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James B. Wyngaarden, M.D. 
Associated Director for Life Sciences 
Office of Science and Technology Policy 
Executive Office of the President 
Washington, D.C. 20508 

Dear Dr. Wyngaarden: 

In response to your request of May 16, 1990, the CIRRPC 
Executive Committee has reviewed the arguments presented by the 
American College of Nuclear Physicians and the Society of Nuclear 
Medicine regarding National Emission Standards for Radionuclide 
Emissions From Facilities Licensed bv the Nuclear Resulatorv 
Commission and Federal Facilities Not Covered bv Subpart H. A COPY 
of the report of the Executive Committee is enclosed. 

The report concludes that application of the standards would 
impose significant financial and administrative burdens with no 
concomitant reduction in risk. 

If we can be of any further assistance, please let me know. 

Sincerely, 

Enclosure: as stated 

ALY/cdl 

Alvin L. Young 
Chairman 

DISCLAIMER 

This report was prepared as an account of work sponsored by an agency of the United States 
Government. Neither the United States Government nor any agency thereof, nor any of their 
employees, makes any warranty, express or implied, or assumeS any legal liability or responsi- 
bility for the accuracy, completeness, or usefulness of any information, apparatus, product, or 
process disclosed, or represents that its use would not infringe privately owned rights. Refer- 
ence herein to any specific commercial product, process, or service by trade name. trademark, 
manufacturer, or otherwise does not necessarily constitute or imply its endorsement, recom- 
mendation, or favoring by the United States Government or any agency thereof. The views 
and opinions of authors expressed herein do not necessarily state or reflect those of the 
United States Government or any agency thereof. 



COMMITEE ON INTERAGENCY RADIATION RESEAFICH 
AND POLICY COORDINATION 

1019 Nineteenth Street, NW, Suite 700 
Washington, D.C. 20036 

June 26, 1990 

Dr. Alvin Young 
Chairman, CIRRPC 
1019 19th Street, N.W., Suite 700 
Washington, D-C. 20036 

Dear Dr. Young: 

In response to your request of May 22, 1990, the enclosed 
Report of the CIRRPC Executive Committee Reaardins EPA NESHAP 
Resulations on Radionuclide Emissions from NRC-Licensed Medical and 
Medical Research Institutions and RadioDharmaceutical Manufacturers 
has been prepared for the CIRRPC Executive Committee- The report 
concludes that application of the standards would impose 
significant financial and administrative burdens with no 
concomitant reduction in risk. 

Sincerely, 

Robert L. Brittigan 
Executive Secretary 

- Enclosure: as stated 

RLB/cdl 



COMMllTEE ON INTERAGENCY RADIATION RESEARCH 
AND POLICY COORDINATION 

1019 Nineteenth Street, NW, Suite 700 
Washington, D.C. 20036 

June 26, 1990 

REPORT OF THE CIRRPC EXECUTW COMMITTEE 
REGARDING EPA NESHAP REGULATIONS ON RADIONUCLIDE 

INSTITUTIONS AND RADIOPHAEWACEUTICAL MANUFACTURERS 
EMISSIONS FROM NRC-LICENSED MEDICAL AND MEDICAL RESEARCH 

A. INTRODUCTION 

On May 16,1990 Dr. James Wyngaarden, Associate Director for Life Sciences, 
Office of Science and Technology Policy (OSTP) met with representatives of the 
American College of Nuclear Physicians (ACNP) and the Society for Nuclear 
Medicine (SNM) to discuss the Environmental Protection Agency’s (EPA) proposed 
National Emission Standards for Hazardous Air Pollutants (NESHAPs); 
Radionuclides. The ACNP’s and SNM’s main concern was that the Nuclear 
Regulatory Commission’s (NRC) current regulation of nuclear medicine activities is 
adequate and the EPA standards would only institute dual regulation over activities 
where there is no demonstrated public health hazard to warrant additional 
regulation. Facilities engaged in these activities are hospitals, biomedical research 
facilities, and radiopharmaceutical manufacturing and processing facilities. These 
standards for NRC-licensed facilities are currently stayed until July 12, 1990 by 
EPA for reasons of reconsideration with respect to  issues of duplicative regulation 
and possible effects on medical treatment. 

Following this meeting, Dr. Wyngaarden requested of Dr. Alvin L. Young the 
assistance of the Executive Committee of the Committee on Interagency Radiation 
Research and Policy Coordination (CIRRPC) in determining the validify of the 
comments submitted by ACNP and SNM to EPA (Appendix I). These comments 
were submitted to EPA in response to  publication of the final rules on emission 
standards in the Federal R e ~ s t e r  on December 15, 1989. A summary of the 
relevant portion of EPA’s regulation is provided as Appendix 2. 

In response to Dr. Wyngaarden’s request, the CIRRPC Executive Committee 
attempted to assemble and review available information relative to  the comments 
submitted by ACNP and SNM. On May 24, 1990, three members of the Executive 
Committee (Mr. Robert Brittigan and Drs. Randall Caswell and Percival 
McCormack) held a meeting to solicit input from the National Institutes of Health 
(NIH) and the NRC. See Appendices 3 and 4 for NIH and NRC comments, 
respectively. These materials were reviewed in the development of this report. 
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"he material presented in the following sections of this report is limited to 
that directly applicable to the ACNP and SNMs comments and is not intended to 
cover the entire scope of either the regulations or the comments received. Section 
B identifies the major issues and discusses the assembled information in support 
of these issues, Section C gives the status of regulatory and Congressional actions, 
and Section D presents the Executive Committee's conclusions on the validity of 
the ACNP and SNM's arguments supportive to their objective of exemption of 
nuclear medicine activities fkom dual regulation. 

B. ISSUES OF CONCERN 

Issue 1: Dual Regulation 

Under the current regulatory scheme, nuclear medicine facilities, medical 
research facilities and radiopharmaceutical manufacturers are regulated by the NRC 
under the provisions of the Atomic Energy Act (AEA). The primary regulations for 
the control of radionuclide emissions from medically-oriented uses are contained in 
NRC's 10 CFR 20, Standards for Protection Against Radiation, and 10 CFR 35, 
Medical Uses of Byproduct Material. In order to  satisfy the AEA mandate to 
establish standards which protect public health and safety, the NRC regulations 
prescribe limits for occupational exposures to radiation, permissible concentrations 
of radioactive materials in the workplace, concentrations of radioactive materials 
which may be discharged into effluents from nuclear facilities, and limits on levels 
of exposure to members of the general public. In addition to satisfying these 
requirements, NRC licensees are "to make every reasonable effort t o  maintain 
radiation exposures, and releases of radioactive materials in effluents to unrestricted 
areas as low as reasonably achievable" (ALARA). The result of such controls has 
been a system which can be considered to  have provided adequate protection of 
public health with an ample margin of safety. Compliance with the NRC 
regulations is primarily demonstrated through reporting and recordkeeping 
requirements of both monitoring (e.g., personnel monitoring) and measuring (e.g., 
concentrations of radioactive materials in air, in the body or in excreta) results. 

If EPA's NESHAP regulations become final on July 12, 1990, the licensees 
of the NRC, including the nuclear medical communities, will be subject to  dual 
regulation under section 112 of the Clean Air Act. While release of the same 
radioactive material fkom the production and use of radiopharmaceuticals and 
radiolabeled compounds in research will be subject to  both sets of regulations, the 
limits, and methods of demonstrating compliance are not the same. The NRC 
regulations define releases on an activity per volume basis, whereas, the NESHAPs 
wi l l  control emissions according t o  the annual exposure to members of the public. 
Furthermore, rather than the direct monitoring and measuring required by 10 CFR 
20, compliance with the NESHAPs regulations will be demonstrated by limiting 
annual possession quantities or concentration levels or using EPA's COMPLY 
computer code. This COMPLY code requires a considerable number of data points, 
such as stack/vent parameters, for each release point at a facility. 
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A review of the relevant information indicated that this dual regulation of 
the same radionuclide emissions will be costly both in terms of time and money 
(see Issue 3) and will result in no clearly demonstrated increased protection of the 
public (see Issue 2). This concern was expressed by EPA in several Federal 
Re&ter notices on this regulation. In October 1984, EPA stated that with respect 
to NRGlicensed facilities, the record "does not support the conclusion that 
regulation of (these) ... facilities is necessary to protect public health with an ample 
margin of safety (49 FR 43912). Later, EPA stated that "it continues to believe 
existing emissions fiom these sources are already so low that the public health is 
already protected with an ample margin of safety". Recently, a November 15,1989 
letter to the Honorable Quentin Burdick from EPA and the NIH noted that the 
proposed regulatory scheme involved unnecessary duplication which could divert 
resources fiom needed research and programs (Appendix 5). The letter noted that 
NRC and the DOE shared these concerns and that the agencies believed that "the 
pending revisions to  the Clean Air Act should contain a provision to  eliminate the 
unnecessary duplication to regulate emissions from NRGlicensed facilities". In 
recognition of these concerns, along with the final rule, EPA published a Notice of 
Reconsideration for regulations covering the NRC-licensee category. 

Issue 2: Protection of Public Health 

The ACNP and the SNM contend that removing the EPA's regulation of 
nuclear medicine and radiopharmaceuticals would not "endanger public health", the 
basic criteria for regulating under Section 112(a) of the Clean Air Act (letter t o  
EPA, dated February 9, 1990, Appendix 1); a position strongly supported by the 
NIH (letter to EPA, dated February 9, 1990, Appendix 3). EPA indirectly 
acknowledges this no loss in public health protection by stating as its objective that 
it "...has decided to continue regulation of this category to  insure that the current 
levels of emissions are not increasedl (Federal Register 545165451714, 12/15/89). 

NIH believes that imposition of the EPA regulation "on NRC medical and 
research licensees is not only unwarranted but could have a negative effect on the 
treatment and survival of some patients ... an increase in mortality for both 
hyperthyroidism and thyroid carcinoma." Compliance with EPA possession limits 
may, in some hospitals and clinics, restrict the number of diagnostic and/or 
therapeutic applications of radiopharmaceuticals and, thus, deny some patients 
important medical services. NIH concludes that, 'I... if even a single hyperthyroid 
or thyroid cancer patient is affected by the implementation of this standard, the 
benefit/risk balance is negative." ACNP and SNM point out that "there is no 
chemotherapy substitute for 1-131 in the treatment of thyroid cancer" and that 
while nonradioactive drugs can be used in the treatment of hyperthyroidism, these 
have side effects which prevent their use on a permanent basis. They state that 
"1-131 cures hyperthyroidism and its availability must continue for effective patient 
care." [NOTE The radionuclides of major concern in addressing this issue are 
certain isotopes of iodine, although other radionuclides, such as technetium 99m, 
xenon-133, carbon-14, and tritium, are controlled under NRC regulations and would 
be also controlled under EPA's NESHAPs if EPA's rule becomes effective.] 
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Further, NIH points out that not only is the EPA standard of 10 mrem/yr 
"inherently conservative" but that every factor that affects the calculations of 
compliance with this standard is a conservative choice. EPA estimates that current 
release fiom these facilities licensed under NRC's regulations for operations and 
protection of workers and members of the general public, with one exception, result 
in individual risks that are "quite low" with doses less than 1 mrem/yr to the 
"nearby resident". The exception is a radiopharmaceutical manufacturer for which 
EPA states only that the annual dose to a nearby resident is greater than 1 
mrem/yr. [EPA 520/1-89-007, Vol31 EPA further estimates that the total number 
of fatal cancers attributable to al l  calculated emissions from 3680 licensed hospitals 
is 0.06 case per year, and that from 120 licensed radiopharmaceutical manufacturers 
0.02 case per year. Their estimate of non-fatal cancers, mostly thyroid cancer 
attributable to radioactive iodine releases, is 0.8 case per year. 

Thus, there appears to  be general agreement that withdrawing EPA's 
regulations for this category of sources would not endanger public health and NRC's 
regulations ensure adequate protection. 

Issue 3: Economic Impacts 

No detailed economic assessment of potential impacts of implementing 40 
CFR 91 on hospitals and radiopharmaceutical manufacturers has been performed 
by EPA. In its background information document (Vol. 3) it recognized that over 
half of the hospitals in the U.S. handle radiopharmaceuticals and that more than 
100 firms are involved in the manufacturing, preparation, and packaging of 
radiopharmaceuticals. According to  the Oak Ridge National Laboratory, the 
production of such products constitutes a $250 million-a-year industry with as many 
as 40,000 medical procedures a day in U.S. hospitals and clinics (Inside NRC, June 
6, 1990). Seventy to eighty percent of all research at NIH is reported to  require 
radioactive materials. 

EPA reports that no supplementary emission controls for radioactivity were 
warranted for these facilities, except for one radiopharmaceutical manufacturer. 
For this facility EPA estimates increased control costs of $350,000 for an 
"associatedt risk reduction from 0.008 to 0.003 cancer death per year. No 
assessment of impacts on patient treatment or viability of the associated industry 
was made. 

Two major areas of economic impacts are likely t o  result &om promulgation 
of the EPA regulation: a substantial monetary burden on nuclear medicine facilities 
to  demonstrate compliance with EPA regulations; and a potential for loss in US. 
manufacturing of radiopharmaceuticals, which in turn could affect not only patient 
care per se but also the cost of that care. Cost of compliance would be passed to  
patients and consumers. 

0 
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The ACNP and SNM estimate the following compliance costs for more than 
3900 NRC-licensed hospitals: 

600 hospitals (> 500 beds), 
3,300 hospitals (<500 beds), 

They also estimate that costs of radiopharmaceuticals could be increased by 
20%, resulting in cost passed on to  users (hospitals, etc.) of $6M/yr for this 
industry. 

According to ACNP/SNM, Duke University has estimated that it would cost 
$500K to  comply with the EPA regulation and the NIH has estimated similar costs. 
Overall, the ACNP/SNM estimate a $lOOM annual cost to the nuclear medicine 
industry, not including any costs associated with radionuclides used in research and 
in radioimmunoassays. 

Indications are that the availability of radiolabeled compounds for biomedical 
research from a U.S. supplier would cease because of the additional regulatory 
requirements. Likewise, an already greatly reduced U.S. radiopharmaceutical 
industry would be further reduced with seater dependence on foreign suppliers 
such as France, Canada, and the United Kingdom. This reduction in availabiliw 
would be counter to the recommendations of a 1989 Department of Energy report 
that strongly supports an effort to  revitalize the U.S. production of radioactive 
materials that are vital to continued related biomedical research and to 
advancements in nuclear medicine. Overall, EPA's regulations would appear certain 
to increase health care costs and have negative consequences on current and future 
practices of nuclear medicine in the treatment and diagnosis of disease. 

c. STATUS OF REGULATIONS AND CONGRESSIONAL ACTIONS 

Status of Regulations 

The EPA is currently facing legal and administrative challenges to its 
NESHAPs rulemaking published in December 1989 (Inside EPA, June 15, 1990). 
Eleven petitions, representing a range from industrial to environmental viewpoints, 
have been consolidated into one by the courts. Since pending complaints all deal 
with generic issues regarding the rulemaking, rather than with specific standards 
set by NESHAPS, EPA is considering whether to voluntarily suspend the rules or 
defend them in court. EPA is bound by law to  honor all petitions and, therefore, 
may choose to suspend the rulemaking while it reconsiders the challenged issues. 
Meanwhile, EPA's 120 day current suspension of Subsection I for NRC licensees 
ends on July 12, 1990. 
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Congressional Actions 

The lOlst Congress is currently considering legislation to amend the Clean 
Air Act. One issue being looked at is dual regulation by EPA and by NRC of 
radionuclides regulated under the Atomic Energy Act. The Senate Environmental 
and Public Works Committee adopted an amendment that excluded radionuclide 
emissions from NRC-licensed facilities from the Clean Air Act's definition of air 
pollutant. On April 3,1990, the Senate passed S.1630 with an amendment offered 
by Senator Alan Simpson which provides, in part, that, "[No standard %r 
radionuclide emissions from facilities licensed by the Nuclear Regulatory 
Commission (or an Agreement State) is required to  be promulgate &..if the 
Administrator (of EPA) determines ... that the regulatory program established by the 
'[NRC] pursuant to the Atomic Energy Act provides an ample margin of safety to 
protect the public health." The House Energy and Commerce Committee did 
not adopt a similar amendment to avoid dual regulation, and no such amendment 
was added to H.R3030 for changes to the Clean Air Act, passed by the House on 
May 23, 1990. 

At the present time, the Senate has approved a list of nine clean air 
conferees and the House has yet to  select its conferees. The conference is expected 
to start mid-summer, with no predicted date for completion of its work due to the 
extensive scope and number of issues to  be addressed. If the Senate amendment 
concerning dual regulation is agreed to in conference, it will undoubtedly impact on 
the regulatory status discussed above. 

D. CONCLUSION 

There appears to  be no compelling public health protection reason for EPA's 
promulgation of NESHAP regulations to control air emissions of radioactive 
materials from NRC-licensed facilities engaged in activities associated with the 
practice and development of nuclear medicine. The NRC's existing regulations 
provide the necessary controls for protection and EPA's regulations would only add 
burdensome reporting requirements at substantial cost to medical treatment and 
diagnosis. Availability of nuclear medicine practice could be impacted and 
advancements through research delayed. 
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APPENDIX I 



EXECUTIVE OFFICE OF THE PRESlDENT 
OFFICE OF SCIENCE AND TECHNOLOQY WUCY - 

WA8HINGTON. O.C. 20606 

May 16, 1996 

Deer , I L K o u n g :  

This morning I met with three reptesentatives of the American 
College of Nuclear Physicians (ACNP) to discuss the Environmental 
Protection Agency's (EPA) national emissions standards for 
hazardous a i r  pollutants. Representing the ACNP were Dr. Robert - 
E. Henkin, Dr. Carol S. Marou8, snd Ms. Valeria A, Fedio. 
wa8 represented by myself and Dr. Katherine YUr8CkO. Dr. William 
A. Mille and Mr. Robert L. Brittigen attended representing 
CIRRPC, by invitation. 

OSTP 

The main concern of the ACNP representatives i a  the duplicate 
regulation of nuclear medical aativities that will begin 
approximately July 12, unless eome exemption from EPA regulations 
can be obtained. 

The ACNP representatives argued that current regulation by the 
Nuclear ~eguiatory C ~ ~ I I I ~ B S I O ~  ( M e )  is wholly adequate, and that 
there is  no public health hazard that would warrant additional 
regulation by EPA. D=. Marcus, who is both a radiobiologkat and 
a physician, di8cuSs@d worst case8 o f  potential risk, involving 
fo r  example a physician or technician administering therapeutic 
dosos of radioiodine, end even auowing for lifetime exposures of 
maximally reaoonable antuunt8, ca lculates  that the cancer 
incidence is well below 204, the EPA safety limit. 

I am enclosing a detailed letter that ACNP ha8 submitted to EPA, 
88 carmr,ents an the proposed rule. I plan to discuss this letter 
and the stanem of thoir presentation with J i m  MzmRZIB, 

! 
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Acting Direotor of the O f f i c e  of Information and Regulatary 
Affairs in the Office of Management and Budget. 
he lpful  to me to have an opinion of the Executive Committee of 
CIRRPC a8 to the v a l i d i t y  of the arguments presented in t h e  
letter, from the scientific and statistical points o f  view. 

I t  will be very 

If yeu feel i t  would be appropriate for CIRRPC to provide, euch 
commentary, I would appreciate receiving a reply within abaut a 
week if goa.ib1e. 

Sincerely, * James B. Wyngaarden, M.D. 
Associate Director fo r  L i f e  Sciences 

Enczoeure 

Dr. Alvin L. Young 
Agricultural ~ i o t o o h n o i ~  O f f i c e  
U.S. Department af Agriculture 
Room 321A Administration Building 
14th and Independence Avenue, S.W. 
Washington, D.C. 20250 
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February 9, 1990 I 

i 
I 
* Administrator 
: U.S. Envlromntal Protection Agoncy 
! 401 W Strmt, S.Y. 

i Re: Docket Ho. A-79-11 

The Honorrblo W i l l f u n  K. Rdlly  Docket Clerk 
Cant rr 1 bckrt (A- 130 
U.S. EnvinnrP.nta1 
Protactten Agency 

Washington, Dt 20460 .w n stmt, S.U. 
Washingtgn, UC 20460 

I 

i 

i 
I 

i 

I 

I 

I 

I 
1 
I 

I 

i 
I ra 1 p g p  notiw o f  (keenher IS, 1989, enclosed are 1 
' the orlgirxl and two ck$ec o t e c m n t s  of thr Antarlean Collegr o f  Nuclear ! 

Physiclrnr and Socfety o f  Nuclar;r W t z f n o .  T!w: c ~ w n t r  am s u h i t t o d  on the i 
fin81 rule 8nd notlee o f  reconstdaratlon found rt pager Sl654-51715 regrrding 
National  h h r i o n  Standard$ for Harrrdour Ajr Pollutants; Radionucl i d w .  

I 
Dear Sf rs: 

Persuant t o  the 

i 

: -.e/ J .  .&&, I 

f 
S i  neerely, I 

2 i 

, Robert E. Iknkin, M.D. Riebard A. H O ~ Z M S .  M.D. ' 
i President Pmtidont I 

herlcan College o f  Nuclear Physicians Society o f  Nuclear Hedictna i 
Encl oauras 

I 

I 



BEFORE THE 
ENVIRONMENTAL PROTECTION AQENCY 

UASHINGTON, D . C , 
FEBRUARY 89 1090 

th t lon i l  Eat rs Jon 
Standards for Hazardous A I  r Pol 1 utmts;  
W i o n u c l  ides 

Docket No. 
A-79-1 1 

On bahrlf of the Amtrkan Colloge 04 Nuclear Physieiorls (ACWP end the Society 

professlanals and tupport  personnel engaged i n  thr p r t c t i t i  o f  nuclew mdicine, 
u6 wlrh t o  rtspond t o  th? ftnal rules an e m h h  standards for radioactlvr 
harardnuo air pellutonts pubtichad ac a part O f  40 CFR 61, ractlon 112 on Octobrr 
31, 1989 and thr amended appandjx B to part  61, published In the Federal Register 
Df htaarbrr 15, 1889, pp. 51704-15. 

Whilr CT. wpport ,  In princfple, the rsstrtctlon ef  airborne relrrrrs of 
r&dlonucl fdsc t o  ths mrrimuRI reasonably rchfovrbh W a n t ,  thr axporurr basad 
target o f  1DnrRe y t o  any individual 1s overly rartricttvr for c w t o t n  Key 
rrdionucl Ides, x reover, thr regulrtlonr dun) icrta arms r'lreaw covered DY the 
NRC uhdar NCFR35, The r u l ~ s  prcrpm&d f r i  4QGRSl-cw.ilcf u$t& thorn already 
enforcad b thr NRC. They will &a costly otentially hmcr cltnical maru$mant 
df prtfan J s and rmsourcas, and will d d r  na SignfRcant protectdon t o  the 
p u b l k ,  Some prewlrianrr rnay be unenfarcsrble. 

o f  Nuclear Hadicfne (SNM), wMch together r w m s m t  nrrrly 1 1 ,008 horlth care 

t Thus, m strongly rec~arcnd reco~sldsr~tlon o f  th portlonr o f  thfs rulfn 
h4ch pertain t o  NRC Itcentem such 8s hwpltrls, Anilcrl ad lnrtttutlona 
research faci 1 i t  ias, a d  phr~crut lc8~/r rd~ophrrruceut~cal  housas . 
Of the several rirborna ridionucl Ides generated by nuclssr mditinr cl inlcal 
and research related actfuitirs, the one o f  greatest concern t o  €PA, NRC, and 
Hueleap ~ l r d ~ n r  18 1-131 a t  votrtqto I,. I%& fcrrr i t  that  gaseous I 4 3 1  w i l l  
be inhaleu mu aatorw though tha lungs tnta tha blood, or food, or water, be 
dativered t o  the t h m l d ,  an# sv@ntu8ll~ CUISO t w l d  cancer. EPA i s t  
therefore, proposing I complex array o f  mrsumntt o f  volrtflr 1-131, with 

thyraids 6C the pepulatian a t  large. 7 3  'I se coAputrr programs contain $0 mnY 
tamputw progrru wMeh t u p p a t d y  
W6WIptlfint 81 t o  rlrndrr catnctdrntrf m y  nrrnb1tnu o f  thmr CrlculrtiOnS t o  
rail i t y .  

uta radiation absorbd dosac t o  

In addition, EPA appears t o  have i narrd I potant4rlly rlgnificant source of I -  
131 gas, that I s ,  the patient (I, ,a). N8I-X31 I n  acid t d u t f o n  enerates I - 
131. That 4r why t h 8  current solutions am basic; th8 volatlllty s reduced gy 
a factor of about 100(4), When a patiant rwoltwr H8f-131, contact wlth a c W c  

? B 
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gastric sacrations may ganorrtm f -13L 8timt may b d c h  or parr gar 
contrintng IS-131, 18 rddttion, 1-331 appears P n urinr, t w s ,  swat, t a ~ v a ,  
tears, and nasal f luid.  The €PA Orapased concept o f  mmrursmnt 4s not even 
r m t c l y  prratlaol lor masurlng eontuuinatlen frar prtirntt. 

Tho 

In contrast t o  h a t  €PA k a t  propmd, NRC has decfded that if om i s  worrtrd 

wa moasura tho 1. T 31 bu t i  on t o  the t h  i d  o f  those workers a t  r isk  far 
a b u t  1-131 M ~ C ~ I  

contulnatlon (10 CFR 35-315(~)(8)) &lntrin writtrn records o f  these 
id, on8 ShWId It, NRC has Ninditsd that 

Becautr a f  th4 r t r l ~ s n t  safety ruquircwmtr i rod by HRC an radiation warkers, 
It i s  highly unl4kdy that s rivniflcant thjm "f" d burdsn t a  wvksvr o r  the publ4e 
w i l t  occur. Requlremntt for hoods, minimum parrir$lble f l o w  rites, exhaust 
fi lters,  strict tsolrtfon o f  p r t l m t  ultte, and a#roprWs educrtron gf: 
rrdtrtfon workrrr hrvo hen highly successful fn pravmtlng signtflcrnt thyroid 
contuinrtlan. For ex le, consider tho wdiui worker a t  highest risk, the 
nuclear ph8n1actSt. The "s argott nuclarr phrrsrcy chain i n  the Unitod States has 
84 phrmcies and 360 nuclew phrmcists. Thyr pnprnd 3 0 , M  therapy dotrt 
o f  1-131 and hrndlrd nrrrly 640,000 aCi 1-131 dUrtftg the prlod 1988 - 
past 5 years (6)- Hano resulted i n  reportr g tr ovemxposum. 
00C.b.r~ 1000. tkmy k w m  had 4 m h I  -4 +rl t k w  m t i o n  leue? euontm e u m r  +hr 

Inspectton data for mdfcal lIcens8es show that them i s  no evidenco that workers 
(or the public) are being expwed t o  hrrrrdous rnvlronmntrl levels o f  I431 (7). 
WB must mayo one 'fast crucial point  abaut the rarthod of NRC mgulatlon of I- 
131 contamtnrtfon. Jt 4s extr # No new oqufpmnt 1s needed, 
The rrdiatlon datrrottm 6 etcm%@d blorrrry o f  ridlation warkers 
I S  the S a  aa that UWd I OF rrdloi mrrsur~mntt t n  prttents, Thr 
only axtra drtafl i $  the calibration o f  thrr datactor with an rpproprirta 8trndWd 
SOtlFCI, Thi$ $ 8  not V a r y  COStIy. 







Cont!derrtlon mat be Wen t o  the thyroid carcinm rlsk par NRC 8tmdrrdt. 
Tho action leva1 for ra d tatdon workers for NRC Itconsset corresponds t o  6 .5  Mrem 
ede, or a risk o f  thyroid carcinoma o f  O.O033xlV, arsumfng this level o f  
radiation absorbed dose occurs in  I rrdfrtlon worker 

radios~sltivltyI This worst $stblc ease 4n an adult 
o incurs a total o f  S i  yaws o f  risk a t  an a%t rat8 o f  

s l y  +or 9% 

0.05 c a l o o ~ r  mlllian ersons per rem to the thyroid per year, Hfs total risk 
of 1 thyroid cancer i s  ? . S x l p  and his total risk o f  a fatal thyroid cancer 1s 
Just under 1x10“ (39). It 1s evident thrt NRC safety standards tar r m z  

are well within the limitr Judged rp roprlata by EPA f o r  th. 
fhrrefom, as I result of s t r i c t  WRC ! i m i t t  for rrdirtfon workers, the 

general publlc has nvcr a thnusand tlwc lcsr rlsk than prnpnwi hy CPA as an 

rv w a r  fer 46 V- 

so m i d  6.61 o? I: - 131 cont4.n 

E@F 
UPpW’ I hit. fi0 B(Hd Q& -4 QnZl €PA E-. 

rtrrrs &re prablsRs wtth radlonuclidw other am 1431. &Ithaugh mrt comRunlty 
hospitals would appear to  have no difflculty emplying w i t h  standards p ~ p o s e d  
I n  Tabla I ,  soma Irrgrr medical centers will, Horeovar, the impact upon 
rad~opharmacoutical houses, which su ly radlonucl ides and central radiophar- 

l i c r n t r  anmndnrrntr i n  ordrr to desonstrate coarplianca w i t h  EPA standavdr, 
especially sine8 the €PA rtindrrdt are not comprtlbie with hospital pr tct lcr .  

Tachnitium 9Om ( v c ) ,  a enerator produced radtonuclide, fs the workhone o f  

cam rhauld have k e n  gfven t o  regulating an agent o f  Its extrema importance. 
The possession l i m i t  f s  only 1400 Cl/y, Rtdioghrrrarcwticr~ houses, cmtrr’l 
W i d p h r t % ~ t f 6 $  alld Mtpitrls with over 900 b d r  will d ~ t M  th la  l i m i t ,  
especially I f  v c .  which decays In situ within thr ganaratar, is cantidered as 
part o f  the total. The problem s t a m  f r o m  ut inrpproprirtely high ertlmrto of 
aerosolization o f  V c  psrtschnetrts, bared upon P sin le paper ubllshrd 10 

only i s  the rtrlerptfon &a that the agent is  a Ilqutd (it i s  I solution), but 
l;t 1s v i r tua l l  never exposed t o  r001 air, even after i t  i t  eluted from the 
generator, 
rerult i n  a burdm a4 1.7 nCi, with tfr who16 body desa a f  O.QOOI1 Raw b r a d  

4 o f  rlr t a  achlave the maxim daily burden. Tlchnatim II i s  virtually nrvrr 
exporod to air dn the flrrt place, so a i r b o r n  fevdr  am typicrl’ly too low t o  
mersure. The btohgicrl rffoct gtvrn thr six haur half l i f e  and RlonochramatlC 
gama ray i s  mInf~81. Measurement o f  any single radtonuclldc i n  an atmosphere 
such IS (i nuchar d i c i n a  d8prrtmnt cannot be dm8 because o f  other potmtially 
oontaml nrtf ng rgantr. 

macirs dlstrlbutin thase rgrntt woul 8% e devastatfng, I t  wlll take considerable 
rrdlrtian safety o ? Clcer (Rsb) tiae for prsprrrtlon o f  thr €PA oqulvolent o f  NRC 

nuclear mdicine. About B .S alltion otudier am psrfomd annually and grrrt 

year4 ago In Scotland wing a generator t h a t  i s  not rvr-i 9 able i n  t R e U S .  Not 

In I rllng a.nd tatally rbsorblng a whole cubic meter o f  &lr would 
u on mnuf8cturur’s prchgr fnserto). I t  would require &hrl&tlon o f  9 6 0,000 

%anon 133 (Xa-133) I S  used for .inhrlrtton lung tarrein over half a milllon tims 

Qatt t t  has v4rturlly no b4orfffnlt The rrdfrrtton axpoture 1s thus V W  Jarall 
even for the patiant who inhales mil f lcurlc dosos directly. The Complirnca Guide 
does not  l lst  any Cllter syrtwn f a r  Xed33 thrt gives h i g h  than a 60% d w e u e  
ion Ye433 concentration, Although the praposed regulations do include r factor 

b 

R W  mr and f t  beglnnlng t o  r s s m  mjor i w r t r n c e  f n orgw blood f low studies 
tb t 3( I h u r t  and briln. The Iiaft is only 62 Ci/yr, Ucau5e Xenon, i s  8 noble 



of 10 roductlon i n  rlrborne missions I f  rctlvrted chamoal, I s  used such filters 
are orders o f  magnitudr mra e f f l c l m t .  W ' s  will hrvo t a  makc mcr3urambnts 
t o  prove t h t t  and seek walvtrs frm the listed Xe-133 l i m i t s ,  One 600 bed 
h o ~ p l t d  fncluded i n  this turvoy that has m rctlve brrln jmrgtng service UEQS 
2.9 tlms the maxfnrm listed quhntfty o f  Xenon per year. ft does not PvOn use 
this radiophrmrceuticr~ for ventllatlon studfez. An €PA llcenrs mndment bated 
on documentation o f  fllter effsctlvenetr wil7 be nrcassrry to contlnur th io  
act i vl  ty 

Carbon 14, an important rtsaarch radionuclfda, 1s ralrtrfeted t o  290 Ct/y, 
Although the 1Mt i s  not a problem for most facilitfss, it could bo detrllrentrl 
for eertcin 7 ~ 9 1  inStltuttonS and rad4opharPaceutttrl mnufacturers. Lfquld 
1425, wlth f t t  6.2 C l i m f t ,  will be even wre o problerp than Cwkn 14. 
We have endervortd t o  produce r rsrlfstic econoaic iapact study. t o  oscertaln 
the cost of coqlyi wlth th is  dupllcrtlve €PA ngulrtarty proposal. In ardor 
t o  do so, we obtain 3 1 copy o f  the W l Y  program md th Cmplirnco Wide and 
perfornod sample calculations for several types o f  hor I t o h  Mi lo  i t  rppeero 
t o  be the case that  tmll cormnunlty hospitals wtth '1 trait& nuclear medicine 
services wlll b4 exempt from having t o  report a t  all ,  the mportfng rrquirement 
wf' l ' l  Impact greatly on many hotpltrlr wtth rrvrrrl hundrad bad$ and greater, 
fncludftrg nredkrl canters wlth research rc t iv l t f rs .  Host mdtcrl licrnrrrs w i l l  
ot &I required to  m8sur8 airbarnt contamhatton on l ine,  but ube Qf bW,  bbTc, ami ~e -133  t s  of suft'iciant quanttty i n  many tnstltutfons t o  warrant 

f0m1 yarrly mportlng a d  infomlng EPA o f  any plans t o  altar Inttitutfonrl 
ltructurri that i act on rdionuclldc use. Although this will not k an 
Insurmountable bu 3 en f o r  rort lnstltutions, the costs i n  many cases will not 
be negl lgfblc. 
For example, one way t o  cope with EPA's 1-131 limits 1s t o  switch from uslng 
Nab171 I n  t o l u t t o n  t o  Hal-IS1 In CI~#U~QL, bacauso the CUHPLY program treat8 
capsules as rolldr and prrnitr lo# timt amre activity t o  be used por year i n  
th i r  fam rolatlve t o  llqulds, Hcmvw, Naf-it1 c ~ p c u l ~ t  are rp mxlmrtrly 
twfcr 18 cottly i s  MrL131 In solution, ad this cost will have t o  1 e borne by 
the petfent or the pattent's health insurer. Use o f  capsules i s  very popular 
deoplte cost bocrurr most umrs are exempt f r a  thyroid blwrsry rwr%ursmmh 
I f  capsules are used instead o f  Ilquld. Abuut 75% o f  HaI-131. doses are in 
capsule form already, The exclurlvr us8 o f  crpsulot wllf result In an added cost 
df itbout 12.5S% on tha auwa 8 .  An rfkmrtivr t o  €PA'$ 1-131 limits i s  the use 
of a charcoal flltsr, whlc R gtves tho Institution an extra factor of 10 i n  
; r c t W t y  limits. Howover, f t  carts several thousand dollars t o  upgrade rn 
existlng hood t o  ana using rctivrtrd charcorl. 
fn addition to  coats such as there itmtzrd above, I t  will taka the RadfJthn 
safety Offlcrr srvorrl prrron day,,  (or about 102% o f  h4s yrrrly actfvitY) t o  

The W P L Y  pmru roquiret contjdcr~b~e dsfafl,  
Col oation o f  whlch i r  ttnn contumlng. F u r t h e m r r ,  thm iatprct Upan PWo8M 
construction and ronovatlen i t  extremely savere* 

EPA rppr~rt t o  have undtmstiated tk mount o f  papar wrk that wilt ba 
4Wt~lvCd. Nat only wlll uny mro USUFS hrvr t o  report than W A  expect& kt 
tho nuraber o f  mndanntt for variances will &a very large. Given that EPA must 

ly with €PA reporting. 
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aPprOVr any nw construction or rsnovrtfon that wlll contrfbuta more t h t n  1% o f  
the l l m f t ,  this will further fncroare the paper work burden on €PA. 

Ute of radionuclides, aost  o f  which are  byproduct aaterirl, i s  already t lght ly  
rvgulatad and canfully by thr MRC. Tho litonsing d Inrpsction program 
crrrtsd aut by that body provldr an crxollrnt mqtn aC public safety, The new 
r ulations avo siaqaly redundant, ad as LPA &ita, th am also inconsistent. 

pw volrtae b u l a ,  PA on exposum. GWen 
the vast dffiwence in dose cquivr cnt$ fm vrrfous radionuclides based upon 
phyricrl half 1 If#, decry spectrum, and biodirtrlbution, considerable ef for t  and 
expense would be expended t o  sattsfy the diffsrent data sets and cmpil i t lons 
rrquirrd by the two rwulators. 

Thmfora, thr Society o f  Nuclew Wic ina  and the Amrlcm Collagr o f  Nucliar 
Physicians seo rbsolutaly no ratfanale I n  favor B f  dual regulation. Tho NRC 
hat b a n  protactlng tho publlc at  a higher lev81 than €PA propaset for over 30 
years, Dual reguhtton will only rceonplfsh addittonel expense lfaitrtion o f  
medical rmsourccs, and tncrerrsd risk t a  thm p u b l k  health and r& &s I rtsult 
09 these 1 inttattons. 

Y s N # defines r e h i s e t  on an rctivi 

Basid upon the fongoing, ACNP and SHn ratpactfully request that  the partions 
of 40 CFR 61, Sectlon 114 rt lot ln to NRC lic@nrrer be reconsidered, and that 
the EPA withdraw froa rqulrt ing  t % e m  frcl ’ l l t tos i n  favor o f  the NRC. 
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1101 Connecticut Avenue. N.W. Suite 700 Washington. D.C. 20036 

American 
College of 
Nuclear 
Physicians 

202-429-51 20 

May 22, 1990 

James 6. Wyngaarden, M. 0. 
Director, Life Sciences 
Office of Science and Technology Policy 
Old Executive Office Building 
17th Street and Pennsylvania Avenue, N. W. 
Washington, D. C. 20506 

Dear Or. Wyngaarden, 

The Society 
of Nuclear 
Medicine 

I would like to thank you for the opportunity to meet with Dr. Carol S. Marcus 
and myself to discuss the Environmental Protection Agency's (EPA) NESHAPs and 
the issue o f  dual regulation o f  Nuclear Medicine and the radiopharmaceutical 
i ndustry , 

We believe that the public health aod safety are adequately protected by the 
Nuclear Regulatory Commission's (NRC) regulation of airborne radionuclide 
emissions from medical, research and radiopharmaceutical facilities. As we 
indicated to you, the review o f  the doses to radiation workers at these 
facilities and worst case assumptions supports our assertton. 

We are, o f  course, very interested and available to meet with you to respond to 
requests for additional data. We have not yet determined from the €PA the 
additional data which may be required to support our beliefs. If additional 
analyses or data is requested, this must be presented well in advance of the July 
13 expiration of the stay of implementation. 

I 
The €PA and the NRC have publicly stated their support for continuing the current 
regulation of radionuclide emissions by the NRC. We are hopeful that Congress, 
during their consideration o f  pending Clean Air legislation, will be convinced 
that radionuclide emissions from NRC medical and academic licensees pose no 
threat to the public and should continue under the current regulatory system 
implemented and administered by the NRC. An amendment to that effect would be 
most appropriate. 

We believe that implementation of the NESHAPs would impose a significant 
financial burden to hospitals and radiopharmaceutical manufacturers. EPA did 
n o t  make readily available the COMPLY program or associated documentation, thus 
precluding analysis of the assumption or estimation o f  anticipated financial 
commitment of the NRC-1 icensed facilities. A yearly cost o f  approximately 
$20,000 - $50,000 per reporting institution (i. e., greater than 500 beds, 
research facility) would have to be allocated for compliance with the EPA 
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standards.  There are approximately 24,000 NRC licensees i n  the United States; 
3,914 are hospitals w i t h  a Nuclear Medicine service. Of these hospitals, 
approximately 15% or 600 have greater than 500 beds. Therefore, the total  
estimated annual cost represented by these i n s t i t u t i o n s  i n  reporting t o  the EPA 
i s  $21,000,000 (600 hospitals x $35,000 (the average estimated cost per 
hospital)}. Smaller en t i t i e s  (hospitals w i t h  l e s s  than  500 beds) would have 
costs o f  approximately $5,000 per year per hospital i n  order t o  arr ive a t  the 
f ind ing  o f  no t  having t o  report and t o  provide suf f ic ien t  documentation-in 
support o f  t he i r  exemption. However, the costs t o  the smaller hospitals are 
cumulatively significant since there are 3,314 NRC medical licensees w i t h  fewer 
than 500 beds; the to ta l  annual costs for these f a c f l i t i e s  would be approximately 
$16,570,000. Therefore, the total  estimated annual cost f o r  hospitals 1 icensed 
w i t h  the NRC would be $37,570,000. In general, the funds t o  comply w i t h  the €PA 
program, which has no demonstrated benefit, would be diverted from a hospital's 
general budget. I t  i s  unlikely that  the Health Care Financing Administration 
(HCFA) would make allocations f o r  the increased costs o r  t ha t  additional funds 
for research would be made available for this purpose. 

The radiopharmaceutical industry is also a t  risk. Since 1980, the number of 
companies has decreased a7 armingly. Our regulatory environment has transformed 
an industry created and developed i n  the United States  i n t o  an export product. 
Currently, there arc only four radiopharmaceutical manufacturers i n  the United 
States: two are foreign owned. The second largest  firm may be acquired by 
another .foreign company. The impos i t ion  o f  an additional , costly regulatory 
burden will further depress the industry. We estimate tha t  costs of radiophar- 
maceutical products will increase 20% i n  order t o  demonstrate compliance w i t h  
the additional regulations imposed by the €PA. Given tha t  the to ta l  radiophar- 
maceutical industry i n  the United States is approximately a $300 mi l l ion  market, 
the to ta l  costs t o  manufacturers, passed onto  users, will be approximately 
S60,000,000 (which includes an increase i n  users costs due t o  importing products 
which will no longer be made i n  the United States) .  In addition, Mallinckrodt 
Medical, Inc. has f i l e d  a lawsuit w i t h  the EPA due, i n  part ,  t o  the inappropriate 
financial burden tha t  would be imposed. 

One of the consequences of the current s t a t e  of  the American radiopharmaceutical 
industry i s  tha t  as of February, 1990 there is no longer a national supply of 
99 - Molybdenum (used as the raw material for the 99 - Molybdenum/Technetium - 
99m generator). T h i s  material is the key element i n  80% of cl inical  exams and 

is significant i n  t ha t  approximately 10,000,000 Nuclear Medicine diagnostic 
studies are performed yearly. We met recently w i t h  the Food and Drug Administra- 
t i o n  t o  discuss creating a more a t t rac t ive  regulatory environment f o r  American 
radiopharmaceutical manufacturers. The outcome of  t ha t  meeting is n o t  yet c lear  
and we hope tha t  progress will be achieved. The increased regulatory burden 
posed by the €PA would only serve t o  fur ther  aggravate a metastable industry. 

The f inanci a1 requirements which resul t from compl i ance w i t h  the NESHAPs W O U l  d 
a lso be s ignif icant  f o r  central ired radiopharmacies. I n  the United States,  there 
are approximately 125 central i zed radiopharmaci es  . We approximate the annual 
cost per f ac i l i t y ,  due t o  the €PA reporting requirements, a t  $20,000. Therefore, 
the to ta l  annual cost requirement of  the centralized radiopharmacies would be 
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estimated at $2,500,000. The total estimated costs are already over $100~0~0,000 
($37,570,000 + 560,000,000 + $2~500,000) and do not include costs to the research 
comnuni ty or to the radioinmunoassay laboratories (100,000,000 procedures per 
year). DuPont, which has most of the research chemical market in the United 
States involving C-14 and H-3 labeled compounds, will abandon the business if 
they are forced to meet present EPA requirements. The sole manufacturer would 
be International Chemical and Nuclear (ICN) in Irvine, California and they would 
also most likely fol low suit. What is the cost o f  not performing bio-medical 
research in the United States involving metabolism, biochemistry and pharmacol- 
ogy? In regards to radioinmunoassay (RIA), the major radionuclide is 1-125, 
which i s  one of the most strictly controlled isotopes in EPA's present scheme. 
The impact of this has not been estimated as yet. 

Your assistance in resolving the issue of duplicative regulatory authority, and 
recognition of the NRC as the lead agency in regulation o f  radionuclide emissions 
from its medical licensees, would be deeply appreciated. As I noted previously, 
i f  additional data i s  required, we will  furnish it as quickly as possible. In 
addition, we will contact Mr. Richard Guimond within the next few days concerning 
h i s  perception o f  necessary background information for considering our exemption. 

Yours truly, 

Robert E. Henkin, M. 0. FACNP 
President 
American College o f  Nuclear Physicians 

bcc: Robert E. Henkin, M.D.  
Richard A. Holmes, M.D. 
Carol Marcus, M.D. 
Torry Mark Sansone 
Virginia Pappas 
Carol Lively 
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APPENDIX 2 

Summarv of Remiation 

EPA: 40 CFR Part 61 

National Emission Standards for Hazardous Air Pollutants; 
Radionuclides; Final Rule and Notice of Reconsideration 

(Federal Register 54: 51654-51715, 12/15/89) 

Subpart I - National Emission Standards for Radionuclide Emissions from Facilities 
Licensed by the Nuclear Regulatory Commission (NRC) and Federal Facilities not 
covered by Subpart H... 

Applicability of Subpart I 

Any facility licensed by the N.R.C. or any Agreement State to receive title 
to, receive, possess, use, transfer, or deliver any source, by-product, or special 
nuclear material. 

Standard 

0 

0 

Emissions of radionuclides, including iodine, to the ambient air from 
a facility regulated under this subpart shall not exceed those amounts 
that would cause any member of the public to  receive in any year an 
effective dose equivalent of 10 mrem/yr. 

Emissions of iodine to the ambient air from a facility regulated under 
this subpart shall not exceed those amounts that would cause any 
member of the public to receive in any year an effective dose 
equivalent of 3 mrem/yr. [NOTE: Limit is equivalent to  100 mrem/yr 
dose equivalent to thyroid tissue.] 

Compliance 

Determined by use of either EPA's COMPLY computer code or EPA approved 
methods for satisfying alternative requirements limiting annual possession 
quantities or concentration levels. 

EXAMPLE: iodine-131 

Annual possession quantities: 
Gaseous form 
Liquidlpowder forms 
Solid form 

6.7 
6.7~10~ 



Concentration levels: (Ci/m3) -- stack or vent emission estimates 
2.1xi 013 

Reporting Requirements 

o Annual report t o  EPA (calendar year by March 31) containing 
information on: 

details on any relevant construction and modification 
responsible persons 
radioactive materials used 
handling and processing procedures 
release configurations and controls 
nearest occupied building - type of use 
nearest food form and products 
calculated effective dose equivalent 
physical form and quantity of radionuclides released 
stack/vent description and operation 
dimensions of facility buildings involved in releases. 

0 Facilities releasing less than 10% of dose limits exempt from above 
reporting, provided annual dose determination of eligibility is 
performed. 

o If facility not in compliance, monthly reporting required until facility 
in compliance. 

o First report will cover 1990 calendar year emissions. 

Recordkeeping 

Documentation of sources of input parameters, sufficient to allow verification 
by independent audit of compliance and/or qualification for exemption. 
Records must be maintained for five years and be available for inspection. 

Application to Construct or Modify 

Application for approval of the construction of any new source or 
modification of any existing source covered under Subpart I must be 
made according to  Subpart A, unless either total emissions from facility 
are less than 10% of limits or results in an increase of less than 1% 
of limits. 

Emission Determination 

o Measured radionuclide emission rates from point sources according to  
EPA specifications, or. in lieu of monitoring, use of EPA approved 
models and default emission factors. 
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DEPARTMENTOF HEALTH & HUMAN SERVICES 

Date 

From 

Subject 

To 

Public Health Service 
National Institutes of Health 

Memorandum 
March 28, 1989 

Acting Chief, RSB, DS 

EPA Regulation of Radionuclide Emissions to the Atmosphere 

NIH and DS Management 

On March 7, 1989 the United States Environmental Protection 
Agency (EPA) publishec a Proposed Rule and Notice of Public 
Hearing (40CFR61) on the subject of Regulation of Radionuclides 
for compliance with the provisions of the Clean Air Act. This 
regulation applies to all NRC-licensed non-Department of Energy 
Federal facilities. It is quite clear from my reading of the 
Federal Register Notice and the associated background 
documentation that the NIH will be subject to the compliance 
and reporting requirements of this rule. Interested "persons" 
are invited to provide comments on the rule by May 15, 1989. 
In addition, there are public hearings on April 11 and 12 in 
Washington, D.C. and in Las Vegas, Nevada on April 13 and 14. 
Any npersonslt wishing an opportunity for oral presentation at 
these hearings must notify EPA by April 3, 1989. 

In my opinion, based on a review of the compliance 
requirements of this rule, a SUBSTANTIAL IMPACT on the 
research and medical programs at NIH could be realized if the 
rule becomes law in any of its three proposed approaches. In 
any event it appears that the burden of compliance achievement, 
documentation, and reporting will, as usual, fall within the 
scope of the NIH Radiation Safety Program. The demands of 
compliance verification and reporting as described in the 
proposed rule are so extensive that, for a program of our size 
and complexity, a MAJOR data collection, analysis and reporting 
effort will be required, demanding substantial in-house or 
contract dollar resources. 

In a nutshell, the EPA was required by a DC Circuit Court to 
propose It regulatory decisionstt regarding the standards for 
emissions of radionuclides from certain source facilities by 
2/28/89, and to take final action by 8/31/89. The proposed 
rule and its background documentation, including a PC-based 
computer code for determining compliance, was issued on March 
7, 1989. The rule proposes exposure standards for an aggregate 
effective dose equivalent (EDE) to the nearest receptor from 
all pathways, iiicluding food consumption, from airborne 
radionuclide emissions in subject facilities at the following 
levels: 



Either: 

1) 10 mrem/yr (Approaches A f B); 

or, at the discretion of the Administrator 

2) 3 mrem/yr (Approach C ) ;  

or 

3) 0.03 mrem/yr (Approach D) . 
The recommended level is 10 mrem/yr. It is required that each 
facility's compliance with the EDE limits be determined by 
analyses of each radionuclide emission in each Dossible 
phvsical form from each stack or vent to each Dotential dose 
receDtor. Compliance is determined by a tiered approach. At 
the first tier, a comparison is made of annual activity used 
vs. table values for each radionuclide as provided in ,a 
compliance guide. Based on the annual receipts of radioactive 
materials, NIH would certainly exceed the values in the table. 

At the second tier actual concentrations of nuclides emitted 
from stacks, as 36termined by measurements, are compared to a 
table of concentration levels for environmental compliance. 
The sum of the fractions of actual concentration divided by 
compliance value must be less than 1 for each release point. 
There are two problems with this approach for NIH: 

1) the concentrations of only a few radionuclides out 
of the entire universe of nuclides received by NIH are 
measured regularly (namely 1-125 and H-3) from only 
approximately 70 release points, and 

2)  the EPA compliance concentration levels are 
dramaticallv lower than existing 10CFR20  Maximum 
Permissable Concentrations (MPC' s) to unrestricted 
areas, (e.g. a factor of 1000 for 1-125). 

Thus, the NIH does not currently have the capability for the 
measurement data to demonstrate compliance in this tier for all 
possible release points and nuclides; and our existing measured 
data, in some cases, indicates higher concentration levels than 
allowable under the rule (we often see fractions of current 
MPC's, such as 10% for 1 - 1 2 5 ) .  

The third tier of compliance assessment, used in the absence of 
measured data, requires that the annual possession amounts for 
each nuclide be appropriately multiplied by factors (preset by 
EPA) to establish the potential airborne fraction (example: 
0.001 for liquid form nuclides), then divided by the air flow 



in the vent to establish a concentration for comparison with 
compliance values. I assume that N I H  would be permitted to 
I1distributett the 33,000+ shipments of material received among 
the buildings where the activity is used, and employ flow rates 
from each building or building sub-module to establish 
concentrations. If we are out of compliance on this basis, 
(and I suspect that we would be based on the quantities of 
material used), we can use Level 4 of the EPA supplied program 
COMPLY to determine if we meet the standards at receptor 
points. The complication with this is that we would need to 
define receptor locations, surrounding each of potentially 
hundreds of stack or vent release points and run the 
calculations for the list of controlled nuclides. The doses 
calculated would probably be additive for receptors subject to 
releases from multiple release points, and we would probably 
exceed the standards. It is not clear what action EPA would 
take if the analyses demonstrated non-compliance, but most 
likely N I H  would be required to achieve compliance by adding 
engineering controls to emission points or reducing usage of 
given nuclides an an annual basis in the buildings where 
releases lead to non-compliance. 

The N I H  should submit comments to EPA on this proposed rule by 
the deadline of May 15, 1989. RSB will prepare a discussion of 
the potential impact of this rule on radionuclide use in 
biomedical research and clinical treatment at NIH and in 
general . The focus of this discussion is anticipated to * 

include : 

o The economic impact on research (we anticipate a data 
gathering, analysis and reporting impact of several 
hundred thousand dollars initially, with recurring 
annual costs of nearly $100,000; compliance costs may 
end up exceeding a million dollars). 

o The potential delay in progress of research into the 
causes, prevention and treatment of human diseases 
caused by the implementation of these requirements. 

o The potential effects on the treatment of patients 
for diseases such as cancer, using radionuclide 
therapy. 

o Other issues that the implementation may affect. 

It may be prudent to consider commenting on the validity of the 
dose limits chosen, i.e. are they unnecessarily low? The 
Radiation Epidemiology Branch, DCE, NCI may be capable of 
providing some guidance and credibility in the presentation of 
such an argument. 



The comments should be submitted for signature by an 
appropriate representative of the Director, NIH or by the 
Director personally. 

We are prepared to present a briefing to interested NIH 
management representatives if requested. Please contact me at 
x5774 if you desire further information. 

Robert A. zoon 

cc: Members, NIH Radiation' 
Safety committee 

Acting RSO, N I H  
RSB Staff 





Suniiiiary of the Proposcd EPA Regulations for Compliance with the National Emissions 
Standards for Hazardous Air Pollutants (NESHAPS) in 40 CFR 61, Subpart 1. 

0 The National Institutes of Health strongly urges the EPA to reconsider an exeniption of 
medical treatment and research facilitia from the provisions of 40 CFR Part 61 related 
to radioactive air emissions through a finding that existing regulatory and v o l u n q  
controls provide an ample margin of safety. Such a decision was made in the case of 
high-level nuclear waste facilities under Subpart F of the regulations. 

The Regulations increme risk by imposing unreasonable restrictions on the use of 
essential isotopes used in medical diagnosis, treatment and w c h .  

If even a single hyperthyroid or thyroid carcinoma patient is affected by the 
implementation of this standard, the benefitlrisk baIance is negative. EPA's risk 
assessment indicates that no reduction in incidence would occur and only a small 
reduction of the MIR (Maximum Individual Risk) would occur if curnnt emissions were 
reduced to those proposed by P A .  

0 Although EPA has shown that an ample margin of safety already exists for those facilities 
in Subpart I, they state in their Federal Register notice, dated December 15, 1989, that 
"EPA has decided to continue regulation of this category to insure that current levels of 
emissions are not increaSed." 

Superimposing complicated, resource consuming requirements to prove compliance with 
unnecessary regulations could discourage the use of radiopharmaceuticals available to 
physicians and is not in the best interest of the public or the practice of medicine. 

EPA ignom its own goal of an MIR of 1 X 104. Using the currently accepted risk 
factors, the EPA suggested maximum for adsabed dose from '"1 of 3 mdy ede would 
result in only 0.0042 thyroid cancers per 10,ooO persons per year, nearly two orden of 
magnitude below the EPA limit. 

. 

Regulation of medical treatment and research facilities by the NRC already achieves 
emission level controls far below those proposed by EPA. Additionally, NRC requires 
actual measurements of uptake by personnel at the greatest risk of exposure as the method 
of proving compliance rather that a computer code containing numerous assumptions. 
NRC's method has been highly reliable over a number of years. 

In a joint response to EPA's request for public comment, the American College of 
Nuclear Physicians (ACNP) and the Society of Nuclear Medicine (SNM) state that the 
Comply computer code "programs contain so many assumptions as to render coincidental 
any resemblance of these calculations to reality.' 

The cost to comply with the new regulations will discourage medical research and patient 
treatment using radioactive materials. In the ACNP/SNM public comment they state 
"The proposed EPA regulations would thus be exceedingly expensive, and contribute 
nothing to the public health and safety in return. Duke University, for example, has 
estimated that it would cost approximately $5OO,ooO to comply with the proposed EPA 
regulations. ' 4 

? 
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National Institutes of Heailti 
Eethesda. Maryland 20892 
Building 
Room : 
(301) 496- 

February 9, 1990 

Central Docket Section (A-130) 
Environmental Protection Agency 
Attn: Docket No. A-79-11 
Washington, DC 20460 

Dear Sir or Ms: 

In accordance with the opportunity to submit comments on the proposed amendment to 
40 CFR Part 61, issued March 7, 1989, the National Institutes of Health (NIH) provided 
comments to the Environmental Protection Agency on May 11, 1989. Those comments were 
based on a brief review of the available documentation, due to the severely short time constraints 
imposed by the court order under which EPA was issuing the standards. In addition to NIH's 
opposition to the standards based on the fact that existing regulations of the Nuclear Regulatory - 
Commission (NRC) and the Agreement States provide an ample margin of safety for the medical 
and research uses of radioactive materials, we were particularly concerned with the potential 
effect that the regulation would have on the use of radioactive iodine 131 in the therapy of 
hyperthyroidism and thyroid cancer. We based this concern on a parametric analysis of the 
COMPLY code, using individual nuclides and release to receptor scenarios to determine which 
nuclides contributed substantively to the controlling effective dose equivalent (ede). Our analyses 
revealed that the radioactive iodines, particularly 1-125 and 1-131, were the controlling nuclides 
in the calculation. In addition, it seemed that the risk-based standard setting methodology used 
by €PA only considered the inherently neguhv factors in the use of the radioactivity, i.e. effect 
of dose on incidentalIy exposed populations to airborne releases. No consideration was given 
of the life-saving and life-prolonging factor of use of the radioactivity in therapy. 

1-131 is the most effective treatment for hyperthyroidism, which occurs in about 1.5 percent of 
the population. Alternative therapies are antithyroid drugs which have toxicity and require long 
term continuation, and surgical thyroidectomy, which is more costly and more dangerous to the 
patient in terms of morbidity and mortality. The effectiveness of 1-131 in the treatment of 
thyroid cancer is an additional factor. In the United States there are approximately 10,OOO new 
cases of thyroid cancer per year. After initiaI surgical removal, ablation with 1-131 is used to 
complete the thyroidectomy in at least half of these patients (Le. -5OOO) in doses ranging from 
30 to 150 mCi. Most of these patients then receive one or more test doses of 1-131 (2 to 10 
mCi) to detect the Occurrence of metastases. A conservative estimate of the number of patients 
who develop metastatic thyroid cancer who could benefit from 1-131 therapy is 2000 new cases 
per year. These patients receive from one to ten treatment doses of 150 to 300 mCi over a 
period of up to 20 years or more, This treatment is curative in some cases and prolongs diseasc- 
free survival in many cases. Alternative treatments for metastatic thyroid cancer are external 
irradiation, which is less effective than 1-13 1 and can be used only when metastases are localized; 
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and chemotherapy, which is only partially effective and considerably more toxic than 1-131 
t hcrapy. 

The National Institutes of Health again requcsts thar the EPA consider an exettiption of medical 
treairncnt and research facilities from the provisions of 40 CFR Part 61 related to radioactive air 
emissions through a finding that existing regulatory and voluntary controls provide an ample 
margin of safety. The NIH believes that imposition of the new EPA NESHAPS on NRC 
medical and medical research licensees is not only unwarranted but could have a negative effect 
on the treatment and survival of some patients. It is our position that the current NRC regulatory 
program insures an adequate margin of safety and that additional regulations constitute a wasteful 
use of scarce medical resources. To superimpose complicated, resource consuming requirements 
to prove compliance with unnecessary regulations which could discourage the use of 
radiopharmaceuticals available to physicians is not in the best interest of the public or the practice 
of medicine. 

In our original comments NIH expressed the opinion that the implementation of the rule for NRC 
medical and medical research licensees could have an impact on patients and could result in an 
increase in mortality for both hyperthroidism and thyroid carcinoma. The NIH was not alone 
in expressing this opinion; similar concerns were expressed by the Society of Nuclear Medicine 
and the American College of Nuclear Physicians. While granting a period of reconsideration 
based on this contention, EPA has nor indicated in the notice of December 15, 1989 that they 
have considered or investigated these genuine concerns. We again request that EPA address 
these concerns as part of the public record and provide any supporting technical basis for the 
contention that there will be no negative impact on medical care from the implementation of the 
rule. The relatively low annual maximum possession limit for automatic compliance (Le. no 
reporting) for 1-131 (6.7 Ci.) may dissuade medical treatment facilities from using that isotope 
and to resort to use of other, less effective, but otherwise recognized treatment modalities. A 
small but definable increase in patient deaths could result, completely overshadowing any benefit 
from the rule. The EPA admits in the Federal Register Notice (54 FR 51654) "In this source 
category, almost all of the incidence comes from people whose risk level is less than 1 x IO'. 
This means that small reductions in the emissions of a few licensees will have little, if any, effect 
on the number of h d t h  effects, both fatal and non-fatal, in the population." In fact according 
to EPA's analysis of model facilities, in the hospital sub-category the risk level never exceeded 
1 x IOd for any of the U.S. Population. Thus, if even a single hyperthyroid or thyroid cancer 
patient is affected by the implementation of this standard, the benefitlrisk balance is negative. 
It is reasonable for EPA to make a determination similar to that made for the High Level Nuclear 
Waste Disposal Facilities, namely "Safe With an Ample Margin of Safety" based on the fact that 
the risk presented by this source subcategory (< IO4) is significantly lower than the 1 x IO"' 
benchmark. 

EPA has attempted to demonstrate the ease with which a facility which is not exempted from the 
reporting requirement can show compliance. We agree that the methodology is relatively simple 

and onZy ifevery facility has access to the required computer, the required data for input to 
the program, release points may be aggregated, and reasonable assumptions can be made about 
receptor locations and locations of milk and other food supplies. Our concern is that, while 
current intentions are to ease the burden on the licensee, future implementation will be based on 



tlic letter of thc law; Those tvho will be required to report face the cxrcrrrive requirements of 
61.104. EPA has not addresxd the cost of the recommended program (Alternative 1) despite 
the fact that medical facilities could be required to spend appreciable sums to prove compliance, 
report annually and with every facility change, or to needlessly refine and construct complex 
emissions control systems. 

We trust that you will carefully consider these coniinents in your reconsideration of the rule. I f  
YOU require clarification or additional information please contact the Radiation Safety Branch at 
30 1-496-5774. 

Sincerely, 

Jose& E. Rall, M.D., Ph.D. 
Deputy Director for Intramural Research 
Office of the Director 
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DEP.-T,MENT OF HEALTH & HU,MAV SERVICES Public Health Service 

National Institutes of Health 
8ethesda Maryland 20892 
Building : 1 
Room : 126 
(301) 496- 1921 

May 11, 1989 

Central Docket Section (A-130) 
Environmental Protection Agency 
Attn: Docket No. A-79-11 
Washington, DC 20460 

Dear Sir or Ms: 

This is in response to your request 
March 7, 1989 f o r  written comments on 
CFR Part 61 with emphasis on the 
standards f o r  radionuclide emissions 
licensed by the Nuclear Regulatory 

in the Federal Reuister of 
the proposed amendment to 4 0  
proposed national emission 
from non-exempted facilities 
Commission. Enclosed is a 

report containing our comnents on selected topics as well as a 
collection of comments from individuals who are experts in 
radiation epidemiology and radiation health effects. 

The use of radioactive materials is very important to the 
accomplishment of the mission of NIH in that it is estimated that 
7040% of all research at NIH is performed using these valuable 
tools. A comprehensive and effective Radiation Safety Program is 
required to meet Federal regulatory requirements and to ensure the 
health and safety of the public community surrounding NIH. Control 
measures have been taken to ensure that the exposures to the public 
are as low as reasonably achievable and public health is protected 
with an ample margin of safety. By EPAIs own estimates, exposure 
due to air emissions of radionuclides from a biomedical and 
clinical research facility such as NIH is at or below a level of 10 
mrem/yr ede. We believe that existing NRC standards .adequately 
protect the public with an ample margin of safety and it is 
unnecessary for EPA to promulgate another standard for NRC licensed 
facilities. 

If EPA does promulgate a standard, I am concerned that NIH 
resources will be wasted on insignificant risks. The cost in 
expense and effort to implement the standard must be balanced 
against the gain from any possible reduced risk. Furthermore, the 
cost to achieve this must be balanced against any detrimental 
effect on health that results from the effort. It is a I1given1l 
that the biomedical research carried out at NIH is severely limited 
by the availability of funds and personnel. Any additional 
administrative burden placed on the NIH will clearly detract from 
our productivity in research. It is also a I1given8l that NIH has 
consistently produced results that have benefited the health of the 
American people. A reduction in these benefits must clearly be 
taken as an important factor in setting goals for airborne 
emissions of radionuclides. It is not at all clear that this 
factor has been given appropriate consideration in the proposed 
rulemaking. 



.. 

It is also noted that the largest radionuclide contributors to the 
estimated individual effective dose equivalent from NIH emissions 
are the radioiodines. EPA estimates that the NRC and non-DOE 
federal facility source category results in 0.13 fatal cancers per 
year. There is no discussion of the many lives saved in the U.S. 
every year by the use of radioiodine therapy. The use of 1-131 is 
currently, and will continue to be of great importance in clinical 
medicine since it is the treatxent of choice for hyperthyroidism 
and thyroid cancer, bots of which are common disorders. Excessive 
restrictions on its use will reduce the beneficial uses of 
radioiodine and unnecessarily add to the escalating cost of medical 
care . We are urging the EPA to exempt this activity from 
regulation with the understanding, of course, that it is currently 
and appropriately regulated by the NRC. 

We trust that you will carefully consider our comments when EPA 
decides if they will or will not regulate sources of airborne 
radionuclides from NRC licensed facilities. If you require 
clarification or additional information please contact Mr. Ted- W. 
Fowler or Mr. Robert A. Zoon of the Radiation Safety Branch at 301- 
496-5774 . 

T Sincere1 

Jo s$ ph E. Rall, M.D., Ph.D. 
Deputy Director for Intramural Research 
Office of the Director 

Enclosure 



Comments on the Environmental Protection Agency 

Proposed Amendment to 40 CFR Part 61 

Proposed Regulation of Radionuclide Emissions 

National Emission Standards for Hazardous Air Pollutants 

May 1989 

Radiation Safety Branch 

Division of Safety 

National Institutes of Health 

1 



Need f o r  Standard 

It is our understanding that the EPA is obligated to reexamine 
each source category and assure that public health is protected 
and EPA may find that standards are unnecessary so long as public 
health is protected with an ample margin of safety. We believe 
that existing NRC standards adequately protect the public with an 
ample margin of safety for biomedical and. clinical research 
facilities such as the NIH. NIH's comprehensive and effective 
Radiation Safety Program has ensured the health and safety of the 
public community surrounding NIH as well as adequately met 
Federal regulatory requirements including controls to keep 
radiation doses as low as reasonably achievable (ALARA). EPA's 
own estimate of exposure due to air emissions of radionuclides 
from this source category is at or below a level of 10 mrem/yr 
ede. Under the case-by-case approach, EPA determined that 10 
mrem/yr ede is the baseline acceptable level and no further 
reduction below the safe level is required. Since the source 
category is already performing at a safe level, we feel that 
another standard is unnecessary. The standard will not enhance 
safety for the public, but it will result in unnecessary and 
expensive paperwork for the affected facilities to prepare the 
reports required to demonstrate compliance with the additional 
standard. An additional manpower cost will also be required to 
respond to inspections by both the NRC and the EPA. 

. 



Level of Standard 

If EPA feels compelled to promulgate a NESHAP, NIH recommends 
that the level be higher than the proposed baseline level of 10 
mrem/yr ede and that the recommendations of the National Council 
on Radiation Protection and Measurements be adopted (reference 
NCRP Report No. 91, IIRecommendations on Limits for Exposure to 
Ionizing Radiation1@, June 1, 1987) . For public exposures to 
manmade sources, the NCRP recommends annual limits of 100 mrem 
for continuous exposures and 500 mrem for infrequent exposures. 
In recommending these safe levels, the NCRP believes that the 
recommendations are in concert with current concepts and 
understanding of radiation risks and their magnitude. In 
response to a specific need by EPA, the NCRP addressed the 
subject of control of multiple sources in the case of airborne 
radionuclides (reference NCRP Statement, ''Control of Air 
Emissions of Radionuclides.8!, 1984) . The NCRP commented that a 
regulatory agency charged with .protection of the public may 
consider it necessary to regulate individual sources to assure 
that no individual receives a continuous radiation dose above the 
100 mrem/yr recommended limit. The NCRP recommended that 
whenever the potential exists for an individual member of the 
public to exceed 25 percent of the annual effective dose 
equivalent limit from irradiation attributable to any site, the 
site operator should be required to assure that the annual 
exposure of the maximally exposed individual from all sources 
would not exceed 100 mrem on a continuous basis. The EPA adopted 
the simplified screening model developed by the NCRP to calculate 
dose from emissions of radionuclides to the air (reference NCRP 
Commentary No. 3, "Screening Techniques for Determining 
Compliance with Environmental Standards", January 1989). NIH 
recommends that EPA also ,adopt the NCRP recommendations if a 
NESHAP is promulgated for non-DOE NRC licensed facilities. It is 
also noted that the pr.oposed revision to 10 CFR 20 which should 
be implemented shortly states that a NRC licensee will be in 
compliance with the 500 mrem annual limit for individual members 
of the public if the licensee demonstrates that sources under the 
licensee's control will not result in an individual member of the 
public receiving a dose in excess of a 100 mrem annual reference 
level . 

. 



Benefit/Risk Considerations for 1-131 Used in Cancer TheraDv 

Our analyses of the dosimetric impact of individual nuclides 
using the COMPLY computer program indicate that the radioactive 
isotopes of iodine dominate the effective dose equivalent 
calculation. EPA states that the objective of this standard is 
to limit the total risk from each source category to a single 
fatal health effect per year (presumably due to radiation 
induced cancer). It does not appear that any analysis of the 
benefit of the activity being controlled was factored into the 
choice of a standard, nor was any activity specifically exempted 
from the standard based on established benefit. 

In the United States there are approximately 10000 new cases of 
thyroid cancer per year . The annual mortality is 1000. The 
effectiveness of the use of iodine-131 in the treatment of this 
disease is indisputable. Indeed, many lives are saved each year 
by treatment of thyroid cancers using this technique. Not only 
is the effectiveness of the treatment an established fact; there 
is no alternative medical treatment which competes with the use 
of 1-131 in this regard. The standard proposed in 40 CFR Part 61 
could have a s i g n i f i c a n t  impact on the use of 1-131 as a 
therapeutic agent for this disease. Therapeutic doses f o r  
thyroid carcinoma are generally large (one hundred to several 
hundreds of millicuries per patient treated) and, therefore, can 
represent a substantial fraction of the total nuclide 
contribution to an institutional annual effective dose equivalent 
(especially if institutions are lllockedll in to the use of highly 
conservative factors in determining airborne releases, and 
pathway modeling which propagates conservative assumptions in the 
calculation of receptor dose). 

The proposed standard of 10 mrem/year ede or lower could 
conceivably have the effect of causing many more fatal cancer 
deaths than it would prevent by reducing the availability of 
1-13 1 cancer treatment due to this unnecessarily restrictive 
system of compliance. At a minimum, the costs associated with 
such treatment will escalate, perhaps substantially, depending on 
what measures are required to achieve and demonstrate compliance 
with the proposed standard. 1 

The National Institutes of Health strongly urges that the EPA 
consider exempting 1-131 used for cancer therapy from all 
regulation and compliance requirements w i t h i n  the scope of the 
proposed standard. Such an exemption could be justified on 
humanitarian grounds and substantiated w i t h  a benef it/risk 
analysis which clearly demonstrates the value of this activity 
in the preservation and extension of human life. 

1-131 is also used for the treatment of hyperthyroidism. The 
usual treatment dose is approximately 5 mCi and although the 



procedure does not require hospitalization, doses are typically 
prepared and administered in the hospital setting. Alternative 
definitive therapy such as surgical thyroidectomy is more costly 
and more dangerous to the patient, NIH does not perform many of 
these procedures, but it is common in general hospitals, 
Hyperthyroidism occurs in about two percent of the population. 
It may be prudent for EPA to examine the implications that this 
standard would have on the use of 1-131 in the treatment or 
hyperthyroidism. 



Compliance Demonstration 

Practical Issues 

EPA has developed an extensive I1tieredtt system to determine 
compliance with the proposed standards. The system would appear 
to be designed toward simplifying the task of proving compliance 
for small licensees. For example, using tier 1, a facility's 
annual possession quantities can be employed to determine 
exemption from the more detailed analyses and reporting. For a 
facility the size of the NIH, the annual possession quantities I 

that provide the exemption (Table 3-1 from EPA/520/1-89-002) 
would be exceeded. 

Tier 2 would permit determination of exemption by knowledge of 
the actual concentrations in each stack, vent or discharge point. 
The requirement is that the measurements must have been made 
using IIEPA-approved methodst1 . There are significant technical 
problems that essentially render this approach impractical. 
First and foremost, the concentration levels for environmental 
compliance (Table 3-2) are so low that the limits of sampling and 
measurement technology are approached. In particular, the 
compliance concentrations for radioiodines, P-32 and S-35 are at 
or beyond the state of the art in measurement technology. Even 
where such measurement is possible with achievable minimum 
detectable concentrations (MDC's), in practice it may be required 
to sample the ent i re  vent re lease  to collect sufficient activity 
to reach these limits. While there are excellent commercially 
available systems for sampling radioiodines employing activated 
charcoal, we are not aware of any such Itoff the shelf" systems 
for sampling radioactive sulfur, carbon, phosphorus in an air 
effluent stream. In fact, such sampling is usually only possible 
using bubbler technology where the sampled air passes through a 
chemical reagent designed to trap the element to be sampled. 
Such systems are impractical for the continuous monitoring of an 
effluent release point from a building. In addition, the initial 
and routine calibration and maintenance of such systems would be 
economically prohibitive. The point here is that tier 2 
compliance will probably never be demonstrated, except perhaps in 
the case of a licensee with a single nuclide in a chemical form 
for which there is an established sampling aethodology, from no 
more than a few release points. 

Tier 3 and tier 4 are required to be used by those who cannot 
demonstrate compliance using the first 2 tiers. For both these 
tiers the deta i led  physical dnd performance character i s t ics  of 
EVERY stack,  vent or re lease  point with i t s  associated re lease  
r a t e  for each controlled nuclide must be known. The NIH is a 
campus of some 400 acres, with no less than 23 individual 
laboratory buildings including the largest research clinical 



hospital in the world. There are over 5000 scientists and 
technical staff using over 33,000 individual annual shipments of 
radioactive research compounds in over 2200 posted controlled 
laboratories. The detailed data collection and reporting effort 
required for this facility to tldemonstratetl compliance in tier 3 
and/or 4 is a task of voluminous enormity and complexity. 
Literally hundreds of potential release points would need to be 
modeled in accordance with IIA Guide for Determining Compliance 
with the Clean Air Act Standards for Radionuclide Emissions from 
NRC-Licensed and Non-DOE Federal Facilities." Some allocation 
would have to be made of the 33,000 shipments of materials 
amongst these hundreds of vents, and then each one would need to 
be analyzed in accordance with level 3 or by using COMPLY, Due 
to the geographic size of N I H ,  multiple receptors would need to 
be modeled for each release point to determine the maximum 
receptor based on the combination of releases. This task would 
be difficult (and costly) enough if the data for each release 
point was immediately available. According to the N I H  Division 
of Engineering Services (DES), data such as stack flow rate, 
stack height, stack gas temperature, etc. is only known for 
relatively few of the multitude of building vents on the campus. 
One of the DES engineers estimated a two to three year contract 
effort at considerable cost to attempt to accurately assess each 
such release point as required to complete the report. 

Furthermore, this massive report of data demonstrating compliance 
would need to be redone each year by March 31, for submission to 
EPA regional headquarters, with the previous year of nuclide use 
data 

Certainly, each major institution with a significant number of 
laboratow buildinss would face the same massive analysis effort - 
annually. Every- national laboratory, university; hospital 
center, medical facility and research institution would be 
subject to this requirement, with failure to do so, or errors in 
the- report subjecting the institution and its representatives to 
"significant penalties . including the possibility of fine or 
imprisonment . It 
the- report subjecting the institution and its representatives to 
"significant penalties . including the possibility of fine or 
imprisonment . It 
Lest a reader interpret these criticisms by the NIH to mean that 
we do not take (or want to take) appropriate measures to insure 
that exposures from the use of radioactive materials are ALARA, 
it should be noted that the N I H  has an established comprehensive 
radiation safety program with a staff of over 30 professional, 
technical and support staff. Regular user training, work area 
inspections, monitoring (restricted area, ventilation duct, and 
environmental), routine requirements for engineering controls in 
the use of volatile materials, a comprehensive bioassay program 
for users of radioactive materials (particularly volatile forms), 
and investigation of any significant internal uptake or 
detectable air sample ensure that local exposure from airborne 



radioactivity or discharge to the environment is absolutely 
minimized. We do not believe the extensive analytical exercise 
demanded by 40 CFR Part 61 would in any way enhance the program 
in its mission of reducing radiation exposure. In fact, the 
massive duplication of effort represented by these requirements 
would, in fact, significantly dilute the resources available to 
conduct our radiation safety program. 

I 



Serial Hmerconservatism in Choice of Assessment Factors 

When a standard is developed that is inherently conservative to 
start, such as 10 mrem (or less) for this rulemaking, it would 
seem advisable to permit facilities subject to the standard to 
use realistic models to determine compliance. Contrary to this 
approach, in the choice of every factor that affects the 
calculation of compliance, a conservative choice has been made. 
This is particularly significant for the choice of fraction of 
liquids that become airborne (i.e. Itemission factor1# = 0.001) and 
the Iladjustment factorll for activated charcoal treatment of 
radioiodines (allowed at 0 . 1) . While the emission factor 
specified may be appropriate for known volatile compounds of H-3 
or iodine isotopes, we do not believe that it could be defended 
f or elements which have no known volatile or gaseous compounds. 
This factor should be reevaluated and reduced where appropriate. 
The Background Document IIProcedures Approved for Demonstrating 
Compliance with 40 CFR Part 61, Subpart 1" admits that "the 
efficiency of a freshly mounted carbon filter frequently exceeds 
99 percent.." It then goes on to say that Il..the removal 
efficiency may drop to as low as 90 percent prior to cartridge 
replacement.Il There are two issues to note here. First, 90 
percent is the anticipated minimum efficiency of such a system. 
why choose this lowest performance as the value for the 
adjustment factor? Why not an average expected over the useful 
life of a filter, or the minimum efficiency based on Good 
Engineering Practices (GEP) for filter replacement? The second 
issue is the matter of application of this factor. In many 
exhaust systems at NIH where volatile iodine is possible during 
an experiment, the experiment is treated locally via an activated 
charcoal filtered containment box and emissions from the local 
box are subsequently treated by an in-line activated charcoal 
filter system in the ventilation duct. Is it permitted to take 
credit for the ltadjustmentll factor for each of these systems 
serially (i.e. a total adjustment of 1E-06)? Clarification of 
this matter is required. This is an extremely important issue; 
our analysis of the nuclide by nuclide impact of the compliance 
demonstration procedures shows that radioactive isotopes of 
iodine are .the major contributors to the calculated effective 
dose equivalent for a biomedical research facility like the NIH. 

Further lfserialtl conservatism is applied in the pathway analysis 
for the effective dose equivalent (ede) due to iodines. The 
nearest receptor is assumed to grow all the i r  vegetables at home, 
get all t h e i r  milk from the nearest cow and a l l  the i r  meat from 
the nearest farm. This is unlikely even in a rural setting, but 
certainly ludicrous in an urban setting. The use of conservative 
assumption upon conservative assumption which propagate in the 
calculational procedures for implementation of compliance for a 
very conservative standard is totally unwarranted. 



Estimate of the Costs of Demonstratina ComDliance 

While it is difficult to quantify costs associated with an 
activity which is not currently being conducted, we believe that 
some estimate would be of value in assessing the economic effect 
of this standard. In the first year of compliance verification, 
the costs would be substantial for a facility as large as the 
NIH. It has already been stated that to measure the physical 
characteristics of building vents and stacks to literally follow 
the compliance reporting procedures of tier 3 or 4, a major 
contract effort would be required. considering the cost of 
contracting, along with associated procurement, management, etc. 
such a contract could cost as much as $500,000. Estimating that 
there would be between 100 and 200 release points to be 
characterized and modeled with a population of 6 - 12 receptors, 
we estimate initial analysis and reporting would involve a work 
effort of two professional labor-years. A major part of the 
initial analysis would be the development of a computer model 
which pennits the construction of a reporting c*templatetl to allow 
efficient repeat reporting annually. An interface between the 
database system that records materials receipts and the system of 
reporting to EPA would need to be developed, linking the 
materials distributed to the NIH investigator cornunity to the release points associated with their use. Our database 

application is maintained by a consultant, with major 
developmental changes programmed using consultant services. This 
would probably add another $ 20,000 to the initial reporting 
effort cost. Subsequent years of reporting would be much less 
costly, involving perhaps 1 - 2 labor-months as an upper limit. 
The report of rtall information required in an application to 
construct or modify a facility ... for all construction and 
modifications which were completed in a relevant calendar 
year...Il is another matter. Depending on the detail required in 
such a report (which has not been specified) , the cost of this 
submission could be substantial ($100 , OOO+)  in each calendar 
year, particularly since the NIH is currently in a program of 
major renovation of many laboratory facilities. 

Depending on whether the facility is in or out of compliance with 
the standards, treatment systems may need to be installed, 
particularly for the treatment of radioiodines . For each 
ventilation duct with an airflow of 1000+ CFM, an individual 
commercially available nuclear-grade bag-in bag-out housing 
fitted with appropriate pre-filters and activated carbon 
adsorbers would cost $5,000 - $10,000 + 100% for mechanical 
design and installation. Annual maintenance and certification of 
each such unit will cost $1000’- $2000. 
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1 %  NUCLEAR REGULATORY COMMISSION 

WASHINGTON, D.C. 20566 

****I November 14, 1989 
CHAIRMAN - 

The Honorable.John D. Dingell, Chairman 
Committee on Energy and Commerce 
United States House of Representatives 
Washington, DC 20515 

Dear Mr. Chairman: 

The purpose of this letter is to share with you the Nuclear 
Regulatory Commission's (NRC) concerns about the duplicative 
regulatory scheme for emissions of radionuclides contained in the 
current Clean Air Act and to urge you, as the Congress moves 
forward with reauthorization of this legislation, to address this 
most serious problem by eliminating the duplicative regulatory 
regime for such emissions from facilities that are already 
regulated by the NRC. 

By way of background, when the Clean Air Act was last 
reauthorized in 1977, the Environmental Protection Agency (EPA) 
was granted the authority to regulate radionuclide emissions from 
a variety of different sources, including emissions from 
facilities already regulated by the NRC. This authority, which 
was adopted without any Congressional hearings and without the 
opportunity for affected agencies to provide comments, has proven 
to be wholly unnecessary from a health and safety perspective, in 
view of the comprehensive NRC regulatory program already in place 
for radionuclide emissions. Additionally, this duplicative 
regulatory authority will, if implemented, lead to two separate 
regulatory regimes, one established by the NRC and one 
established by EPA, with the attendant costs and burdens -- both 
for the government and the affected private sector -- that 
invariably result when two agencies are charged with regulating 
the same activity. 

Under the Atomic Energy Act, the NRC has an established and 
comprehensive regulatory program that regulates emissions of 
radionuclides in air and water from all facilities licensed by 
the Commission. These NRC-regulated facilities include over 100 
operating nuclear power plants, uranium mills, major 
universities, and thousands of nuclear medicine departments in 
hospitals nationwide. 
regulatory scheme has been to keep public exposure and public 
risk to minuscule levels. By EPA's own calculations, the total 
number of potential health effects attributable to air emissions 
of radionuclides from all NRC licensees combined is less than 
0.33 fatalities per year. For this reason, as EPA itself has 
acknowledged, duplicative EPA regulation in the face of NRC's 

The result of this comprehensive 
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regulatory program is "hard to defend from any logical or policy 
perspective.tt -Indeed, as EPA indicated in prior comments on this 
issue, Itexisting emissions from these sources are already so low 
that the public health is already protected with an ample margin 
of safety . . .It 50 Federal Register 5190, 5191 (February 6, 
1985). On this point, we couldnlt agree more strongly with the 
position that EPA expressed. 

Despite this lack of need for additional regulation of NRC- 
licensed facilities, EPA has advised us that they feel 
constrained by existing law to issue standards for such 
facilities and, accordingly, on October 31, 1989, EPA promulgated 
regulations for radionuclide emissions from such facilities. 
Unfortunately, the result of this action will be a duplicative 
regulatory scheme that is unnecessary from any public health 
standpoint, wasteful of public and private resources, and even 
potentially harmful to public health. 
National Institutes of Health (NIH) advised EPA that these 
regulations would interfere with radioiodine treatment of thyroid 
patients, as well as divert resources from patient care and 
research, and thus could cause more deaths than they prevented. 
Similar comments were filed by representatives of the nuclear - 
medicine community. 

In the latter regard, the 

It is also evident that compliance with this additional set of 
EPA regulations will lead to the unnecessary expenditure of 
resources by EPA, NRC, its Agreement States and its licensees. 
In its final rule, EPA acknowledged the seriousness of the 
concerns raised about the possible effects of duplicative, and 
perhaps conflicting, standards on NRC-licensees. 
EPA noted that: 

In particular, 

While the level of health protection achieved under 
the NRC standard is generally comparable to that 
required by EPAIs rule, the two standards are very 
different in form, and the means of demonstrating 
compliance with each standard impose significantly 
different regulatory requirements.It 

In short, EPAIs regulations will substantially increase the 
burden of demonstrating compliance with federal regulations, with 
no attendant additional protection for the public health and 
safety, thereby diverting limited resources from other more 
important safety concerns. 

For the foregoing reasons, we urge you in the strongest terms to 
address this problem. The current Congressional reexamination of 
the Clean Air Act offers an ideal opgortunity to resolve the 
problem of dual jurisdiction and duplicative regulation by giving 
exclusive authority over radionuclide emissions from NRC-licensed 
facilities and activities to NRC. Duplicative regulation is 
inherently unsound as a matter of public policy and good 
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government. 
funds should not be wasted on parallel programs in two sister 
agencies for tfie same activity, especially when no additional 
protection for public health and safety results. 
scheme such as this will impose significant unnecessary-burdens 
on licensees, require the expenditure of additional federal 
resources to assess and enforce compliance, result in unnecessary 
additional costs to consumers, and interfere with proper medical 
treatment for patients of some medical licensees. 

In a time of limited governmental resources, public 

A regulatory 

The Commission cannot emphasize too strongly that the current NRC 
regulatory program provides adequate protection against 
radionuclide emissions from NRC-regulated facilities with an 
ample margin of safety. Additional regulation of these 
facilities by EPA under the Clean Air Act will provide no further 
protection of the public health and safety. The Congress now has 
an excellent opportunity to remedy this unfortunate situation by 
eliminating duplicative regulation under the Clean Air Act. The Commission strongly urges you to do so. 

Sincerely, 

\h.L Kenneth M. Carr 

cc: The Honorable Norman F. Lent 
William K. Reilly, Administrator, EPA 
James B. Mason, M.D.,  Assistant Secretary for Health, HHS 



UNITED STATES 
NUCLEAR REGULATORY COMMISSION 

WASHINGTON, 0. C. 20555 

February 12, 1990 

CHAIRMAN 

The Honorable William K. Reilly 
Administrator 
U. S. Environmental Protection Agency 
Uashington, 0. C. 20460 - - - . - 
Dear Mr. Reilly: 

I am w r i t i n g  t o  provide the comnents of the Nuclear Regulatory Comnission 
(NRC)  on Subpart  I of 40 CFR Par t  61, the Environmental Protection Agency's 
(EPA's) recently-promulgated National Emission Standard for Radionuclides 
under the Clean Air Act. Our comments are provided i n  response t o  the 
notice of reconsideration published i n  the Federal Register on December 15, 
1989, i n  wh ich  EPA announced i t s  intent t o  reconsider the standards i n  
Subpar t  I based on the adverse impacts associated w i t h  EPA regulation of '  
radionuclide a i r  emissions from NRC- and Agreement State-1 icensed 
faci 1 i t i es  . In accordance w i t h  section 307( d )  (7) ( B )  , NRC a1 so requests 
t h a t  EPA reconsider the standards i n  Subparts T and W of 40 CFR Part  61, 
which were also noticed i n  f i n a l  form on December 15, 1989 (54 FR 51654). 
As you know, NRC strongly believes t h a t  dual  regulation of NRC-licensed 
faci l i t ies ,  as would be provided i n  a l l  three Subparts ,  is unnecessary from 
any health and safety o r  environmental standpoint and i s  undesirable as a 
matter of pol icy. 

W i t h  respect t o  Subpart  I of EPA's regulation, NRC is fully i n  agreement 
w i t h  the views already expressed by EPA and the Department o f  Health and 
Human Services (HHS) i n  your j o i n t  l e t t e r  t o  Congress of November 15, 1989: 

Further, the Adminis t ra t ion was advised by many fac i l i t i es  currently 
regulated by the NRC, including research and testing reactors, 
medical facil i t ies,  and the National Institutes o f  Health t h a t  
regulatory schemes t h a t  involve unnecessary duplication of compliance 
and implementation needlessly raise costs and divert resource from 
needed research and other activities. T h i s  could adversely affect 
patient care a t  some faci l t t ies .  . . . Therefore, we believe t h a t  the 
pending revisions t o  the Clean Air Act should contain a provision t o  
eliminate unnecessary and duplicative authority t o  regulate 
radionucl ide emissions from NRC-1 icensed faci 1 i ties. 

For these and other reasons, we believe that Subpart I of the final rule 
would confer no additional benefits t o  public health and safety beyond 
those presently achieved under NRC regul ations, b u t  rather would impose 
unnecessary burdens on hospitals, research facil i t ies,  nuclear uti1 i t ies,  
and other faci l i t ies ,  w i t h  attendant costs t h a t  would be passed on t o  
patients and consumers. In the case of hospitals, as EPA and HHS noted i n  
the j o i n t  le t ter ,  the limitations could even ". . . adversely affect 
patient care a t  some facilities." Our  more detailed coments on Subpar t  I 
are s e t  forth i n  Enclosure 1 t o  this letter.  
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With respect t o  Subparts T and W, o u r  request for reconsideration of these 
Subparts is  based on a number of  specific implementation problems and 
uncertainties as well as our  more general concerns w i t h  regard t o  unneces- 
sary dual-regulation. We note, f o r  example, t h a t  i n  proposing the four  
complex alternatives i n  the proposed rule, EPA focused attention on i t s  
approach t o  establishing standards rather than  problems and possible 
impacts associated w i t h  specific implementation details. Furthermore, the 
f i n a l  rule contains substantive provisions not  found i n  the proposed rule. 
Therefore, i t  was impracticable for NRC t o  raise such objections dur ing  the 
public comment period for the standards i n  Subparts T and GI. Enclosure 2 
summarizes the implementatijn- and dual regulation problems t h a t  we see 
w i t h  Subpar t s  T and W. 

We emphasize that the regulatory scheme already established under the 
Uranium Mill Tailings Radiat ion Control Act, including EPA's standards i n  
40 CFR Pa r t  192, is  of central relevance t o  the standards i n  Subpar t s  T 
and W because the scheme duplicates and,  i n  some cases, may preclude 
implementation of the standards. Indeed, i n  view o f  the comprehensive 
regulatory program already i n  place f o r  uranium mill ta i l ings ,  we believe 
t h a t  EPA should defer t o  this existing regulatory scheme rather t h a n  impose 
a d d i t i o n a l  and unnecessary requirements such as those contained i n  Subparts 
T and W. 

Moreover, the same considerations that argue for legislation t o  eliminate 
duplicative regulation under the Clean Air Act argue w i t h  equal strength 
for EPA t o  exercise a l l  presently existing authority t o  minimize duplica- 
t i o n  t o  the extent that the law allows. Although we agree t h a t  a legisla- 
tive solution i s  the most desirable course of action given the legal 
controversy that attended EPA's efforts t o  res i s t  dual regulation i n  the 
early 1980's, we believe t h a t  EPA has considerable latitude, even under 
current law, t o  minimize duplication. 

In our  view, EPA would be f u l l y  w i t h i n  i ts  legal' au thor i ty  i f  i t  were t o  
provide, on reconsideration of Subparts I ,  T, and W ,  t h a t  no emission 
standards are necessary for NRC- and Agreement State-licensed faci l i t ies  
i n  view of  the fact  that existing regulation already protects public health 
and safety w i t h  an "ample margin of safety." Indeed, we note t h a t  w i t h  
regard t o  certain classes of fac i l i t i es ,  including hlgh-level waste 
repositories and coal-fired boilers, EPA has acknowledged t h a t  n o t h i n g  i n  
the D.C. Circuit Court's vinyl chloride decision, NRDC v. €PA, 824 F.2d 
1146 (1987), requires €PA t o  issue emission standards where an ample margin 
of safety already exists. Th i s  was the very p o i n t  that we made i n  our 
comments ef May 15, 1989, and which we reiterate once again here. 

Finally, should €PA decide t o  proceed w i t h  Subparts I ,  T, and W ,  we would 
be ob1 iged t o  reevaluate NRC's role i n  implementation and enforcement of 
these standards as provided for i n  the Memorandum of Understanding between 
our agencies. Consistent w i t h  EPA's own f i n d i n g s ,  we see absolutely no 
incremental health and safety benefit t o  proceeding w i t h  these regulations 
and, accordingly, are not  i n  a pos i t ion  t o  commit our  limited resources and 
personnel t o  their  implementation. 
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We welcome EPA's recognition that existing NRC regulation provides fully 
adequate protection of the public health and safety and, for this reason, 
will continue to press our mutual call for Congress t o  eliminate duplica- 
tive regulation. 
fullest extent your present authority to minimize duplicative regulation by 
revoking the new radionuclide emission standards for NRC- and Agreement 
State-licensed facilities contained in Subparts I, T, and W. 

In the meantime, we strongly urge you to exercise to the 

Sincerely, 

Kenneth M. Carr 

Encl osures : 
1. Comments on the 40 CFR Part 6 1  

Subpart I Rulemaking 
2. Coments on the 40 CFR Part 61, 

Subparts T and W Rulemaking. 

cc: Central Docket (A-130) 
Envi ronmentaf Protection Agency 
Attn: Docket No. A-79-11 



Enclosure 1 

1. 

2. 

3. 

NRC COMMENTS ON SUBPART I OF 40 CFR PART 61 
IN RESPONSE TO EPA'S NOTICE OF RECOMMENDATION 

The EPA assertion that most Nuclear Regulatory Comnission (NRC) 1 icensees 
will be able to use the si_mp_lescreening levels to demonstrate compliance 
with the NESHAP in Subpart I appears to be incorrect. The final standard 
will present fundamental problems for many non-fuel cycle 1 icensees , such 
as manufacturers who currently have radionuclide possession limits in 
non-seal ed source form that exceed the Environmental Protection Agency 
(EPA) annual possession quantities in Table 1 of Appendix E. (Licensees 
who possess less than the Table 1 quantities per year are deemed in 
compliance.) The estimated number o f  commercial facilities subject to 
this rule approaches 15,000 when Agreement State licensees are included. 
NRC licensees may request several hundred license amendments simply to - 
lower or change the authorized possession limits in order to provide a 
clear means o f  demonstrating compliance with the EPA standards. 
Currently, NRC does not routinely impose annual possession limits on 
1 icensees. A1 though the 10-mi 1 1  irem/year c o n i  tted effective dose 
equivalent (EDE) limit is considered an achievable limit for most types o f  
facilities, many of NRC's materials licensees do not have the necessary 
environmental monitoring nor analytical capability to demonstrate 
compliance. Many licensees will have to use the most complicated 
level of the COMPLY code (level 4) because the initial levels use 
unreal istical ly conservative assumptions that severely overestimate 
doses. 

In the case of medical and hospital licensees, the National Emission 
Standards for Hazardous Air Pollutants (NESHAPs) could cause considerable 
difficulties for hospitals that maintain on-going programs to investigate 
new uses of radiopharmaceutical s for improved medical techniques. The 
restrictions on yearly possession 1 imits to qualify for simple demonstra- 
tions of compl iance could encourage 1 icensees to eliminate such programs 
and result in reduced health care simply to avoid the problems and cost 
associated with demonstrating compliance. 

A major.potentia1 impact on the programs of NRC, Agreement States, and 
a1 1 categories o f  1 icensees is compl iance with the facil i ty construction 
and modification requirements o f  Subpart A of 40 CFR Part 610 
with Subpart A is required o f  all facilities subject to a71 new NESHAPS, 
as they are issued, unless specifically exempted.) €PA has provided a 
threshold dose increment of 0.1 millirem/year for requiring advance EPA 
approval o f  construction or modification, provided the facility is in 
compliance with Subpart I and performs and retains an evaluation to 
demonstrate that the incremental impact is less than the 0.1-millirem/year 
threshold. This is an extremely small increment and may be o f  little 

(Compliance 



- 2 -  

value in. view of the uncertainties in estimating doses at this level and 
the penalties associated with noncompliance under the Clean Air Act. 
Facilities such as hospitals and universities may have to request numerous 
and frequent EPA approvals of modifications to release points because of 
the number and diversity of buildings, ventilation-release points, 
incinerator stacks, and fume-hood exhausts associated with the use of 
radioactive materials at these Facilities. In addition, areas such as 
ore-storage pads and procgss pgnds are part of the facilities, so that 
licensees, such as rare-earth processors, may have to obtain EPA approval 
of construction or modifications associated with these parts o f  their 
operations as well. Hundreds of licensees may have to file applications, 
beginning on the effective date o f  the rule. NRC and Agreement States may 
have to review applicatims for license amendments to accommodate the EPA 
permitting process and inspect the modifications to, or new construction 
of, facilities precipitated by EPA's new standards. Even if NRC or State 
licensing amendments are not required, additional review and inspection 
resources may be needed to assess changes in facilities or operating 
procedures and confirm continued compliance with NRC and Agreement State 
requirements . 

4. A 1  though currently operating 1 icensed uranium conversion plants and 
uranium processing and fabrication facilities can meet the 10-mill irem/ 
year €DE limit, it is not realistic to expect that these licensees will be 
able to demonstrate compliance using the January 1989 version of the 
COMPLY code. To establish compliance with 40 CFR Part 190, these 
1 icensees were required to install and operate continuous air-monitoring 
stations at nearby sites where members of the public are located and to 
undertake extensive and costly analyses of the samples obtained. This was 
done in part because of the large uncertainties in dispersion modeling and 
to enable more accurate dosimetry. Under the new NESHAP for radionuclides 
in Subpart I, in many cases it will be necessary for licensees to rely on 
a1 ternate compliance models that use additional or different data 
and assumptions. Case-by-case approvals of such a1 ternate models will 
pose additional burdens on both the licensees and the implementing 
regulatory agencies, thus diverting resources from activities of greater 
health and safety benefit. 

5. The applicability of the standard to temporary work sites and outdoor 
sites is unclear. Section 61.100 states that the standard applies only to 
licensed facilities, and 61.101 defines facility as "all buildings, 
structures, and operations on one contiguous site." In many cases, 
however, licensed material is authorized for use at temporary and outdoor 
job sites. In outdoor tracer studies, for example, 1 iquid radioactive 
material is released to a we1 1 to determine hydrogeologic characteristics. 
These types of activities cause airborne emissions, as the tracers 
containing the radioisotope are allowed to evaporate or disperse into the 
atmosphere. Because there is no specific release point at which to 
measure the concentration of the radionuclide, it is unclear how a 
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licensee i s  t o  determine i f  these activit ies are i n  compliance w i t h  the 
emission standard. Furthermore, there are no cri teria i n  the January 1989 
COMPLY code which allow for these types of licensees t o  demonstrate 
compliance. 

6. NRC endorses EPA's attempt t o  maintain consistency w i t h  NRC's existing 
regulatory program by referencing several Regulatory Guides. The 
standard, however, incorpQra-tes dated versions of several NRC Regulatory 
Guides directly i n t o  the implementation section of the rule, thereby 
l i m i t i n g  the licensee's use t o  those versions of the Guides and no t  
allowing use of revised Guides w i t h o u t  additional rulemaking by EPA. 
Furthermore, Regulatory Guides, as used by NRC, are no t  intended as 
requirements b u t  rather as one acceptable approach for demonstrating 
compliance w i t h  NRC requirements. 
t o  incorporate them by reference i n  EPA regulations. 

Therefore, i t  is inappropriate for EPA 

7 .  

8. 

S u b p a r t  I provides for dual  regulat ion by NRC or Agreement States and EPA 
of b o t h  operating and closed low-level waste si tes.  The EPA-required 
.compl iance procedures are n o t  sufficiently clear t o  estimate emissions 
from waste packages and disposed waste w i t h  confidence. 
computer code package CAP-88 is mentioned i n  the preamble, b u t  not  
described or referenced i n  the rule. 
package of codes.) Al though  site-specific a1 ternatives t o  the COMPLY code 
have been included, only site-specific implementation will determine 
whether the standard will cause significant problems i n  demonstrating 
compliance. Such regulatory uncertainties are also potentially disruptive 
t o  development of  new disposal fac i l i t i es  by January I, 1993, i n  
accordance w i t h  the Low-Level Radioactive Waste Pol icy Amendments Act of 
1985. 
storage of wastes i n  temporary faci l i t ies .  

(Use of the 

NRC is  no t  familiar w i t h  t h i s  

These faci l i t ies  are needed t o  minimize reliance on indefinite 

The significance o f  the differences i n  the exposure limits i n  Subpar t  I 
and existing standards have no t  been determined for low-level waste s i tes  
and uranium mills. Current limits f o r  new low-level waste si tes are 
contained i n  NRC's regulations i n  10 CFR Part 61. Limits for exposures, 
other t h a n  those from radon, for the uranium fuel cycle, including uranium 
mill fac i l i t i es ,  are contained i n  40 CFR Part 190. In both cases, the 
annual dose limits are 25 millirem t o  the whole body, 75 millirem t o  the 
thyroid-, and 25 millirem t o  other organs. The new Subpart  I would 
establish an annual effective dose equivalent (EDE) limit of 10 millirem, 
of which only 3 millirem can be from iodine. Although EPA concluded that 
the limits i n  Subpar t  I and 10 Part 61 and 40 CFR Part  190 are essentially 
equivalent, the practfcal imp1 ications and significance of the differences 
between the standards have yet t o  be determined. The significance will be 
better understood once the new International Comnission on Radiological 
Protection (ICRP) methods are applied t o  radionuclides of interest a t  
uranium mills and low-level waste s i tes ,  and EPA's final implementation 
documents and computer codes are examined. Using the January 1989 
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compliance documents, operating mills would likely not be able to comply 
with the dose limits of Subpart I because of the conservative assumptions 
used in the COMPLY code. Regulatory agencies and licensees will have to 
deal with two procedures for determining doses without any apparent 
practical benefit in risk reduction. 

9. The implementation of EPA's standard requires a continual awareness by 
NRC 1 icensees of locations- of tbemaximal ly exposed individual from 
inhalation, immersion, and ingestion pathways. 
test reactors, industrial and health care facilities, and other 
non-reactor 1 icensees , this requirement constitutes a moving target 
unless compliance is conservatively demonstrated at the facility boundary. 
Power reactor personnel currently maintain an awareness of receptor 
locations in each sector in the vicinity of the plant and are thus 
somewhat accustomed to living with such moving targets. Research and test 
reactor personnel on the other hand, do not typically maintain an 
awareness of distances to receptor locations in each sector; such a 
requirement would potentially pose a new burden on non-fuel cycle 
1 icensees to maintain an awareness of transient receptor locations. 

For power and research/ 

10. Section 61.103 requires the use of the EPA COMPLY code to determine 
whether the limits of Section 61.102 have been met. Certain alternative 
methods are allowed. Neither the COMPLY code nor the cited alternative 
methods are currently in use by NRC licensees. For example, if power 
reactor licensees were to switch to EPA-mandated codes and revise their 
Offsite Dose Calculation Manuals (ODCMs) accordingly, the ODCM changes 
would need to be reviewed to ensure that NRC requirements continued to be 
met. Licensees could, however, maintain a dual system, using both their 
current NRC-reviewed ODCM methodology as well as EPA's new methodology. 
Even this, however, would require that NRC staff be somewhat familiar with 
the above-mentioned EPA code/methods to be able to understand certain 
licensee actions which may derive from their use. 
maintenance and use of two separate methodologies and procedures for 
off-site dose calculations could cause avoidable confusion f o r  licensees, 
regulatory agencies, and the pub1 ic. 

In addition, 

11. Nuclear power reactor licensees have been required for many years by 
10 CFR Subsection 50.36a to report effluent releases semi-annually to NRC. 
Subsection 61.104( a) requires annual reports o f  effluent releases 
to EPA, plus additional details on emissions that do not seem relevant to 
an ongoing demonstration of compliance. Facilities not in compliance with 
40 CFR Section 61.102 are required to report to EPA on a monthly 
frequency. NRC requires power reactor 1 icensees to submit similar 
reports via 10 CFR Part 50, Appendix I. Such duality o f  reporting 
appears to have no benefit. Consistent with the Paperwork Reduction Act 
(44 USC 3510(a)), Federal agencies should cooperate with each other and 
share reports to reduce the burdens on the regulated comunity. Since 
emission reports are already required by NRC, EPA should not impose new 
reporting and data collection requirements. EPA should rely on the 
exi sting regul a tory framework. 

' 
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12 . Section -61.107 requires emissions monitoring at all release points 
having the otential to exceed 1 percent of the Section 61.102 limits. 
Since " p o t e h u l d  refer to any situation with a non-zero proba- 
bility, there are many points at facilities such as nuclear power plants 
or large processing facil ities that could meet this broad criterion. 
These monitoring activities and associated record-keeping would pose a 
significant additional burden on licensees and on NRC and Agreement 
States, who would review these-additional monitoring data during 
inspections . 

13. Subsection 61.107(c)(l) allows nuclear power plants to determine emissions 
of radioactive materials in conformance with Effluent Technical 
Specifications . 
through Generic tetter 89-01, i s  allowing licensees to place these 
specifications into 1 icensee-controlled documents , rather than in 
Technical Specifications, to reduce administrative burden on both NRC and 
the licensees. Therefore, the provision in Subsection 61.107(c)( 1). by - 
referencing only Technical Specifications, may not be available to many 
1 icensees. 

NRC ' s Technical Specification Improvement Program, 

14. Based on the discussion in the proposed and final rule notices, EPA 
may not have given due weight to the potential inequity created by listing 
and establishing standards for radionuclides as a single pollutant. 
NESHAPs for chemical pollutants have been developed for specific elements 
or compounds with no comparable restriction on the risk to the public from 
the total exposure to all nonradiological pollutants. 

NRC agreed with the listing of radionuclides as a single pollutant in the 
early 1980's. It should be noted, however, that use of this collective 
approach for 1 imiting radionuclide emissions may result in more stringent 
risk levels for radiological pollutants. Certainly it is reasonable to 
conclude that higher total risks accrue to the public from facilities 
which release maximally allowed quantities of more than one pollutant 
listed under the NESHAPs on a chemical-by-chemical basis than from 
facilities that e m i t  a single pollutant. 

This additional conservatism inherent in the collective approach for 
radionuclides provides additional support for EPA to conclude that the 
existing NRC and Agreement State regulatory frameworks already provide an 
equivalent level o f  protection to that envisioned under EPA's new rule. 



Enclosure 2 

NRC COMMENTS ON SUBPARTS T AND W OF 
40 CFR 61  IN SUPPORT OF P. PETITION FOR 

RECONSIDERATION TO EPA 

The Nuclear Regulatory Comnission petitions EPA t o  reconsider the f ina l  
standards i n  Subparts  T and W o f  40 CFR Part 61  because i t  was impracticable 
t o  raise objections t o  EPA's standards i n  these subparts before they were 
promulgated and because these obfections are of central relevance t o  the 
outcome of the standards. EPA's f i n a l  standards i n  Subparts  T and W of 40 CFR 
Pa r t  61  were issued on October 31, 1989, and noticed i n  the Federal Register 
on December 15, 1989, a t  54 FR 51654. The final rule contains substantive 
provisions n o t  found i n  the proposed rule t h a t  was noticed i n  the Federal 
Register on March 7 ,  1989, a t  54 FR 9612. Therefore, i t  was impracticable for 
NRC t o  raise such objections d u r i n g  the pub l i c  comment period. 

NRC's comnents are of central relevance t o  the standards i n  Subparts T and W 
because they i l lustrate how the comprehensive regulatory scheme a1 ready 
established under the Uranium Mil 1 Tailings Radiation Control Act duplicates 
and, i n  some cases, may preclude implementation of EPA's new standards i n  
Subparts T and W of 40 CFR Part  61. The standards are of significant interest 
t o  NRC and Agreement States because they will require the agencies t o  spend 
resources t o  review and approve act ivi t ies  t h a t  are a1 ready adequately 
regulated under the comprehensive regulatory scheme. Therefore, under  Section 
307(d)(7)(B) of the Clean Air Act, NRC petitions EPA t o  reconsider the 
standards i n  Subparts  T and W based on the comnents provided below. 

Subpart  T: Radon Emissions Standards for Disposal o f  Uranium Mill Ta i l ings  

1. Many s i tes  will not  be ab le  t o  comply w i t h  the two-year deadline t o  
stabilize the mill t a i l i n g s  because of physical and legislative con- 
straints. The f ina l  standard i n  40 CFR 61.222 requires t h a t  uranium mill 
t a i l i n g s  impoundments be closed w i t h i n  two years af ter  the effective date 
of the standards o r  after cessation of  operations, whichever is later. 
Most licensees a t  active mills under Title I1 o f  UMTRCA w i l l  not be able 
t o  comply w i t h  this deadline because the tailings w i l l  no t  be sufficiently 
dry and stable t o  a l low placement of earthen covers t o  reduce radon 
emissions and ensure long-term stability. 
able t o  comply w i t h  the deadline because remedial action a t  the inactive 
tail lngs s i tes  under Title I o f  UMTRCA i s  proceeding according t o  a 
Congressionally-approved schedule for completion i n  1994, subject t o  the 
adequacy o f  Federal appropri  a t ions . Consequently, EPA w i  11 need t o  
negotiate compliance agreements w i t h  1 fcensees and DOE t o  establish 
alternate schedules for compliance. The negotiations w i l l  also need t o  
include NRC and Agreement States as responsible regulatory agencies for 
the active uranium mills and as concurring agencies for  the remedial 
actions. T h i s  complex regulatory process is unnecessarily burdensome 

In a d d i t i o n ,  DOE may not be 
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2. 

because .the licensees and DOE are already in the process of stabilizing 
the uranium mill tailings and existing regulations are fully adequate to 
ensure protection of human health and the environment. In addition, the 
compliance negotiations could also impede and delay some remedial and 
reclamation activities because o f  EPA's requirement for pre-approval of 
cover designs and the duplicative, but not necessarily consistent, 
regulatory framework established by the standards in Subpart T. 

The final standards in Su6pa?t T generally duplicate existing EPA and NRC 
requirements under the Uranium Mil 1 Tail ings Radiation Control Act 
(UMTRCA) for uranium mill tailings disposal sites. The standards do not 
provide an exemption for filing applications under Subpart A of 40 CFR 
Part 61 for facility construction and modifications. Consequently, the 
Department of Energy (DOE) and uranium mill licensees will have to obtain 
prior approval by EPA for all cover designs and modifications. As a 
result o f  the duplicative nature of EPA's Subpart T standards with NRC and 
€PA standards already in place, both EPA and NRC will have to review and 
approve the same designs and design modifications, thus doubling the - 
administrative resources necessary to ensure that covers for uranium mil 1 
tailings are adequately designed and constructed. In addition, it is 
unclear whether designs that are in process or under construction also 
require EPA's prior approval. Such a requirement would delay and disrupt 
current stabilization efforts by licensees and DOE. The delay and 
disruption is not justified given that EPA's standards in Subpart T do not 
enhance protection o f  the public and the environment beyond that attained 
under the current regulatory framework. In fact, they may actually result 
in decreased protection by slowing down or stopping work already in 
progress to stabilize the tailings. 

- -  

3. EPA's final standards in Subpart T may restrict the flexibility to approve 
site-specific a1 ternatives in accordance with UMTRCA and the Atomic Energy 
Act. The final standards reference specific subparagraphs of EPA's 
standards in 40 CFR Part 192. However, they do not explicitly provide for 
site-specific a1 ternatives to the referenced standards that are provided 
for in Section 84c of the Atomic Energy Act or in Subpart C of EPA's 
standards in 40 CFR Part 192. NRC's authority to approve such alterna- 
tives f o r  Title I1 sites was upheld last year by the Tenth Circuit Court 
o f  Appeals ( E D F  V. NRC, 866 F.2d 1269(1989)), Agreement States may also 
approve such a1 ternatives provided that NRC concurs. Similarly, EPA's 
standards in Subpart C of 40 CFR Part 192 provide for supplemental 
standards in lieu o f  the primary standards in Subparts A and 8 f o r  Title I 
sites, Therefore, it appears that EPA's standards in Subpart T of 40 CFR 
Part 61 under the Clean Air Act conflict with EPA's standards in 40 CFR 
192 under UMTRCA, as well as the Atomic Energy Act itself, in that they 
may limit the flexibility provided earlier by Congress and EPA. 
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Subpart  H: 

4. 

Radon Emissions Standards for Operating Uranium Mill Ta i l ings  

EPA standards i n  Subpar t  W require the NRC t o  do something tha t  NRC does 
n o t  have the author i ty  t o  do under the Atomic Energy Act. The Standards 
i n  40 CFR 61.252(b) require operation of uranium mill tailings impoundments 
i n  accordance w i t h  the requirements o f  40 CFR 192.32(a) as determined by 
the NRC. 
the States regulate uranium -miLls in  lieu of Federal regulation by NRC. 
Thus, the Agreement States should determine t h a t  impoundments are operated 
i n  accordance w i t h  40 CFR 192.32(a). 
provision for  determinations by Agreement States o r  define NRC t o  include 
Agreement States, as i t  d i d  i n  Subpart I o f  40 CFR Part  61. Therefore, 
EPA's standards i n  Subpart  W require NRC t o  make a determination i n  
Agreement States t h a t  NRC does no t  have the authority t o  make. The lack 
of such NRC au tho r i ty  has no practical impact on safety, however; NRC 
a1 ready requires Agreement States t o  imp1 ement measures t o  assure that 
t a i l i n g s  piles comply w i t h  EPA's 40 CFR Part  192 requirements, and 
monitors t h a t  implementation through i ts  reviews o f  Agreement State 
programs. 

In Agreement States under Section 274 of the Atomic Energy Act, 

However, EPA d i d  not include a 

- 

5. EPA's f i n a l  standards under Subpar t s  W and A of the 40 CFR Part  61 
duplicate aspects of EPA's and NRC's existing regulatory requirement and 
framework f o r  management of active uranium mill tailings sites. Under 
S u b p a r t  A ,  uranium mill licensees will have t o  seek prior review and 
approval by EPA of the design, construction, and modification of uranium 
m i  11 tai 1 ings  impoundments. NRC a1 ready has a comprehensive regulatory 
program for uranium mills, including design and environmental reviews, 
licensing of  the mill facil i t ies and impoundments, and inspection of  the 
construction, operation, and closure of the fac i l i t i es  and impoundments. 
Thus, EPA's  new standards i n  Subparts  W and A duplicate a port ion of NRC's 
comprehensive framework, which  implements EPA's requirements i n  40 CFR 
Part 192. The add i t iona l  administrative and economic burden on licensees 
and NRC i s  not justified because EPA's standards i n  40 CFR Part  61 do 
not  provide any significant incrementa7 enhancement i n  the protection o f  
the public and the environment beyond that achieved under the current 
regulatory framework. 

6. EPA's final standards i n  Subpart  W may r e s t r i c t  the flexibility t o  approve 
site-specific a1 ternatives i n  accordance w i t h  UMTRCA and the Atomic Energy 
Act. The standards i n  40 CFR 61.252 specifically reference subparagraph 
192.32(a) i n  EPA's standards i n  40 CFR Part 192. However, they do no t  
explicitly provide for site-specific a1 ternatives t o  the referenced 
standards that  achieve a level of protection equivalent to ,  t o  the extent 
practicable, o r  more stringent than ,  NRC's requirements i n  10 CFR Part 40 
and EPA's requirements i n  40 CFR Part  192 i n  accordance w i t h  Section 84c 
o f  the Atomic Energy Act. NRC's authority t o  approve such alternatives 
for Ti t le  IX s i t e s  was upheld last year by the Tenth Circuit Court o f  
Appeals (EDF v. NRC,  866 F.2d 1269 (1989)). Agreement States may also 
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7. 

approve such a1 ternatives provided t h a t  NRC concurs . 
appears t h a t  EPA's standards i n  Subpar t  W of 40 C F R  Part 61 under the 
Clean Air Act conflict  w i t h  N R C ' s  requirements i n  10 C F R  Part 40 under 
UMTRCA, as well as the Atomic Energy Act i tself ,  i n  tha t  they may limit 
the f lexibi l i ty  provided ear l ie r  by Congress t o  allow site-specific 
a1 ternatives t o  NRC's and EPA's requirements. 

Therefore, i t  

EPA's standards i n  Subpart. W arx unclear on whether EPA intends t o  d u p l i -  
cate N R C ' s  site-specific impiementation responsibil i t ies under UMTRCA 
and the Atomic Energy Act. The final standard i n  40 C F R  61.252(c) 
requires that 1 icensees operate uranium mill ta i l ings  piles i n  accordance 
w i t h  EPA's requirements i n  40 C F R  192.32(a). However, EPA has n o t  
specifically provided for a determination by N R C  or Agreement States t h a t  
pile operations comply w i t h  192.32(a). Thus ,  the standard i s  ambiguous on 
whether NRC and Agreement States determine compliance (consistent w i t h  the 
"regulatory agency" concept i n  192.31(g)) or whether EPA has provided fo r  
i tself  a si te-specific regulatory role for groundwater protection. The 
standards referenced i n  192.32(a) are the primary standards for design, - 
operation, and groundwater protection for active uranium mill tailings 
impoundments; they have been incorporated i n t o  N R C ' s  conforming require- 
ments i n  10 C F R  Part 40, Appendix A ,  and are actively being implemented 
and enforced by N R C  and Agreement States. €PA implementation and enforce- 
ment of these standards would unnecessarily duplicate the comprehensive 
regulatory proyams for uranium mill tailings management that  have already 
been established by N R C  and Agreement States. In addition, such duplica- 
t i o n  could resul t  i n  implementation and enforcement actions t h a t  are 
inconsistent w i t h  N R C  and State actions under identical requirements, 
w h i c h  could actually impair current efforts t o  protect the public and the 
environment from hazards associated w i t h  uranium mill ta i l ings a t  active 
s i tes  . 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Honorable Quentin N. Burdick 
Chairman, Committee on 

United States Senate 
Washington, D.C. 20510 

%ear Mr. Chairman: 

Environment and Public Works 

. On October 31, 1989, EPA promulgated a standard for 
radionuclide emissions under Section 112 of the Clean Air Act 
(CAA) ,  as required under a decision of the U.S. Court of Appeals 
for the District of Columbia. 

In the rule EPA established a benchmark of amroximatelv 
1 x for defining acceptable lifetime risk of fatal cancer. 
For several categories in the radionuclide rulemakings, maximum 
individual risks of 2 or 3 x 10" were found acceptable in light 
of all of the circumstances of the particular cases, including 
small population exposures and uncertainty in risk estimates. 

Legislation has been introduced regarding air toxics 
regulation that would establish a rigid requirement of 1 x lo-' 
or 1 x l oe6 .  
consequences that would result from such an inflexible policy. 

If EPA has been forced to use a bright line of 1 x lo-' or 
1 x 
emissions from NRC-licensed facilities (including hospitals and 
university laboratorps which administer radioactive medical 
isotopes) at 1 x 10- the EPA standard would be 3 mrem/yr, and 
at 1 x the EPA standard would be 0.03 mrem/yr. 
standard was actually set at 10 mrem/yr.) If these standards 

Institutes of Health has stated that many larger facilities w h d  
be forced to close their radioiodine treatment facilities. Since 
13'1 is the treatment of choice for hyperthyroidism, if it could 
not be used, surgery or drugs would be required. Fatalities 
associated with these therapies would greatly exceed any 
theoretically predicted increase in thyroid cancer from 1 3 ' 1  in 
the atmosphere. 

We would like to share with you the unintended 

in its recent rulemaking concerning radionuclide 

(The 

* were set, particularly the 1 x level, the National d-. ._ 
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It should not be assumed that these kinds of costly 
ramifications would be confined only to a radionuclide 
rulemaking, but could be the unfortunate result of a bright line 
approach to air toxic rulemaking in general. As evidenced by a 
radionuclide rulemaking based on lo-‘, the desired goal of 
achieving lasting health benefits could, in fact, be undermined 
by a rigih approach that debilitates the effort. 

Further, the Administration was advised by many facilities 
currently regulated by the NRC, including research and testing 
reactors, medical facilities, and the National Institutes of 
Health, that regulatory schemes that involve unnecessary 
duplication of compliance and implementation needlessly raise 
costs and divert resources from needed research and other 
activities: This could adversely affect patient care at some 
facilities. DOE shares our concern over the dual regulations and 
,absolute risk standards and their potential impacts on nuclear 
Anergy, commercial, and research industries. Therefore, we 
believe that the pending revisions to the Clean Air Act should 
contain a provision to eliminate unnecessary and duplicative 
authority to regulate radionuclide emissions from NRC-licensed 
facilities. 
needed as an amendment to the Atomic Energy Act to require that 
additional facilities, not licensed by the NRC (e.g. DOE reactors 
and non-reactor nuclear facilities), meet NRC regulations on 
radionuclides emissions. 

To be consistent, DOE believes the language will be 

Honorable William G. Rosenberg 
Assistant Administrator 

for Air and Radiation 
Environmental Protection Agency 

. 7 

/ 

James 0. Mason, MD, Dr. P.H. 
Assistant Secretary for Health 

and Acting Surgeon General 
* Department of Health and Human Services 

-. 
-* . 

. ‘t 

I 
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