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Secretary, U.S. Nuclear Regulatory Conmission
Washington, DC 20555

ATT: Docketing and Service Branch
RE: Docket Number: PRM-170-3

I

We, the administration of Mount Carmel Medical Center, a medical
institution, agree with the petition submitted to the NRC by the
American College of Nuclear Physicians and the Society of NuclearMedicine.

We agree the NRC shoulu:

1. Provide an exemption for a medical service similar to the
exemption provided for a non-profit institution.

2. Provide for uniform consideration of each licensee'sparticular circumstances. For example, the petitioners
suggest that the NRC develop a simple template for
structuring exemption requests.

3. Adopt a sliding scale of fees depending on the size of an
entity and not just providing a fee cap for those entities
who qualify as "small entities."

4. Allow licensees a greater voice in the NhC's decision-
making process for developing new programs where the
development costs could have substantial economic impacts.
The petitioners believe that if the NRC proposes to
develop a regulation which is not necessary for the
adequate protection of the public health and safety, the
NRC should be required to show that the regulations would
result in a substantial increase in safety and that the
benefits exceed the costs.

This comment is submitted to the commision on October 31, 1992. ,

M U d ,/i w
Lawrence Fulmer, M.D. C.D. Schloss, M.D.Medical Director, Nuclear Medicine Radiation Safety Officer,
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Ths secuon of the FEDERAL REGISTER SUPPLEMENT ARY IN FORM ATION: subject to fees. Other entitles previously
contains nonces to the putAc of the exempt from fees would become subjectU*CE f0""dEproposed issuance of rules and to the fees in these proposed schedules.regulations. The purpose of these notices On February 18.1992. the Nuclear in response to this rule, the Americanis to grve interested persons an

Regulatory Cmmission (NRC) received College of Nuclear Physicians and theopportunny to sanicipate in the rute
a petition for rulemaking submitted by Society of Nuclear Medicine submittedmakang phor to tne adooton of the final the American College of Nuclear comments on May 13.1991.Thenees.

-

Physicians and the Society of Nuclear petitioners' cornments discussed the
Medicine.The petition was docketed as issue of assessing user fees to medical

HUCLEAR REGULATORY PRM-170-3 on Febrvary 28,1992. The licensees and what the petitioners
COMM!SSION petitioners requested that the NRC believed would be the potentia, damage

amend 10 CFR Parts 170 and 171 that could occur as a result.10 CFR Parts 170 and 171 conceming fees for facilities, materials On July 10.1991 (56 FR 31472), the
IDock et No. PRM-170-31 licenses, and other regulatory service NRC published the final rule

under the Atomie. Energy Act of 1954. as implementing the Nguirements of Public
American Co!!ege of Nuclear amended. The pctitioners requested this Law 101-508. This final rule, which
Physicians and Society of Nuclear amendment to mitigate the substantial became effective on August 9.1991.
Medicinet Rsquest for Comment on a adverse impacts expenenced by its revised the fees charged to NRC -

Petition for Ru ..naking members because of 6e ncent increase licensees for FY 1991. WDh regard to the
in the NRC's license and annual fees. impact on NRC licensees, theActNcy: Nuclear Regulatory in the Federal Register of May 12.1992 Commission concluded that "to,

Cort mission. (57 FR 20211), the NRC published a eliminate the advem effects, the annual
ACTsoN: Petition for rulemaking: request notice of receipt of this petition. In that

fees would have to b= eliminated orfor comment. document. the NRC announced that it reduced. Because Public Law 101-508would consider the issues raised by the requires the NRC to assess and collectSUM M ARY:The Nuclear Regulatory petitioners after the rulemaking action
Commission (NRC) requests pubbe necessary to establish the license and approximately 100 percent ofits budget
cornment on a petition for rulemax, g annual fees for F Y 1992 was completed. authonty. a reduction in the feesm
filed by the American Colleg! of The NRC indicated that it would assessed for one class of licensee would
Nuclear Physicians and the Society of consider the petitioners' concerns within require a corresponding inenase in the.

Nuclear Medicine. The petition has been the context of the review and evalention * " ' " " d f ' * " th '!
docketed by the Commission and has of the fee program for FY 1993 which W * h ' I" "d b''
been assigned Docket No. PRM-170-3. will be conducted as part of the NRC's * *' ""' " *
The petitioners request that the NRC continued implementation of Public Law ',cjs t e es
amend its regulations governing the 101-508. As part of the review. ,' ,s been g ven.

licensing. inspection, and annual fees concerning the fee program for FY 1993 only to the effects that NRC is required
charged to its licensees because of the and suc eeding years. the NRC now to consider by law (i.e , the Atornic
recent increase in these fees. requests public comment on the issues Energy Act, the Energy Reorganization
DATES: Submit con.ments by December raised in PRM-170-3. Act, and the Regulatory Flexibility

,,

14.1992. Comr.snts received after this
date will be considered if it is practical Fee Schedule Rulemakio: The NRC reconciled the mandate of
to do so, but assurance of consideration On Apnl 12.1991 (56 FR 14870). the Pub 1ic Law 101-508 with the
cannot be given except as to comments NRC published proposed amendments requirements of the Regu atcry
received on or before this date. to its regulations governing the . Fleuoility Act to consider the impacts

AcoRtssts: Submit comments to: licensing inspection. and annual fees of its regulations on small entities by

Secretary. U.S. Nuclear Regulatery charged to its licensees. The proposed establishing a maximum small-entity fee

Commissmn. Washmgton. DC 20555. avismns were necessary to implement for a licensee who qualities as a small

Attentior.: Docketing and Se-vice Omnibus Budget Reconciliation Act of entity In an effort to further mitigate the
Branch. 1990 (Pub. L 101-50al, passed by the . Impact of the annual fee on a small-

For a copy of the petition.wnte:, tules Congress on November 5.1990. which ennty, the NRC published a proposed
r

Review Section. Rules and Directives mandates that the NRC recover rule (57 FR 647; January 9.1992) to

Review Stanch Division of Freedom of approximately 100 percent of its budget establish a lower. tier, annual fee for a

Informction and Publications Services, authonty in Fiscal Year 1991. and the small. entity licensee that has relatively

Office of Admmistration. U.S. Nuclear four succeeding fiscal years. through the low annual gross receipts or supporting -
, Regulatory Commission. W ashington. assessment of license, inspection, and populations. The final rule adoptmg this

annual fees. The proposed rule affected proposed amendment was published on'" DC 20555. Telephone: 301-492-7758 er
Toll Free: tmMS-M42. all applicants. licensees, and holders of April 17.1992 (57 FR 13625), and became

certificates of compliance. registrants of effective on May 18.1992.
rOR FURTHER INFORMATioN CONT ACT'. C. scaled sources and devices and The proposed ;ule necessary tolames Holloway. Office of the approvals of quality assurance establish the license and annual fees for
Contrciler. U.S. Nuclear Regulatory programs.The proposed revisions, when FY 1992 was published on April 29.1992
Commissien. Washington. DC 20555. adopte d. would increase fees (57 FR 18095). The comment period forTelephone; 301-492-430L substantially for those enuties currently this action closed on May h.1992.The



~

Fcdtt:1 R gistzt / Vol. 57. No.198 / Tuesday. Octokr 13, 1992 / Proposed R s 46819

NRC published the f nel rule limits do not consider NRC license fee 4. Allow licensees a greater voice in'establishing the FY 1992 licensing and increases. Thus, the recent substantial - the NRC's decision making process forannual fees on July 23.1992 ($7 FR increases in NRC li:ense fees have had developing new programs where the32691).The provisions of the final rule to be absorbed into the non- development costs could havebecame effective f.ugust 24.1992. Now reimbunable costs of nuclear medicine substantial economic impacts. Thethat the fee cycle for FY 1992 is pr actices. petitioners believe that if the NRCcomplete the NRC is beginning its The petitioners believe that the recent proposes to develop a regulation whichevaluation of the fee program for FY
amendments to the beense fee rule have is not neceseary for the adequate1993. As part of that action. the NRC is had an inequitable impact on them, protection of the public health and

sohciting public comment on the petition They believe they are in a unique safety. the NRC should be required tosubmitted by the Amencan College of situation and should be given special show that the regulation would result inNuclear Physicians and the Society of consideration similar to what the NRC a substantialincrease in safety and thatNucler t hiedicine (PRht-17N3). has given to other limited categories of . the benefits exceed the costs,
The Petitioners licensees. For example non profit

educationalinstitutions retained their Petiu, ners, Conclusion.

The American Cullege of Nuclear fee exemption under part 170 and were The petitioners have identified severalPhysicians (ACNP)is an organnation of pven an additional exemption under
significant adverse impacts which theyL450 members, including L100 part til in recognition of their unique
assert have affected its members as aphysicians who are quahfied to use

contnbutions to society. The petitioners result of the recer' 5 creases in NRCradioactive byproduct materials for
beheve that their unique contnbutions to beense and. annualiees. The petitionersdiagnostic and therapeutic medical socity should also warrant an

believe that the fees irnposed by thepurposes. The Society of Nuclear e semp tion.
NRC u . fairly bi.-den medicat heensees.Meseme (SNht)is an associat an cf The petitioners believe that the NRC

1L300 members with about 4.750 discounted the unique societal benefits and threaten the continuation of many
physicians who practice nuclear provided by members of the ACNP/ nuclear medicine practices and request
me& cine Members of tha ACNP/WM SNM. their unique circumstances that the NRC consider its propossls to

amend the rules in parts 170 and 17Lwho use byproduct radoactive regarding reimbursement.
matenals must be licensed by either the hardships imposed on tndm,and theDated at Rockvi!!e Maryland. this 6th day

,

dualNRC or an Agreement State. physicians by the fee rules, in addition. of October 1997

Adverse Impsets on the Petitioners the petitioners assert that fees for the For the Nuclear Regu! alary Commission.

The petinoners have submitted this remammg NRC medical bcensees may

pention for rulemaking because they
rise substantially aga t under the Sec"'o'Y d' C"i'3/0^-
present fee recovery policy because (R Doc. 9:-24747 Filed to4-n 8745 am|believe they have been adversely
several bundred medical licensees haveaffected by the current bcense fee rule. ewwo coce ison-**-w
terminated their licenses. TheThe petitioners state that the fees
petitioners believe the increases could

imposed by the NRC unfairly burden
medicallicensers and threaten the

fu &er extend the ccmpetitive
6sadvantage in favor of alternativecontinuation of many nuc! ear me6 cme
modalities and idenocal services inpractices. The petinoners state dat fees

for its member physicians have Apeement States. The pentioners
in6cate that the fee increase may alsoincreased by up to 1400% and that its
imp t rne6 cal practice resultmg'inconstitutes a substantial, additonal
hmmng patient chvices in someexpense for the practice of nuclear
geecraphical areas.medicine. The petitioners state cat ~

since the fee increase over 400 nuclear The Petitioner's Proposals
medicine licensees have eiier The petitioners request that parts 170
terminated er applied to teminate their and 171 be amended to minimae the
NRC licenses.

inequitable impacts of NRC-impose'dThe pentioners state that. in adation fees on the pracnce of nuclear medicine.
to the direct fee increase. $cy are aho Tne petmoners request that the NRCaffected mdirectly, increased user fees

amend its re;;ulations in 10 CFR parts
are also reflected m the cost of

170 and 171 to recoenize factors theradiopharmaccuncals due to the ~

pennoners contend the NRC considers
increase in fees for raiopharmaceutical for ether license s. The petitioners'
manufacturers and radiopharmacy specific suggestions include the
licenses.The petitioners state that this foHowing items. The NRC should-
additional fee is passed on to the L Provide an exemption for a medical
practitioner. thereby raising their service similar to the exemptionoperating costs. provided for a non. profit institution.

The petitioners state that substannal
:. Provide for uniform consideration ofnumbers of deir members practice m eacn licensee's particular circumstances.

hospitals because these hospitals are Fcr example. the pentioners suggest thatrequired to provide nudear meicine the NRC develop a simple template forservices. The petinoners also state that seu:Nring exemption requests.
about 40*. of all fees for nuclear 3. Adopt a shdeg scale of fees
medicme service are covered by depending on the sue of an entity and
Medicare. However, accordmg ts the not pst providmg a fee cap for those
petuoners. Me& care reimbursement ennnes who quahfy as "small enuties "
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