurred with the recommendation 
(ACNP).  

Other 

NCRP supported the recommendation to the extent that it applied to 

accelerator- produced radioactive materials but withheld endorsement 

as it applied to naturally-occurring radioactive materials. NCRP 

felt additional clarification of roles of the different regulatory 

agencies in regulating these materials was needed.  

The Southern Interstate Nuclear Board (SINB) and the Anerican Iron 

and Steel Institute (AISI) expressed support.  

Support was expressed by a private citizen (RAP).  

Comments were received from one respondent concerning radium, 

uranium and thorium-230 in coal and requesting sponsorship of 

studies in this area (UMinn). No views were expressed on the 

recommendation. (NMSS has sent a reply referring his request 
to EPA and OSHA.)
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Table F-i 

Summary of 

Analysis of Public Comments on NUREG-0301 

Recommendation that NRC Seek Regulatory 
Authority over NARM

Respondent 

Federal Agencies 

State Agencies 

NARM Manufacturers 
& Distributors 

Other Industrial 

Professional Societ: 

NCRP 

Other 

Totals

y

Qualified 
Support or 

Full Agreement No 
No. Responses Agreement w/Comment Disagree Position 

7 2 3 1 1 

6 3 3 0 0

3 

3 

1 

1 

4

1 2 

1 1 

0 1 

0 1 

1 2 

21

0 
1 

"0 

0 

0.  

--T

0 

0 

0 

0 

1



Attachment 1

DEPARTMENT OF HFIALTH. LDUCATION. AND WELFARE 
PIMLIC I- AL rt SE FWVICE 

F"OO AN)D.DUG AOMINISTRATION L 
"flOCKVILLE. 4AqVLA,4O 2"1J 

Secretary of the Commission - r :.*.  
U.S. V1uclear Regulatory Commission .;U*.:~1 
Washington, D.C. 20555 PRU"OM;ED 3 

Attention: Docketing and Service Branch 

Gentlemen: 

In response to the Federal Register notice of July 21, 1977 (42 FR 37458), 
we offer our corments on the report, "Regulation of Naturally Occurring and 
Accelerator-Produced Radioactive Materials-A Task Force Review." 

In April 1977, our Bureau of Radiological Health (BRH) commented on an earlier 
draft of this report which did not include the conclusions and recommendation 
of the Executive Summary contained on pages 3-4 of the final report. Therefore, 
we have limited our response mainly to general comments because our specific 
comments have' already been considered by the Task Force.  

As a long-ra=ge goal, it appears logical to incl,.de all radioactive material 
under the au-hority of one agency with the intent of having one national, 
uniformly applied program to control user radiation safety and to set performance 
standards for products and devices, regardless of the origin of the radioactive 
material.  

In pursuing the goal of obtaining Federal legislative authority to regulate 
naturally occurring and accelerator-produced radioactive materials, it is 
suggested that consideration be given to the following: 

1. 'Upon the recomendation of Workshop No. 7 of the Seventh Annual 
.National Conference on Radiation Control in 1975, the Executive 

Committee of the conference appointed Task Force No. 1: 

"To develop the criteria needed to perform an adequate 
evaluation of devices, sealed sources, foils, dials, and 
matrices which contain naturally occurring or accelerator
produced radioactive material (NARM) and factors regarding 
their interstate distribution. By means of these criteria 
to provide a mechanism for State-Federal co:.trol of the 
manufacture and distribution of subject sources and products 
not covered under the Atomic Energy Act." 

This Task Force is composed of State personnel representing the 
Conference of Radiation Control Program Directors (CRCPD) and 
representatives of the Nuclear Regulatory Commission, the Environ
mental Protection Agency, and the Bureau of Radiological Health, FDA.  
The Task Force has met several times over the past two years and 
has developed a set of NAflN Guides as part of a nationwide system 
for the uniform evaluation and control of products containing NARM 
(which, includes the Radioactive N:atetials Reference Manual and the
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cooperative efforts of the States and the Federal Government.  

The NAN' Guides will also provide assistance to manufacturers, 
assemblers, and distributors regarding radiation safety aspects 
for VTARM sources and products. Uniform application of the NARM 

Guides by radiation control agencies will serve to promote 
radiological safety in the manufacture, assembly, and distribu
tion of NAR1 sources and products.  

It is important that this vpluntary AR.M program which has received 
a great many man-hours of effort in its development by members of 

the CRCPD, TTRC, EPA, and DRH be supported by the participating 
groups and given sufficient opportunity to function now that work 
on the VAR1 Guides has been completed. The NARK! Guides were not 

available in 1974 when the Agreement States recommended Federal 
legislation governing naturally occurring and accelerator-produced 
radioactive material. The States through the CRCPD have now indi

cated their support of the NAP14 Guide program.  

As a long-term goal, Federal regulatory control should be sought 

for *iported NAP14 items, exempt 1NAR itezs, and all.A1M items 

manufactured and used in non-licensing States. However, the 
process of seeking legislative authority for Federal control of 

NARY, at this time should not detract from continued development 

of •t- voluntary State-Federal cooperative NAIR1 program. The 

voluntary NAM! program should be compatible, to the extent possible, 

with the Federal NA1 zontrol program %hich is io be developed in 

the future. Therefore, supporting and strengthening the voluntary 

.1mt! program at this time should contribute toward development of 

the Federal NKARM control program as a long-range goal.  

2. Although the Task Force report reflects considerable effort and 

provides a useful overview of the current status of agency 

responsibilities and limitations in the control of AR1M material, 

it appears that there is a lack of sufficient current data to 

justify and serve as the basis for requiring a new Initiative 

of Federal legislative authority to establish a regulatory control 

program. Much of the data in NUREG-0301 was taken from an FDA 

report (FDA 72-8001) published in 1971-and based on a study now 

almost tcn years old. Considerable portions of this latter report 

were based on initial surveys of users made by State agencies during 

the 1950's and 1960's when State radiation control programs were 

Just developing.  

The report points out that various Federal Agencies have authority 
for control over various aspects of the use of NAM and correctly 

notes that these agencies have not instituted specific controls.  

The report fails to note, however, that when specific actions were
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proposed at the Federal level, it was not-possible to show that 
the use of NAPM4 represents sufficient hazard to the public to 

warrant action when compared to other agency priorities.  

"The Task Force report provides a basis for a further study on the 
comparative effectiveness and costs of a Federal licensihg program 

versus a voluntary State-Federal program to assure the health and 
safety of the public in the use of the radioactive materials. The 

Task Force report provides no data on actual radiation hazards or 

injuries due to NAW4, by-product, source, or special nuclear 

materials upon which to make a comparative hazard analysis. A further 

study would evaluate the effectiveness of the voluntary Federal-State 

NAAR• program. The Food and Drug Administration would be interested in 

participating in such .a study, which should be accomplished with 
the support of all interested Federal Agencies as well as the CRCPD.  

3. As indicated in the report, the FDA has authority to regulate medical 
radiation sources under the Medical Device Amendments of 1976 (Public 
Law 94-295, 90 Stat 539-583) of the Federal Food, Drug, and Cosmetic 
Act. This authority would include nedical radiation sources containing 
NA&KI. BRH is the lead Bureau in FDA dealing with manufacturers of 
the following types of medical devices: (a) all medical devices 

which are electronic products subject to the Radiation Control for 

Heal.h and Safety Act (x-ray machines, medical. lasers, microwave and 
acoustic devices); (b) medical devices other than electronic devices 
su. ect to the Radiation Control for H.ealth and Safety Act of 1968 
but w'hich emit ionizing radiation essential to their intended function 
(cobalt-60, teletherapy, brachytherapy sources, etc.); and (c) 
accessories or components of products falling under categories (a) 
or (b) which may influence the quantity, quality, or direction of 
the radiation emitted or produced (x-ray film, screens, image receptors, 
film processor3, nuclear medicine scanners, etc.). We believe the 
second'pýaragraph on page 30 of the NRC Task Force report may give the 
impression that BEH is only involved with voluntary recommendations in 
this area, whereas they are responsible for a regulatory program 
under the authority of the Medical Device Amendments for the types 
of medical devices indicated above.  

Under (1) of Conclusions on page 43 of the report, the impression 
may be given that FDA'does not have authority fc:_" pre,-market approval 
of 1*Ar! radioactive medical sources under the Medical Device Amend
ments of 1976. The statement should be clarified by deleting the 
* following sentence: "There is no Federal program requiring pre-market 
approval of NARM radioactive medical sources or requiring the sources 
to conform with specified manufacturing and quality control standards." 
The classification of medical devices is actively under development by 
FDA as is the promulgation of regulations on "%ood manufacturing prac-



Secretary of the Commission

tice." The FDA classification program involves a systematic 
examination of the risk of injury and will provide a reasonable 
basis for the decision on requiring Federal pre-market approval.  

At the top of page 30 discussing regulatory functions of the 
Department of Health, Education, and Welfare, the impression 
is given that only the regulations of Agreement State programs may 
be exempted from preemp~tion at this time. The proposed rule 
regarding exemption from preemption under Section 521 of the 
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360k) indicates 
that State or local requirements applicable to medical devices 
would be preempted only when a corresponding FDA requirement becomes 
applicable to a particular device by operation of the Act (see 
42 FR 30383; June 14, 1977). Therefore, at the present time, the 
regulations of non-agreement States would not be preempted because 
FDA has not imposed any corresponding requirements under the Federal 
Food, .Drug, and Cosmetic Act.  

In summary, we would like to stress the NARM program being developed in coopern
tion with the CRCPD and the Federal Agencies--NRC, FDA, and EPA. The States 
through the CRCPD have indicated their support of the NARM Guide program. The 
NARM Guides were not developed in 1974 when the Agreement States recommended 
Federal i-.;islation governing naturally occurring and accelerator-produced 
radioactive material. However, developmental work has now been completed 
on this project, and time is needed to evaluate the effectiveness of this 
collaborative approach. We would be interested in participating in such 
an evaluation which should provide a firm basis for determining whether Federa.'.  
legislation may be. needed in the future. This should be accomplished with 
the support of all interested Federal Agencies as well as the CRCPD.  

Sincerely yours, 

Joseph P. File 
cAssociate Commissioner for Compliance

4
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Appendix F, Attachment 3

STATUTE SUMMARIES 

I. Toxic Substances Control Act 
Public Law 94-469, October 11, 1976, 90 Stat. 2003, 15 U.S.C.  
§ 2601 et seq.  

The purpose of the Toxic Substances Control Act is to prevent 
unreasonable risks of injury to health or the environment associated 
with the manufacture, processing, distribution in commerce,,use, or 
disposal of chemical substances and mixtures. The Act is designed to 
fill a number of regulatory gaps which currently exist, such as pre
market scrutiny of chemical substances prior to first manufacture, 
direct regulation of chemical substances, and consideration of all 
risks associated with chemical substances.  

The Act gives EPA broad authority to (1) require the development 
by manufacturers and processors of adequate data with respect to the 
effect on health and environment of chemical substances which they 
manufacture or process, (2) regulate hazardous chemical substances and 

mixtures, namely those with respect to which the Administrator has 
found that there is a reasonable basis to conclude that the manufacture, 

processing, distribution in commerce, use, or disposal thereof presents 

or will present an unreasonable risk of injury to health or the environ

ment, and (3) to carefully control, through court-ordered seizure or 

other relief when necessary, chemical substances or mixtures or any 

article containing such substances or mixtures which present imminent 
hazards.  

The term "chemical substance" is defined in the Act as "any organic 

or inorganic substance of a particular molecular identity, including-

(1) any combination of such substances occurring in whole or in part 

as a result of a chemical reaction or occurring in nature,.and (ii) any 

element or uncombined radical." The term "chemical substance" does 

not include mixtures which are separately defined, in part, as "any 

combination of two or more chemical substances if the combination does 

not occur in nature and is not, in whole or in part, the result of 

a chemical reaction; ... " Although source, byproduct and special nuclear 

niaterial are expressly excluded from the definition of "chemical 

substance", NAR14 clearly falls within the scope of the definition.  

Thus, EPA has authority to regulate NARM in accordance with the pro

.visions of the Toxic Substances Control Act. -
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II. Resource Conservation and Recovery Act of 1976 
Public Law 94-580, October 21, 1976, 90 Stat. 2795, 42 U;S.C.  
6901 et seq.  

The objectives of this Act, which is administered by EPA and 

amended the Solid Waste Disposal Act are to (1) assist counties, cities 

and States in the solution of the discarded materials problem; (2) pro

vide nationwide protection against the dangers of improper hazardous 

waste disposal; and (3) spark a cooperative effort among Federal, 

State and local governments and private enterprise to recover valuable 

materials and energy from solid waste. The Act defines "solid waste" as.  

"...any garbage, refuse, sludge from a waste treatment plant, 

water supply treatment plant, or air pollution control facility 

and other discarded material, including solid, liquid, semi

solid, or contained gaseous material resulting from industrial, 

commercial, mining, and agriculture operations, and from 

community activities, but does not include solid or dissolved 

material in domestic sewage, or solid or dissolved materials 

in irrigation return flows or industrial discharges which are 

point sources subject to permits under section 402 of the 

Federal Water Pollution Control Act, as amended (86 Stat.  

880), or source, special nuclear, or byproduct material as 

defined by the Atomic Energy Act of 1954, as amended (68 
Stat. 923)." 

Hazardous waste is defined as: 

"...a solid waste, or combination of solid wastes, which 

because of its quantity, concentration, or physical, 
chemical, or infectious characteristics may-

"(A) cause, or significantly contribute to an increase 

in mortality or an increase in serious irreversible, 
or Incapacitating reversible, illness; or 

"(B) pose a substantial present or potential hazard to 

human health or the environment when improperly treated, 

stored, transported, or disposed of, or otherwise 
managed." 

Subject to'certain exceptions, any NARM contained in discarded 

material resulting from industrial, commercial, mining, and agriculture 

operations and from community activities would be considered solid 

waste within the meaning of the Act, However, the statutory definition 

of solid waste would not include NARM found in solid or dissolved 

form in domestic sewage or in irrigation return flows or NARM found
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in industrial discharges which are point sources subject to permits 

under section 402 of the Federal Water Pollution Control Act, as amended.  

Any NARM found to be solid waste within the meaning of the Act, would 

in most instances, in our opinion, also meet the statutory definition 
of hazardous waste.  

Under the provisions of the Resource Conservation and Recovery 
Act, EPA has jurisdiction over uranium mill tailings because solid 

waste is defined to include discarded material from mining activity 

and uranium mill tailings do not qualify as source, byproduct or 

special nuclear material.  

EPA's regulatory responsibilities with respect.to hazardous wastes 

are set out in Subtitle C. of the Resource Conservation and Recovery 

Act. Any NARM determined to be hazardous waste would be subject to 

regulation by EPA pursuant to this authority..  

The relationship between the Resource Conservation and Recovery 

Act and other federal laws is specifically provided for in section 

1006 of the Act which states in part: 

"Nothing in this Act shall be construed to apply to ... any 

activity or substance which is subject to the Federal Water 

Pollution Control Act, ... the Safe Drinking Water Act, 

the Marine Protection, Research and Sanctuaries Act of 

1972, ... or the Atomic Energy Act of 1954 ... except to 

the extent that such application (or regulation) is not 

inconsistent with the requirements of such Acts.... 3 

"The Administrator shall integrate all provisions of this 

Act for purposes of administration and enforcement and 

shall avoid duplication, to the maximum extent practicable, 

with the appropriate provisions of the Clean Air Act, ...  

the Federal Water Pollution Control Act, ... the Federal 

Insecticide, Fungicide, and Rodenticide Act, ... the Safe 

Drinking Water Act, ... the Marine Protection, Research 

and Sanctuaries Act of 1972 ... and such other Acts of 

Congress as grant regulatory authority to the Administrator.  

Such integration shall be effected only to the extent that 

it can be done in a manner consistent with the goals and 

policies expressed in this Act and in the other acts 

referred to in this subsection." 

section 6003 of.' the Act directs all Federal agencies having functions 

relating to solid waste or hazardous waste to cooperate with the EPA 

Administrator in carrying out his functions under the Act to the maximum 

extent permitted by law.
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III. Federal Water Pollution Control Act, as amended 
33 U.S.C. 1151 et seq.  

The objective of the Federal Water Pollution Control Act (FWPCA) 
is to restore and maintain the chemical, physical and biological integrity 

of the Nation's waters. To this end, the Act establishes national 

policies which include prohibition of discharges of toxic pollutants 
in toxic amounts, and sets national goals which include elimination 
by 1985 of discharges of pollutants idto navigable waters. The 
Administrator of EPA has broad authority under the Act to achieve 
these goals and objectives, including, among other things, authority 

to establish effluent limitations for point sources, establish pre

treatment effluent standards, prohibit or establish effluent standards 
for discharges of toxic pollutants, prescribe water quality criteria, 

review and approve or disapprove state water quality standards and 

implementation plans, issue permits for the discharge of pollutants, 
and seek judicial relief upon receipt of evidence that a pollution 
source or combination of sources presents an imminent- and substantial 
endangerment to the health or welfare of persons.  

Section 511(c) of the Act specifically provides that nothing in 

the National Environmental Policy Act of 1969 shall be deemed to authorize 

any Federal agency to review any effluent limitation or other requirement 

established pursuant to the FWPCA or the adequacy of any certification 

under section 401 of the Act, or to impose, as a condition of any license 

or permit, any effluent limitation other than one established pursuant 
to the FWPCA, 

The term "pollutant" is defined in the Act to mean, among other 

things, "solid waste, ... chemical wastes, ... radioactive materials, 

heat, ... rock, sand, cellar dirt and industrial, municipal, and 

agricultural waste discharged into water...." The term "toxic pollutant" 
means 

"those pollutants, or combinations of pollutants, including 
disease-causing agents, which after discharge and upon ..  
exposure, ingestion, inhalation or assimilation into:any 
organism, either directly from the environment or indirectly 
by ingestion through food chains, will, on the basis of 
information available to the Administrator, cause death, 
disease, behavioral abnormalities, cancer, genetic muta

.tions, physiological malfunctions (including malfunctions 
irrreproductlon) or physical deformations, in such 
organisms or their offspring."
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On June 1, 1976, in Train v. Colorado Public Interest Research 
Group, Inc., 426 U.S. 1, t-h-e-.S. Supreme Court held that source, 
byproduct and special nuclear materials regulated by NRC are not 

pollutants within the meaning of the FWPCA. NARM, on the other hand, 

is clearly a pollutant within the meaning of the Act, and could, in 
many Instances, depending on the facts, be found to be a toxic 
pollutant within the meaning of the Act.  

IV, Clean Air Act with 1977 Amendments 

SECY-77-448A, October 31, 1977 contains a general account of the 

regulatory framework of the Clean Air Act and a detailed analysis of 

the Clean Air Act Amendments of 1977. Although this paper is primarily 

concerned with the impact of the 1977 amendments on facilities and 

materials regulated by NRC, the presentation makes it quite clear 
that NARM which is emitted into or otherwise enters the ambient air 

is an air pollutant within the meaning of the Act and as such fully 
subject to the regulatory provisions of the Act, including the pro
visions for the control of hazardous air pollutants.  

(See detailed Analysis of 1977 Clean Air Act Amendments attached to 

SECY-77-448A, especially pp. 1-3, 4-5, 13-14, 26-37.) 

V. Marine Protection, Research and Sanctuaries Act of 1972 
Public Law 92-532, as amended, October 23, 197, 86 Stat.  

1052, 33 U.S.C.A. S 1401 et seq.  

The purpose of Title I of the Act, which is administered by EPA, 

Is to regulate the dumping of all types of materials into ocean waters 

and to prevent or strictly limit dumping into those waters of any 

material that would adversely affect human health or welfare, or 

the marine environment, ecological systems or economic potentialities.  
Dumping of radiological warfare agents or high-level radioactive 

waste I/ is prohibited. Permits are required for dumping other 
materi-ls.  

"High-level radioactive waste" is'defined in the Act as 

* the aqueous waste, resulting from the operation of the 

first cycle solvent extraction system, or equivalent, 
and the concentrated waste from subsequent extraction 

cycles, or equivalent, in a facility for reprocessing 
irradiated reactor fuels, or irradiated fuel from 

nuclear power reactors."
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The term "material" is broadly defined in the Act to mean 
"matter of any kind or description, including, but not limited to,....  

[among other things] solid waste, ... radiological ... warfare agents, 

radioactive materials, ... and industrial, municipal, agricultural, 

and other waste;" ...  

The term "dumping" is also broadly defined as "a disposition 

of material." This statutory definition, however, does not mean 

"a disposition o-f any effluent from.any outfall structure 

to the extent that such disposition is regulated under the 

provisions of the Federal Water Pollution Control Act, as 

amended, ... under the provisions of section 13 of the 

Rivers and Harbors Act of 1899, as amended, ... or under 

the provisions of the Atomic Energy Act of 1954, as 

amended ... nor does it mean ... the construction of any 

fixed structure or artificial island nor the intentional 

placement of any device in ocean waters or on or in the 

submerged land beneath such waters, for a purpose other 

than disposal, when such construction or such placement 

is otherwise regulated by Federal or State law or occurs 

pursuant to an authorized Federal or State program ...  

NARM falls squarely within the statutory definition of "material" 

and would therefore be subject to EPA's regulatory authority under the 

provisions of this Act.  

VI. Occupational Safety and Health Act of 1970 
Public Law 91-596, December Z9, 1970, 84 Stat. 1590, 

29 U.S.C.A. § 651, et seq.  

The objective of the Occupational Safety and Health Act of 1970 

lsto assure so far as possible safe and healthful working conditions 

for every working man and woman in the Nation. Towards this end, the 

Act requires each employer to furnish to each of his employees 
"employment and a place of employment which are free from recognized 

hazards that are causing or are likely to cause death or serious 

physical harm to his employees.* The Act also requires'each employer 

to."comply with occupational safety and health standards promulgated 

under this Act." The Act places a similar obligation on employees, 

requiring each employee to "comply with occupational safety and health 

standards and all rules, regulations, and orders issued pursuant to 

this Act which are applicable to his own actions and conduct.".  

The Act prescribes standards and procedures for the development 

'and promulgation of occupational safety and health standards and 

authorizes the Secretary of Labor, who is responsible for its
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administration, "to set mandatory occupational safety and health standards 
applicable to businesses affecting interstate commerce, ... " Section 
6(b)(5) 2/ contains guidelines which the Secretary is required to follow 
in promulgating standards dealing with toxic materials or harmful physical 
agents. In addition, the Secretary has authority to establish emergency 
temporary standards if he determines "... (A) that employees are exposed 
to grave danger from exposure to substances or agents determined to be 
toxic or physically harmful or from new hazards, and (B) that such 
emergency standard is necessary to protect employees from such danger." 

The Act provides that emergency temporary standards shall take immediate 
effect upon publication in the Federal Register and shall remain in effect 
until replaced by a standard promulgated in accordance with the procedures 
specified in section 6(b) of the Act.  

When conditions or practices in a place of employment are so 
dangerous that they could reasonably be expected to cause death or 

serious physical harm immediately or before the imminence of such 
danger can be eliminated through the enforcement procedures otherwise 
provided by the Act, the Secretary may petition the courts for immediate 
judicial relief.  

Sectiotn 4(b)(1) of the Act states: 

"Nothing in this Act shall apply to working conditions of 

employees with respect to which other Federal agencies and 
State agencies acting under section 274 of the Atomic 
Energy Act of 1954, as amended (42 U.S.C. 2021), exercise 
statutory authority to prescribe or enforce standards or 
regulations affecting occupational safety or health." 

y Section 6(b)(5) reads as follows: 

"The Secretary, in promulgating standards dealing with toxic 
materials or harmful physical agents under this subsection, 
shall set the standard which most adequately assures, to the 
extent feasible, on the basis of the best available evidence, 
that no employee will suffer material impairment of health or 

functional capacity even if such employee has regular exposure 
to the hazard dealt with by such standard for the period of 

his working life. Development of standards under this sub

section shall be based upon research, demonstrations, experiments, 

and such other information as may be appropriate. In addition to 

the attainment of the highest degree of health and safety protec

tion for the employee, other considerations shall be the latest 

available scientific data in the field, the feasibility of the 

standards, and experience gained under this and other health 

and safety laws. Whenever practicable, the standard promulgated 

"shall be expressed in terms of objective criteria and of the 

performance desired."
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Although this provision limits the reach of OSHA so far as source, 

-byproduct and special nuclear materials are concerned, it does not 

affect the applicability of the Act to NARM.  

VII. Consumer Product Safety Act 
15 U.S.C.A. §§ 2051-2081.  

The purposes of the Consumer Product Safety Act, which is administered 

by the Consumer Product Safety Commission, are to protect the public 

against unreasonable risks of injury associated with consumer products, 

assist consumers in evaluating the comparative safety of consumer products, 

develop uniform safety standards for consumer products and minimize con

flicting State and local regulations, and promote research and investi

gation into the causes and prevention of product-related deaths, illnesses 

and injuries. The Act defines "consumer product" as "any article, or 

component part thereof, produced or distributed (I) for sale to a consumer 

for use in or around a permanent or temporary household or residence, a 

school, In recreation, or otherwise, or (ii) for the personal use, 

consumption or enjoyment of a consumer in or around a permanent or 

temporary household or residence, a school, in recreation, or otherwise; ... " 

Articles which are "not customarily produced or distributed for sale to, 

or use or consumption by, or enjoyment of, a consumer, ... " are not 
"consumer products" within the meaning of the Act. In addition, certain 

specific items, such as tobacco and tobacco products, motor vehicles 

or motor vehicle equipment, food, drugs, devices and cosmetics, are 

expressly excluded from the definition of consumer product.  

The Act authorizes the Consumer Product Safety Commission to 

promulgate consumer product safety standards, and to promulgate rules 

declaring certain consumer products banned hazardous products. Require

-ments included in a consumer product safety standard must be reasonably 

necessary to prevent or reduce an unreasonable risk of injury 3/ associated 

with the product. These requirements may relate to such matters as 

product performance, composition, contents, design, construction, finish, 

packaging, and any warnings or instructions'which may be needed. A 

consumer product which is or will be distributed in commerce may be 

declared to be a banned hazardous product if the product presents an 

unreasonable risk of injury and no feasible consumer product safety 

standard would adequately protect the public from the unreasonable risk 

bf injury associated with the product.  

The Commission is authorized to issue orders prohibiting manufacturers, 

distributors or retailers of consumer products which present a "substantial 

"Risk of injury" is defined in the Act as "... arlsk of death,.

personal injury, or serious of frequent illness."
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product hazard" from importing such products, from manufacturing or 
offering such products for sale, or from distributing such products
in commerce. The Commission is also authorized to order manufacturers, 
distributors or retailers to bring the product Into conformity with an 
applicable consumer product safety standard or repair the defect in 
the product, to replace the product or to refund the purchase price.  
A "substantial product hazard" exists where the failure of the consumer 
product to comply with an applicable consumer product safety rule 
creates a substantial risk of injury to the public, or where the 
consumer product contains a "defect which (because of the pattern of 
defect, the number of defective products distributed in commerce, 
the severity of the risk, or otherwise) creates a substantial risk 
of injury to the public." 

In the case of an imminently hazardous consumer product, namely a 
product which presents imminent and unreasonable risk of death, serious 
illness, or severe personal injury, the Commission is authorized to 
seek judicial relief by seizure of the product and/or action against 
the manufacturer, distributor or retailer.  

Section 31 of the Consumer Product Safety Act (15 U.S.C.A. S 2080) 
provides that: 

"The Commission shall have no authority ... to regulate any 
risk of injury associated with a consumer product if such 
risk could be eliminated or reduced to a sufficient extent 
by actions taken under the Occupational Safety and Health 
Act of 1970; the Atomic Energy Act of 1954; or the Clean 

-Air Act. The Commission shall have no authority ... to 
regulate any risk of injury associated with electronic 
product radiation emitted from an electronic product (as 
such terms are defined by section 263c(1) and (2) of 
Title 42) if such risk of Injury may be subjected to 
regulation under subpart 3 of part F of title III of the 
Public Health Service Act.* 

Except to the extent that regulation is precluded by this provision, 
consumer products containing NAM would be subject to the jurisdiction 
of the Consumer Product Safety Commission.  

VIII. Nuclear Medicine 

The Federal Food, Drug and Cosmetic Act of 1938 (21 U.S.C.A. §§ 301 

et seq.) authorized the Food and Drug Administration to regulate the 

safety of drugs, including radioactive drugs, offered for interstate 

commerce through control of product labeling. Legislative amendments
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in 1962 gave the FDA tighter controls over drug safety and introduced 
controls over the efficacy of drugs to foreclose the marketing of safe, 
adequately labeled drugs that do not work. The Federal Food, Drug and 
Cosmetic Act of 1938, as amended, also authorized the FDA to control 
the manufacture of drugs, including radioactive drugs. In 1976, Congress 
enacted the Medical Device Amendments of 1976, (Public Law 94-295, 
May 28, 1976, 90 Stat. 539-583) which gave the Food and Drug Administra
tion authority to regulate medical devices similar to its authority to 
regulate the safety and efficacy of drugs. Drugs and medical devices 
containing NARM would be covered by this authority.



Appendix F, Attachment 4

REPORT TO THE CONGRESS

BY THE COMPTROLLER GENERAL 
OF THE UNITED STATES

The Environmental Protection 
Agency Needs Congressional 
Guidance And Support To Guard 
The Public In A Period Of 
Radiation Proliferation 

A clearer understanding of the Environmental 
Protection Agency's responsibilites for pro
viding guidance in radiation matters could 
lead to more efficient protedtion of the Amer
ican people and their environment from the 
hazards of radiation.  

This report discusses a need to better define 
radiation authorities assigned by law to .the 
Agency so that jurisdictional confrontations 
may be eliminated and staffing and funding 
limitations may be corrected.  

CE72 JANUARY 20, 1978
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To the President of the Senate and the 
Speaker of the House of Representatives 

This report discusses a need to define the radiation 
authorities of the Environmental Protection Agency to elimi
nate jurisdictional confrontations and correct existing 
staffing and funding limitations. A clearer understanding 
of the Environmental Protection Agency's role could lead to 
a more efficient program to protect the American people and 
their environment from the hazards of radiation.  

We made our review pursuant to the Budget and Accounting 
Act, 1921 (31 U.S.C. 53), and the Accounting and Auditing Act 
of 1950 (31 U.S.C. 67).  

Copies of this report are being sent to the Acting 
Director, Office of Management and Budget; the Administrator, 
Environmental Protection Agency; the Chairman, Nuclear Regu
latory Commission; the Secretaries of the Departments of 
Energy; Health, Education, and Welfare; and Labor; and to 
interested congressional committees, various Members of 
Congress, and other interested parties.  

Comptroller General 
of the United States
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COMPTROLLER GENERAL'S THE ENVIRONMENTAL PROTECTION 
REPORT TO THE CONGRESS AGENCY NEEDS CONGRESSIONAL 

GUIDANCE AND SUPPORT TO GUARD 
THE PUBLIC IN A PERIOD OF 
RADIATION PROLIFERATION 

DIGEST 

Everyone in American society is exposed to some 
form of radiation daily. Sources include natural 
environment, dental and medical X-rays, nuclear 
powerplants, homes built on radioactive landfill, 
clocks and watches with luminous dials (to a much 
smaller degree), and some food products. (See 
pp. 1 to 5.) 

The Environmental Protection Agency in 1970 was 
given unclear authority to protect the American 
people and their environment from radiation hazards.  
Its officials agree with GAO that the Agency cur
rently is unable to provide complete protection 
under its ambiguous authorities and that clarifi
cation by the Congress is needed. (See pp. 7 and 
36.) 

The Agency's radiation programs have been plagued 
by 

-- jurisdictional challenges to the Agency's 
authority, 

-- staffing and funding reductions, 

-an inability to retain competent professionals, 

-limited cooperation with other agencies and 
research groups, and 

-- low priority placed on radiation protection.  

Of all Environmental Protection Agency programs, 
radiation protection is the least funded. Con
tinual reductions in radiation protection staff 
and budget, transfers of professionals to other 
Agency programs, and discussions with Agency of
ficials currently working at the Office of Radia
tion Programs lead GAO to the conclusion that 

1Mr ""'~t* Up iwW.# repott CED-78-27 
C~ve date shaoui he noted herom.. -



the Environmental Protection Agency has not been 
given enough support in its radiation protection 
efforts. (See pp. 15 to 19 and 21 to 26.) 

This means that (1) the Agency's program for 
monitoring radiation levels to which the 
American people currently are exposed is limited 
and (2) without extensive changes, the Environ
mental Protection Agency will continue to be 
limited in its ability to protect public health 
and the environment from radiation dangers.  

The Agency does not know the scope of dangers 
caused by all current radiation sources and is 
unable to anticipate future problems adeauately.  
Some data is incomplete and inadequate. It does 
not have-sufficient staff or money to perform 
necessary research and so it has not fully secured 
available data or developed new data. It has 
been unable to issue timely standards and guidance 
and has been consistently unable to meet its own 
deadlines for issuinc significant reports, stan
dards, and guidelines. (See pp. 29 to 33.) 

The Agency received two authorities for providing 
radiation protection when it was created in 1970.  
It can 

-- issue standards for radioactivity in the 
environment, including general environmental 
guidelines for particular industries and 
for radiation doses to the public, and 

-- provide guidance to Federal agencies affect
ing all forms of radiation protection in 
.Federal activities. (See pp. 7 to 9.) 

To'date from these authorities the Agency has 
issued one standard--currently not enforced-' 
and has issued no new formal guidance to other 
Federal agencies. (See pp. 11 to 15.) 

Much of man's exposure to radiation is from 
unavoidable natural background sources as 
compared to manmade sources. It is recoqnized 
that improvements in radiation techniques and 
control could reduce exposure.
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As the sources of radiation increase, the health 
of the general population may be adversely af
fected. Because genetic effects are involved, 
radiation exposure affects the lives of future 
generations.  

Many of the materials that emit radiation have 
the potential to contaminate the environment for 
years, some for hundreds of thousands of years.  
After they've been used in the production of 
weapons, in the manufacture of electricity, etc., 
these materials become waste which must be dis
posed of safely without contaminatinq drinking 
water, future home sites, food supplies, or the 
natural environment.  

There have been problems in disposing of nuclear 
waste materials safely. In some instances acci
dents have occurred, and in others the dangers 
were not understood until after contamination had 
already taken place. (See p. 1.) 

RADIATION PROTECTION PHILOSOPHY AND STANDARD 

Federal policy is based on the axiom that nuclear 
energy and the medical, agricultural, scientific, 
and industrial uses of radiation are essential 
for human advancement. The proliferation of exist
ing applications and the development of new tech

"nology mean that the total sources of radiation are 
increasing and will continue to increase. The 
Environmental Protection Agency currently sees 
its radiation responsibility as balancing poten
tial damage to health and the environment against 
the benefits of radiation use.  

When the Agency issued its first standard on Jan
uary 13, 1977, after 6 years of development and 
delays, it established a new criteria for exposure 
to individual members of the public and limited 
the quantities of long-lived radioactive materials 
entering the general environment. (See pp. 10 to 11.) ••• .  

A HISTORY OF PROGRAM REDUCTIONS 

Over the years the Environmental Protection Agency 
has reduced its emphasis oiu radiation control. In
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1972 funding and overall staffing levels were 
at a high of $8.8 million and 335 positions.  
The Agency's request for fiscal year 1978 is 
$4.F million and 184 positions for radiation 
abatement and control. As a result, morale in 
the Agency's radiation program is low and most 
people interviewed said that there is not ade
quate staff, data, laboratory support, or re
search to do an effective job.  

In the beginning of the program, all of the 
Agency's radiation efforts were centralized 
in its Office of Radiation Programs. This 
office had the task of developing guidance 
and standards and monitoring the environment.  
Agency officials said that funding and staffing 
for the office has been cut drastically over 
the years to the point that further reduction 
will directly affect its mission capabilities.  
They explained that because the Congress has 
not mandated specifically that the Agency pro
vide radiation protection, this protection has 
not received the same priority as other au
thorized Agency programs. (See pp. 21 to 22.) 

AN INADEQUATE MONITORING NETWORK 

The Environmental Protection Agency operates 
the only nationwide network for monitoring 
levels of radiation in the environment. Offi
cials responsible for development of criteria, 
guidance, and standards repeatedly emphasized 
to GAO that the network and individual field 
measurement studies are limited and do not 
support the Agency's full informational needs 
in all areas. Network monitoring officials 
said that because of program curtailments, 
periodic population exposure readings result 
in an estimated 40 percent of American people 
not being monitored. (See pp. 22 to 23.) 

INABILITY TO SET PRIORITIES 

In October 1976 the Agency outlined a draft of 
the Agency's radiation protection strategy. This 
called for placing priority on radiation problems 
that pose the greatest threat to public health 
and the environment. However, .officials told
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GAO that staff shortages have prevented the 
Agency from projecting all needed standards 
and guidance for the future.  

In May 1976 the Environmental Protection Agency 
acknowledged in a published report that " * * * 
there are radiation sources for which data are 
either incomplete or not available * * *" and 
that much of the existing information is of ques
tionable value. For example, medical X-rays 
contribute to a large, significant dose of radia
tion, but the Agency does not know how large and 
significant the dose actually is. Nor does the 
Agency sufficiently understand the relationships 
between exposure to some forms of radiation and 
their consequences in order to issue reliable 
predictions. More must be learned about the ef
fects of amount and duration of exposure. The 
Agency admits that it does not know all the 
radiation sources that may provide a danger to 
health and the environment nor do measurements 
exist for many of the sources that have been 
identified as a potential threat. (See pp. 29 
to 30.) 

.RECOMMENDATIONS TO THE CONGRESS 

To overcome the apparent controversies regarding 
the role of the Environmental Protection Agency 
in developing standards and Federal guidance for 
environmental exposure to radiation, the Congress 
should: 

-- Define more clearly the Agency's role as the 
Federal overseer of environmental radiation.  

-Outline the scope of radiation dangers to be 
determined by the Agency.  

-- Require timely development of necessary stand
ards and guidance and periodic advisement of 
the Agency's progress in meeting its radiation 

Sprotection goals. _ 
I. *... - f 
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RECOMMENDATIONS TO THE ADMINISTRATOR 

The Administrator of the Environmental Protection 
Agency should provide his radiation protection 
program with sufficient support to do its job.  
Specifically the Administrator should: 

-- Assign additional staff and resources as 
available to the Office of Radiation Pro
grams and to the radiation research program.  

-Reexamine the environmental monitoring net
work and develop the capability to provide 
accurate and complete information on radia
tion dangers.  

-;-Coordinate Agency research with that performed 
.by others so that appropriate data can be 
compiled and developed in a timely manner.  

-- Require that reports on radiation levels in 
the environment be continued and issued at 

* least annually.  

-- Develop a comprehensive assessment of the 
need for standards and guidance such as those 
required for radioactive air pollutants.  

-- Develop standards and guidance based on an 
Sexplicit time and priority determination 

" "of the greatest or potential risks.  

-- Issue Federal guidance and standards based 
on that timetable. (See p. 35.) 

AGENCY COMMENTS 

In a December 1977 letter (see app. It) comment
ing on GAO's proposed report, the Environmental 
Protection Agency advised that it has planned 
or started actions on all GAO recommendations.  
-The Agency recognized the problems in operating 
a national radiation protection program under 
its authorities and agreed that congressional 
clarification of its authorities would be 
valuable. (See p. 36.)
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Comments on the pro.posed report from other 
Federal agencies are contained in appendixes 
III to VI. These agencies cite their own radia
tion protection activities as active, aggres
sive, and comprehensive efforts even in the 
absence of Environmental Protection Agency 
actions. They generally agreed, however, 
that a need exists for the Congress to man
date a clearer understanding of responsibili
ties for environmental and public health pro
tection. (See pp. 37.)

.2 ..
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APPENDIX G 

Information Considered by the Staff 
Subseauent to NUREG-0301 

NUREG-0299, Draft Task Force Report on the Agreement States Program.  

This task force, in the course of its study of the Agreement State 

Program, reviewed other NRC studies for possible impacts upon 

Agreement States. It concluded that only the Study of Federal/ 

State Regulation of Low Level Waste Burial Grounds would have signi

ficant impact. Following publication of the draft report, two of the 

States which provided comments, Kentucky and Colorado, sharply dis

agreed with this conclusion and identified the NARM task force report 

as another report which would have significant impact. The Agreement 

State task force agreed, and further, in its final report (NUREG-0388, 

SECY-77-621 ) endorsed the recommendation of the NARM task force that 

NRC seek regulatory authority over NARM.  

SECY-77-303A. The staff is now drafting proposed legislation 

which wouldgive NRC authority to directly regulate, as licensed 

material, naturally occurring radioactive materials in Uranium 

mill tailings in non-Agreement States.* Such legislation would be, 

in principle, consistent with the task force recommendation and 

could be folded into proposed legislation giving NRC authority 

to regulate NARM in other areas.  

NARM Guides. Under sponsorship of the Conference of Radiation 

Control Progrdm Directors, a task force composed of State, FDA, EPA 

and NRC representatives, has prepared "Guides for Naturally Occurring 

and Accelerator-Produced Radioactive Materials (NARM)," FDA Publication 

FDA-77-8025. These guides provide regulatory assistance to the States 

and also provide assistance to manufacturers, assemblers and distributors 

with respect to radiation safety aspects for NARM sources and devices.  

NRC participated in the development of these guides and they are 

considered to be comparable with existing NRC regulatory practices 

for source, by-product and special nuclear materials. As such, they 

can easily be integrated into the NRC regulatory program if NRC were 

to assert jurisdiction over NARM.  

* In Agreement States, all radioactive materials, including NARM 

associated with milling operations and tailings, are regulated by 

the States.
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Iodine-123. NUREG-0301 noted that the availability and use of 

accelerator-produced radioisotopes has increased rapidly in recent 

years, especially in nuclear medicine. In August, 1977, FDA published 

a report, "The Developing Role of Short-Lived Radionuclides in Nuclear 

Medicine" (FDA Publication FDA-77-8035) which further highlights this 

observation. Most of the short-lived radioisotopes considered are 

accelerator-produced and are considered because they provide im

proved diagnostic information with lower radiation dose. Iodine-123 

was used as the model for this report. On October 18, 1977, FDA 

published a Federal Register notice (p. 55649) concerning FDA's 

consideration of issuance of voluntary recommendations for the evalua

tion of diseases of the thyroid gland. The recommendations were 

developed from the FDA report. It is expected, if implemented, that 

these recommendations will probably result in significant increases 

in the use of Iodine-123. The report also discusses other short-lived, 

accelerator-produced radioisotopes and advocates support of further 

studies and research concerning their use.  

NCRP Report 56. On November 1, 1977, the National Council on Radiation 

Protection and Measurements (NCRP) published Report No. 56, "Radiation 

Exposure from Consumer Products and Miscellaneous Sources. The report 

identifies sources of exposure, numbers of persons in the United States 

exposed to the source and average annual dose equivalents to the 

exposed persons and to the population. NCRP classified the sources 

into two groups. The first involves exposure of many people and 

relatively large dose equivalents and the second either involves 

exposure to large numbers of people and relatively small dose equiva

lents or vice-versa.  

In the first category, radioluminous products, tobacco products, building 

materials and glasses and ceramics were identified. NCRP co mented that 

elimination of some sources including tobacco products and building 

materials may "require alterations in basic human behavioral patterns 

and may be difficult to accomplish." NCRP also commented that ... "certain 

sources or applications serve little or no useful purpose and should be 

eliminated" and cited the use of radium-226 in luminous compounds as an 

example.  

Mineral Industry Tailings. New information obtained by the State Agree

ments Program, SP, indicates that some mineral industry tailings may 

contain naturally occurring radioactive material s at levels comparable 

to those found in uranium mill tailings. For example, a zirconium 

extraction process in Oregon has produced tailings containing radium-226 

in concentrations of 300 to 1000 picocuries per gram in a soluble, 

leachable form. Colorado has licensed a waste pile from a fluorospar
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operation which contains radium-226 in concentrations of 300 to 400 

picocuries per gram. These radium-226 concentrations are of the same 

magnitude as those encountered in the tailings from uranium mills, 

i.e., 100 to 1000 picocuries per gram.  

The regulation of such industries for the purpose of radiation health 

and safety does not fit the established NRC role inasmuch as these 

minerals are not utilized as source material in the nuclear fuel cycle.  

As noted in the task force reportj EPA should provide regulation of 

radiation hazards from such industry tailings by application of the 

Resource Conservation and Recovery Act.
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Evaluation of Options 

NUREG-0301 Recommendation 

The task force recommendation in NUREG-0301 was: 

"With respect to new or improved NRC actions, it is recommended that 

the Commission seek legislative authority to: 

"A. LiCense and regulate NARM as follows: (footnote omitted) 

"1. In any activity that is part of, or in support of, the 
nuclear fuel cycle regulated by NRC." 

"2. In any activity where: (a) NARM is manufactured 
(e.g., production of accelerator radioisotopes, the 
separation of radium and radium daughters, and radon 
generators); (b) NARM is incorporated into sources 
or devices subject to licensing; or (c) NARM is used 
in the same manner as radioactive materials subject 
to NRC regulation." 

"3. In any activity where NARM is introduced into products 
intended for distribution to persons exempt from 
licensing ."* 

"4. In any activity involving the management of NARM wastes 

which result from licensed activities.  

"B. Extend authority under Section 274 of the Atomic Energy Act 

to relinquish authority to regulate NARM (except control of 

the distribution of WARM to persons exempt from licensing) 
to Agreement States and to other States having existing 

regulatory programs for NARM which are determined to be 

adequate and to be compatible." 

"* It Is intended that this include only activities where the 

introduction of NARM is deliberate and has as a purpose the 

utilization of its radioactive properties."
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Options 

The staff evaluated this recommendation in light of the public comments 
and information subsequent to issuance of NUREG-0301 and identified six 
options for Commission action: 

Option 1: No Action by NRC; 

Option 2: NRC support action giving other Federal agencies the authori
ties and resources necessary to correct the NARM problems; 

Option 3: NRC seek partial authority only (e.g., mill tailings); 

Option 4: NRC seek partial authority for itself and support action 
giving other Federal agencies any other necessary authorities 
and resources; 

Option 5: NRC seek the recommended authority; and 

Option 6: NRC seek authority over all radioactive materials.  

The pros and cons of these options are as follows: 

Option 1. NRC takes no action.  

Pros 

-- Requires no new or additional commitments of NRC fiscal or 
staff resources.  

--- Preserves the present regulatory framework for NRC.  

Is consistent with past Congressional actions to limit NRC 
authority to source, byproduct and special nuclear materials.  

-- Does not require changes in the Atomic Energy Act, as amended.  

Is responsive to the views of some that the hazards to the public 
health and safety from NARM are not sufficient to merit additional 
Federal action and that current Federal authorities are adequate.  

Is consistent with the recommendations contained in the GAO 
report to Congress concerning EPA's responsibilities for radiation 
protection.
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Option 1. NRC takes no action. (continued) 

Cons 

-- • Is unresponsive to the specific requests from the States that 
NRC seek regulatory authority over NARM.  

Is unresponsive to the great majority (84%) of the commentors 
on NUREG-0301 who supported the recommendation. These include 
NBS, DOE, GSA and all of the States who commented on the report.  

-- Ignores the need for clarification of Federal regulation of these 
materials, especially where NRC has strong interests, i.e., 
naturally occurring radioactive materials in mill tailings in 
non-Agreement States.  

Serves to continue the present fragmented, non-uniform controls 
over NARM.  

-- Is unresponsive to the implicit recommendation of IAEA and WHO 
that a single regulatory agency in member countries be responsible 
for all radioactive materials.  

-- Ignores the indications of unnecessary and possibly excessive 
radiation exposure of workers and the public from these sources.  

-- Ignores the strong likelihood of continued rapid growth of use of 

some of these materials, including the substitution of these 
materials for byproduct, source and special nuclear materials.  

Option 2. NRC supports action giving other Federal Agencies 
the authorities and resources necessary to correct 
the NARM problems.  

Pros 

-• Is responsive to the conclusion of NUREG-0301 that present regulatory 

controls over NARM are fragmented and non-uniform.  

-- Requiret no new routine staff or fiscal commitments by NRC.  

-- Does not require changes in the Atomic Energy Act, as amended.
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Option 2. (continued) 

Pros (continued) 

-.- Is consistent with past Congressional actions to limit NRC 
authority to source, byproduct and special nuclear materials.  

-= Preserves the present regulatory framework for NRC.  

-• Is consistent with the recommendations contained in the GAO 
report to Congress concerning EPA's responsibilities for 
radiation protecti on.  

Cons 

-= Is not responsive to State requests that specifically identified 
NRC as the Federal Agency to seek this authority.  

-= Is not responsive to commentors on NUREG-0301 that endorsed NRC 
as the Federal Agency to seek this authority.  

-- Serves to continue, and may worsen, the present fragmentation of 
regulatory control over NARM.  

Ignores NRC's regulatory interests in certain areas, particularly 
the regulation of mill tailings in non-Agreement States.  

Except for EPA, no other Federal Agency has indicated specific 
interest in seeking additional regulatory authority over NARM.  

Ignores the advantages of using and building upon existing NRC 
pools of expertise and regulatory programs.  

Would complicate State relations with the Federal Government.  
Recognition of adequate State programs would be uncertain and State 
agreements with additional Federal Agencies may become necessary.  

Is unresponsive to the implicit recommendation of IAEA and WHO 
that a single regulatory agency in member countries be responsible 
for all radioactive materials.
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Option 3. NRC seeks partial authority.  

Note: Examples of alternatives for this option include: 
(a) seeking authority to regulate naturally occurring 

radioactive materials in mill tailings in non
Agreement States (SECY-77-303A); and 

(b) seeking authority to regulate accelerator
produced radioactive material (as recommended by 
NCRP).  

Pros 

-- Would serve to accommodate identified needs of NRC for 
improved regulatory authority in specified areas.  

-- Limits the impact of requirements for additional NRC staff 
and other resources.  

-- Would be consistent with staff actions already approved by 
the Commission (SECY-77-303A).  

-- Except for new, limited authorities requested by NRC, would 
serve to preserve the present regulatory framework for NARM.  

Cons 

-- Is not fully responsive to the requests of the States that NRC 

seek regulatory authority over NARM.  

-- Is not fully responsive to most of the comments received on 

NUREG-0301.  

-- Will not necessarily clarify Federal regulation of NARM.  

Is not totally responsive to the implicit recommendation of 

IAEA and WHO that a single regulatory agency in member 
countries be responsible for all radioactive materials.  

-- May ignore some sources of unnecessary and possibly excessive 

radiation exposure of workers and the public.  

-- Requires Congressional action.
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Option 4. NRC seeks partial authority and supports action 
giving other Federal Agencies any other necessary 
authorities and resources.  

Pros 

-• Is responsive, in principle, to the State requests for 

additional Federal regulation of HARM.  

-- Is responsive, in principle, to the comments supporting 

the task force recommendation.  

NRC's involvement in the regulation of NARM would be 

limited to those areas where NRC has an established 

interest, e.g., mill tailings in non-Agreement States.  

Limits the impact of requirements for additional NRC 

staff and other resources.  

Would be consistent with staff actions already being 

undertaken (SECY-77-303A).  

-- Is consistent, in principle, with the recommendations contained 

in the GAO report to Congress concerning EPA's responsibilities 

for radiation protection.  

Cons 

- Is not fully responsive to State requests for Federal 

regulation of NARM by NRC.  

-- Is not fully responsive to most of the comments on NUREG-0301.  

-- Serves to continue the present fragmented Federal regulation 

of NARM.  

Is not responsive to the implicit recommendation of IAEA and 

WHO that a single regulatory agency in member countries be 

responsible for all radioactive materials.  

There is no guarantee that other Federal Agencies would seek, 

desire, or exercise additional authorities over HARM.  

If other Federal Agencies are not given other necessary 

authorities, or do not exercise them, some sources of 

unnecessary and possible excessive radiation exposure of 

workers and the public may continue.  

-- Requires Congressional action.
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Option 5. NRC seeks the authority as recommended in NUREG-0301.  

Pros 

-- Would be responsive to States' requests that NRC seek such 
authority.  

-- Would be responsive to the great majority (84%) of the comments 
on NUREG-0301.  

-- Would serve to clarify Federal regulation of NARM and to make 
the regulation of these materials more uniform.  

-- Would serve to fill regulatory gaps for NARM.  

Would be responsive to the implicit recommendation of IAEA and 
WHO that a single regulatory agency in member countries be 
responsible for all radioactive materials.  

-- Would assure adequate regulation of all radioactive materials 
regardless of changes in patterns of use or replacement of one 
radioactive isotope by another for a particular use.  

-- Takes advantage of, and builds upon, existing NRC expertise 
and programs.  

Provides for recognition of existing, adequate State programs 
for regulating NARM by folding in the existing Agreement 
State program.  

Current voluntary, cooperative FDA-State regulatory programs 
can easily be integrated into existing NRC and Agreement State 
programs.  

Would be responsive to the recommendation of the NRC task 
force on Agreement State Programs (NUREG-0388, SECY-77-621 ).  

Is consistent with NRC staff actions already underway 
(SECY-77-303A).
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Option 5. (continued) 

Cons 

-- Requires increase in NRC staff and other resources.  

-- Is not consistent with Congressional action taken, to date, 
which has excluded NARM from NRC control.  

-- Is not consistent with the views of EPA, with respect to 
naturally occurring radioactive materials.  

-- Is not fully consistent with the views of FDA.  

Ignores in-situ naturally occurring radioactive materials 
and naturally occurring radioactive materials occurring as 
an incidental contamination in mineral industry or 
consumer products.  

-- Requires Congressional action.  

Option 6. NRC seek authority over all radioactive materials, 
including in situ .and as incidental contamination 
present in mineral i ndustry or consumer products.  

Pros 

-= Would recognize and establish NRC control over any radioactive 
material regardless of source or origin.  

Would be more fully responsive to the implicit recommendation 
of IAEA and WHO that a single regulatory agency in member 
nations be responsible for all radioactive materials.  

Would help assure adequate regulation of all radioactive 
materials regardless of patterns of use or changes in radio
isotopes being used.  

Cons 

-- Such comprehensive authority for NRC was not requested by the States.  

-- Only a very small minority of commentors on NUREG-0301 (two) 

advocated such authority.
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Option 6. (continued) 

Cons (continued) 

-- Would require significant additions to NRC staff and of other 

resources.  

-- Would conflict with EPA's view that there is sufficient, existing 

authority to regulate naturally occurring radioactive materials.  

-- Requires Congressional action.  

Decision Criteria 

In evaluating the options, the staff considered the pros and cons in 

light of the following decision criteria: 

-- Would the option provide adequate protection of the public 

health and safety from the hazards of NARM? 

-- Would the option assure Congress and the public that a 

comprehensive, fully coordinated program exists for controlling 

the hazards from NARM? 

-- Does the option provide adequate definition of Federal and 

State roles? 

-- Does the option simplify the regulation of NARM? 

Is the option responsive to requests made by the States, and 

other expressions of interest and concern, including comments 

on NUREG-0301? 

Is the option consistent with present NRC policies, actions and 

concerns? 

Is the option one which keeps to a minimum new expenditures of 

Federal funds by NRC and does not detract from other, presently 

authorized NRC activities? 

-'- Is the option consistent with Presidential, Congressional and 

Commission policies to be responsive to State interests and 

to involve the States in activities affecting the interests of 

their citizens? 

Staff Evaluation 

It is the staff's viewj that Option 5, NRC seek the authorities 

recommended in NUREG-0301, best fits the decision criteria.
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APPENDIX I 

ESTIMATION OF NRC RESOURCES NEEDED 

Data available from SP, based upon Agreement State experience, indicates 

25% of existing NRC licensees also use NARM. NARM only users constitute 

about 5% of Agreement State licensees.  

Currently, NRC administers about 8,800 licenses. Twenty-five percent 

(25%) of these, or 2,200 probably also use NARM.  

NARM only users in non-Agreement States are estimated to be 51 of a,80U 

or 440. In addition, NRC may need to issue licenses authorizing distri

bution of NARM to persons exempt from licensing and licenses authorizinc 

distribution of medical sources and generally licensed devices. By 

comparing existing NRC licensing patterns for these categories with 

present NARM use, another 50 to 60 licenses issued by NRC may be needeo.  

The total of new licenses to be handled by NRC is estimated to be about 

500 assuming existing Agreement State programs for NARM will be recog

nized by NRC.  

Based upon Agreement State experience, about one-half of these licenses 

will be for medical uses, about one-third will be for industrial pur

poses and the remainder for other purposes. Assuming inspection inter

vals corresponding to current IE practice: 

Type of License No. Inspection Interval Inspections/Year 

Medical 250 3 years 83 

Industrial 183 3 years 61 

Other 10 years 7 

Totals 500 151 

This will require about 2 person-years of professional IE effort.  

-NMSS experience suggests that their effort to handle 500 new NARM 

licenses will also require 2 person-years of professional effort.  

SD professional effort should not exceed 1 person-year.  

The NRC professional effort needed to handle 500 new NARM licenses is 

expected to be primarily in IE, NMSS and SD and will be about 5 

person-years.
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The incremental increase in professional effort due to 257, of 
existing NRC licenses also authorizing NARM is estimated to be 
another 2 person-years. For many NRC licenses, the use of NARM 
is limited to check and calibration sources or is substantially 
the same as the use of byproduct material, e.g., Iodine-123 vs.  
Iodine-131 in diagnostic nuclear medicine. The impact upon NRC 
licensing and inspection and enforcement efforts for these users 
should be quite small. On the other hand, more impact is expected 
from the regulation of medical licensees who also use radium and 
radon brachtherapy sources.  

The routine total professional effort needed for NRC regulation of 
NARM as recommended in NUREG-0301 is therefore estimated to be about 
7 person-years. The cost, including salaries, fringe benefits, 
administrative support, travel and overhead, is estimated to be 
about S500,000. This appears to be a modest figure which is 
believed to reflect the efficiencies of folding this Federal 
authority into an existing, similar Federal program that also 
provides for relinquishing authority to qualified States.  

These efforts do not include additional effort that will be 
needed in the initial phases of NRC regulation of NARM, e.g., to 
locate and educate NARM users.  

If existing non-Agreement State licensing programs are recognized 
and NRC authority over NARM is relinquished in those States as well 

as in Agreement States, the impact upon NRC will be significantly 
less. These five States (Illinois, Michigan,* New Jersey, 
Pennsylvania, and Virginia) currently regulate nearly half of the 
NARM users in non-Agreement States. The reduction in NRC resources 
will not be in direct proportion (SD effort would not be signifi
cantly altered, for example) but the NRC professional effort re
quired would probably drop to 4 to 5 person-years.

* SP is actively negotiating a Section 274 Agreement with Michigan.
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Letter to be sent to 

State Health Officers, State Radiation 

Control Program Directors, Federal Agencies 
Manufacturers and Distributors 

Dear 

In July 1977, a Nuclear Regulatory Commission (NRC) Task Force 

completed a study on the regulation for health and safety of naturally 

occurring and accelerator-produced radioactive materials. These 

materials are not now regulated by NRC, but NRC has been requested by 

the States to seek authority to regulate these materials.  

The Task Force recommended NRC seek such authority. The Commission 

recognized the need for input from potentially affected persons, including 

State and Federal regulatory agencies, and manufacturers and distributors 

of these materials. A Federal Register notice was published July 21, 1977 

which announced the availability of the report for public review and 

comment. On July 20, 1977, I wrote you informing you of these actions.  

Twenty-five public comments were received and have been placed in the 

NRC Public Document Room. The overwhelming majority (840) expressed 

some measure of support for the Task Force recommendation.  

I wish to now inform you that the Commission, after evaluation of the 

Task Force report and analysis of the public comments has approved the 

drafting by NRC staff of proposed legislation which would give the NRC 

authority over these material s.  

Should you have any questions, please feel free to contact me.  

Sincerely, 

D.A. Nussba~umer, Assistant Director 

for Material Safety and Licensing 
Office of Nuclear Material 

Safety and Safeguards
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Letter to Congressional Committees 

Dear 

In July 1977, a Nuclear Regulatory Commission (NRC) Task Force had 

completed a study on the regulation for health and safety of naturally 

occurring and accelerator-produced radioactive materials. These 

materials are not now regulated by NRC, but NRC had been requested by 

the States to seek authority to regulate these materials.  

The Task Force recommended NRC seek such authority. The Commission 

recognized the need for input from potentially affected persons, including 

State and Federal regulatory agencies, and manufacturers and distributors 

of these materials. A Federal Register notice was published July 21, 1977 

which announced the availability of the report for public review and comment.  

A copy of the report is enclosed.  

Twenty-five public comments were received and have been placed in the 

NRC Public Document Room. The overwhelming majority (84%) expressed some 

measure of support for the Task Force recommendation.  

Because of your interest in the control and regulation of hazards from 

radiation sources, I wish to inform you that the Commission, after 

evaluation of the report and analysis of public comments, has approved 

the drafting by NRC staff of proposed legislation giving NRC regulatory 

authority over these materials.  

Should you have any questions, please contact us.  

Sincerely, 

Lee V. Gossick 
Executive Director 

for Operations 

Enclosure: 
As stated
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Staff Response to OPE Comments 

No changes were made to this paper as a result of OPE comments. (Attached).  
The paper already took note (on p. 5) of the Commission's approval of a 
staff proposal to draft proposed legislation to give NRC authority to 
regulate naturally occurring radioactive materials associated with mill 
tailings in non-Agreement States (SECY-77-303A). Chilk's November 11, 
1977 memo to Gossick (attached to OPE's comments) also observed that the 
Commission has not made a final decision to submit this legislation.  
Hence, we do not believe the NARM recommendation necessarily complicates 
the issue. Rather, we believe the Commission should now be provided an 
opportunity to consider a more comprehensive proposal concerning NRC 
control over NARM as well as the more limited proposal embodied by 
SECY-77-303A. The proposed legislation for mill tailings would be con
sistent, in principle, with the recommendation of the NARM task force.  

OPE expressed concurrence with ELD's comments concerning the possible 
impact of the extension of NRC jurisdiction on other agencies and 
suggested the Commission may wish to consider a broader study treating 
reorganization of existing radiation protection authorities. The 
recommendations of the NARM task force were developed in response to 
requests from the States for specific, limited action by NRC: To exert 
control over NARM. We were not requested to seek a broad reorganization 
of radiation protection authorities. A broader study as proposed may be 
warranted but would seem to more properly be in the province of Congress 
or the Executive Office.
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UNITED STATFS 

NUCLEAR REGULATORY CCNIMISSION 
WASHING TON. 0. C. 2055S

March 31, 1978

MEMORANDUM FOR: 

FROM: 

SUBJECT:

Tomn Rehm 

Ken Pedersen 

FINAL RECOMME DATIONS OF THE TASK FORCE REGULATION 

OF NATURALLY OCCURRING AND ACCELERATOR-PRODUCED 
RADIOACTIVE MATERIALS (NARM)

I do not concur with the final recommendation of the NARM Task Force 

to begin to develop a legislative proposal to exert NRC control over 

NARM, which would include uranium mill tailings. The question of 

NRC authority with respect to uranium mill tailings is vital and timely 

and is already the subject of active, concentrated attention by the 

staff, the Commission and the Congress. On November 11, 1977 the 

Cormnission asked the staff to draft legislation providing NRC with 

regulatory control over mill tailings. (See Attachment A.) We should 

deal with the mill tailings issue now rather than mixing it in with 

other kinds of NARM which can only lengthen substantially the time to 

prepare the legislative proposal. complicate further the issue in 

terms of Commission and Congressional consideration, and provide 

additional fronts on which other agencies, particularly EPA and FDA, 

may oppose us.  

With respect to NARM other than milill tailings, I wqould much prefer 

them to be treated in an overall study of what the organizational 

structure for radiation protection at the Federal level should be.  

In this regard, I concur in part with the ELD note in the Coordination 

section of the subject paper which notes that because of the impact 

extension of NRC jurisdiction to include NARM would have on other 

agencies, the Conmission might wish to consider a broader study treatirg 

-reorganization of existing radiation protection authorities. Such a 

study.should include options which foresee NRC acquiring as well as 

relinquishing authority where duplication or uncertainty now prevail.  

Attachment: 
As Stated 

CONTACT: 
Pat Comella (OPE) 
634-1541 
George Sege (OPE) 
634-1643
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UNITED STATES 

0 NUCLEAR REGULATORY C")MMISSION 
WASH INGTON. 0. C_ 20~55 

November 11, 1977 

IC1 OF THE 

ECRETARY 

MEMORANDUM FOR: Lee V. Gossick, Executive 

Director for Operations 

FROM: Samuel J. Chilk, Secre a 

SUBJECT: REGULATORY CONTROL OVER UIUM MILL TAILINGS 

(SECY-77-303A) 

The Commission has approved the staff's recoruendation in SECY-77-303A 

that the staff develop legislation which would give the Commission 

statutory authority to regulate mill tailings as a licensable material 

and which would provide a basis for long-term control of tailings disposal 

sites following final disposal by the mill operator.  

The Cormission has not made a final decision to submit this legislation.  

Furthermore, the General Counsel has raised the issue of, and the Commissi.on 

has not made a final decision on whether the draft legislation should seek 

regulatory authority over tailings at inactive sites.* Consequently the 

staff should: 

1. Draft the legislation without "inactive site authority," 

as proposed by staff. (SECY Suspense: December 23, 1977) 

2. Draft a separate Insertable statutory section which 

would provide for authority over inactive sites. (December 23, 1977) 

The staff paper putting forward the draft legislation should reflect OGC 

and OPE views on the inactive sites issue and should also contdin the 

staff's recommendation on whether the Cotmission should seek such authority.  

That staff paper should also discuss and take into account DOE's course 

of action for inactive sites.  

-See attached memorandum from OGC to the Commission dated October 26, 1977.  

cc: 
Chairman Hendrie 
CoNallssioner Gil insky 

Caommissioner Kennedy 
Commissioner Bradford 

Generdl Counsel 
Director, Policy Evaluation 

Director, Congressional Affairs 

Director, 11MSS
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"4L' October 26, 1977 

ME,1ORAWIDU FOR: Chairman Hendrie 
Commissioner Gilinsky 
Commissioner Kennedy 
Commissioner Bradford 

FROM: Jerome Nelson, General Counsel 

SUBJECT: CO;EN rS ON SECY-77-303A, "REGJLATORY COWITROL 
OVER URANIUMl MILL TAILIINGS" 

Although I agree with the legal analysis presented in SECY-77-303A, 

I am not ready to concur in the staff's recommendation that legisla

tion proposed to give the NRC direct statutory authority over uranium 

mill tailings should spucifically exclude tailings at the inactive 

sites covered by ERDA's remedial action program. Putting such a limit 

on the proposed new authority would take away most of its potential 

usefulness. As the paper n-otes, under the Atomic Energy Act and NEPA, 

the IIRC already has ample authority to regulate the handling of tail

ipgs at active sites and to condition issuance of nfew licenses on 

adequate provision for disposal of the tailings. 1 This authority is 

"unclear" only in the sense of being indirectly rather than explicitly 

' derived from the statutes. Apart from clarification, the main benefit 

M*iRC would derive from the legislation which the staff proposes would he 

authority to maintain control over tailings disposal sites after the 

mill operator has completed all the disposal actions required by the 

licensing conditions. Such authority could be useful, as the staff 

paper observes, "to nssure the-disposal sites are not disturbed over the 

long term." But this problem of potantial disturbance at disposal sites 

lies relatively far in the future, and does not afford much incentive to 

push for new authority right now.  

L SECY-77-303A points out that requiring surety arrangements at time 

of licensing compensates effectively for any practical limitations 

on the UlRC's ability to enforce these conditions years after mill

ing operations cease.  

Contact: 
E. Leo Slaggie 
254-8017
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in contrast, probleirs .with wdilings aCCurula.tions are current and press

ing at presently inactive and abandoried sites, -.here it is reasonably 

:lear that NIRC hds no regulatory authority, either direct or indirect.  

Here the need for direct authority over tailings is pote,:tially the 

3reatest. The staff argues that ERDA's recom.:endations fur remedial 

.•ction at these sites are imminent and that in some unspecified way 

"[fJor tVRC to attempt to exercise regjulatory control over these tailings 

would serve to cumplicate an already difficult situation and to 
•,,,ss rb! 1, ,il. in.iti.irin- nf the rrmsadial actior., " I h,-lieve that the 

,±ppropriite response to this argumrent is to wait and see what ERDA co:;,es 

",.Ap aith rather thrin go to Congress no-4 w ith a legislative proposal which 

cmits outicrity the N!`C might latr wish it had. ItJy-turn out that 

tuie remedial ,action ERDA proposes will in fact call fur _•Z LiY 

over tailings at abandbned si'es. ATIfe-Thtiv'7&,the Co~rnissiun :iay 

'find that the EROA proposals -fall short of what the Commission believes 

necessary to cope with health and !afety problems associated ..rith exposed 

tailing.7 piles (for example, long-term population dose fro;m radon 

eimissions). The Com.-nission might then choose to seek the additional 

authority necessdry to set up an adequate remedial program. Either way, 

a premfature conitnitent now to a limnit.tior On proposed NRC authority 

over mill tailings would reduce the Cor.mission's ability to respond 

later on to potential developments in the abandoned site tailings 
problem.  

Since, apart from this quet;tion of tailings at abandoned sites, there 

zipp.eira. to be no . t.n_-.eed for new legislative authority over mill 

tailings, •Uggest that the submission of the proposal to Congress be 

deferred until the ERDA recommendations are available and the draft GEIS 

on uraniu;n milling is substantially complete, probably by fall of 1978.  

Having this deferred submission in mind, the staff can adjust its 

efforts appropriatelY for the deveIo.nent of a legislative proposal. In 

;my vie•i, the new legislation should include NRC authority over tailinqs 

at sites now inactive, hut should emto-Jy s-Jfficient flexibility that the 

NRC -ould chooseri not tV exwi'cise this atith.rit/, should such a policy 

turri out to be desirable as an accommodation to ERDA or jierhaps EPA.  

cc: OPE( 
SECY(2

2T he Cornmn s ; Ion


