
i: informNewslinereadersofthe
latest regulatoryandlegislative develop
ments affecting nuclear medicine, the
directors of the joint government rela.

tions office of The Society of Nuclear

Medicine (SNM)and the American Col
lege of Nuclear Physicians (ACNP)
present thefollowing reportfrom Wash
ington.

Department
of Health and
Human Services

. MedicareReimbursement
After passage of the Technical Correc
tions Act (TCA) of 1991, introduced by
both houses in March, all nuclear medi
cine procedures will be reimbursed ac
cording to the historical values that were
previously applied only to physicians
billing 80% or more for nuclear medi
cine services. The provision means that
the entire nuclear medicine community
will be reimbursed following a blend of
one-third by the radiology relative value
scale (RVS) and two-thirds by 101%of
the prevailing charges in 1988.

. CLIAâ€˜88
HCFA has not made final any of the
regulations under the clinical laboratory
improvement amendments of 1988
(CLIA â€˜88).HCFA was deluged by over
60,000 comments after proposing the
first set ofregulations in 1990. The final
rules are expected to differ greatly from
the originals. A high-level task force
with representatives of HCFA, the
Centers for Disease Control, and the
Food and Drug Mministration is recon
sidering the testing levels included in the
initial proposal. The American Medical
Association (AMA) along with the
Health Industry Manufacturers Associa
tion, the Health Industry Distributors

physicians. Reimbursements for nuclear
medicine procedures stand to drop 52%
from 1988. SNM and ACNP maintain
that HCFA's proposal could do away with
nuclear medicine services in all but
urban areas and in multispecialty imag
ing practices. In July, the ACNP and
SNM prepared comments for HCFAand
sent statementsto House and Senatesub
committees urging changes in the pro
posed fee schedule. HCFA plans to issue
a final version ofthe schedule in October
to commence in January 1992.

. DPA/SPAAssessment
The Office of Health Technology As
sessment (OHTA) indicates that its long
awaitedreassessment ofdual-photon ab
sorptiometry (DPA) and single-photon
absorptiometry for bone density mea
surement may soon be completed.
Meanwhile, Sen. John Glenn (D-Ohio)
and Rep. Olympia Snowe (R-Maine)
have reintroduced bills to provide reim
bursement for bone densitometry. The
measures died last year in Congress and
it is unclear whether they will fare bet
tsr this time around.

U SPECT Reimbursement

HCFA'sOffice of Payment Pblicy sent a
memo to regional administrators in
March acknowledging inconsistent
Medicare reimbursement for single
photon emission computed tomography
(SPECT). â€œWehave heard allegations
that some carriers recognize SPECT
procedures as covered services,â€•the
memo states, â€œbutpay for them at the
fee schedule levelofother nuclear medi
cine services . . . If carriers determine
SPECTproceduresto be coveredserv
ices, they should pay for them using the
relative value units established for the
SPECTprocedureintheRadiologyNa
tional Relative Value Scale?' The agen
cyhasstoppedshortofa nationalpolicy.

(continued)
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Association, and the American Hospital
Association launched an impact study of
the CLIA'88 regulations scheduled for
completion next month. Several states
have enacted or are trying to mount state
level CLIA provisions to be recognized
under federal law.

I Medicaid

As part of a congressionally mandated
study on Medicaid physician payment,
the Physician Payment Review Commis
sion (PPRC) contracted the National
Governors' Association to survey state
Medicaid programs in 1990. The survey
sought information on payment meth
ods, frequency ofpayment updates, and
problems with physician participation.
The survey compared fee levels for 23
services commonly used by Medicaid
beneficiaries and found wide variation
across states. The data also substantiate
earlier analyses indicating that Medicaid
programs pay physicians less than Med
icare and private payersâ€”Medicaidpays
about 69 % of what Medicare does on a
national average although the ratio varies
widely from state to state.

. MedicareFee Schedule
andRBRVS
The Health Care Financing Adminis
tration (HCFA) published a proposed
Medicare fee schedule in June that could
drastically reduce Medicare payments to
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U PET Assessment

OHTA assessment ofpositron emission
tomography (PET) is stalledâ€” officials
say the agencywill waitto render recom
mendations on PET until the FDA gets
around to approving the new drug appli
cations for PET radiopharmaceuticals.

d Food and Drug
Administration

U Blue Ribbon Commission

The FDA needs more authorit@funding,
and status in the federal government to
do itsjob, an advisory panel on the FDA
concluded in its final report in April.
Established by Health and Human Ser
vices Secretary Louis Sullivan, MD, the
fifteen-member â€œblueribbon commis
sionâ€•spent a year studying the FDA's
problems. Secretary Sullivan said he
agreed with much of the commission's
report, but opposed elevating the FDA's
status within the bureaucratic hierarchy.

U

March, the Washington Office testified
in writing to the House Subcommittee
on Health and the Environment. The
testimony cited problems with the ap
proval process for radiopharmaceuticals
and suggested solutions such as the crea
tion of a division of diagnostic drugs.

. SafeMedicalDevicesAct
of 1990
The reporting requirements of the Safe
Medical Devices Act impinge minimally
on nuclear medicine facilities, according

by transferring radiopharmaceutical ap
proval to the Center for Devices and Ra
diological Health (CDRH). Dr. Kessler
expressed familiarity with the concept,
but said he would not â€œmicro-manageâ€•
at that level. The commissioner will
rather delegate such decisions to Carl
Peck, PhD, director of the Center for
Drug Evaluation and Research. An FDA
hearing is scheduled for September 6 to
address the scope and definition of a
â€œcombinationdrugs divisionâ€•within the
CDRH. Some radiopharmaceuticals
could be considered candidates for FDA
approval through this new division.

Department of
Energy

U National Biomedical
Tracer Facility

A task force comprising government, in
dustry, and SNM and ACNP represen
tatives presented a feasibility study on
a national biomedical tracer facility
(N3T'F) to the DOE in April. Richard
Holmes, MD, chairman of the Nffl@F
task force testified to the House Ap
propriations subcommittee on Energy
and Water Development and presented
the DOE-funded study to Congress. The
ACNP and SNM asked for $2 million
from the 1992 federal budget for design
and siting of the tracer facility. DOE's
Office of Health and Environment Re
search expressed support for the tracer
facility in a letter signed by Division
Director David Galas and a letter from
Admiral James Watkins, secretary of the
department. DOE's Office of Isotope
Production plans to submit a request for
funding to begin construction in fiscal
1993. The NffFF has@fans in Congress
but given the strapped federal budget,
funding will have to come through a
DOE presidential budget request.

U Medical Applications Program

The ACNP and SNM recommended a
cost-of-living increase of 6% per year
from 1988 for DOE's medical applica
tion program. The increase would yield

Assistant Director of Government Rela
dons Valerie Fedio, left, and Director
Kristen Morris, ,ight, with Capt. @Wiliwn
H. Briner(USPHS, ret.), past chai rman
oldie SNM government relations com
miltee who stepped down from the past
iniulyafterserving 16yeai@c.His succes
sor is Stanley J. Goldsmith, MD.

to Barbara Croft, MD, vice-chair of
SNM's nomenclature and relative value
scalecommittee, who attendeda meeting
convened by CDRH in April to discuss
the amendment to the Food, Drug and
Cosmetic Act.

U Commissioner Kessler

Commissioner David Kessler, JD, MD,
faces increased pressure to streamline
approvals withoutjeopardizing the pub
lic's health and safety. Achieving this
goal wifi be tough at a time when budgets
are shrinking and the FDA is already
straining to meet demands. SNM and
ACNP representatives meeting with the
commissioner discussed a proposal to
reorganize the Medical Imaging, Surgi
cal, and Dental Drug Products Division

Review

Efforts continue to streamline the review
process for radiopharmaceuticals. The
ACNP and SNM presidents met in May
with members of FDA'sOffice of Drug
Evaluation including Wiley Chambers,
acting director ofthe Medical Imaging,
Surgicaland Dental Drug Products Divi
sion. Industry has traditionally claimed
that the FDA'scomplicated instructions
and lack of guidance impede the ap
prowl process for radiolabeled drugs.
The Medical Imaging Division agreed
to meet with industry representatives to
outline a review process to improve com
munication. Also in May, FDA's Asso
ciate Commissioner James S. Benson
and Ombudsman Amanda Peterson, JD,
asked the ACNP and SNM to work with
Ms. Peterson to develop a new process
for radiopharmaceutical review in
CDRH. The stepped-up dialogue with
the FDA and Commissioner Kessler's
marshaling of resources could result in
some improvements in the regulation of
radiopharmaceuticals. During congres
sional oversight hearings on the FDA in
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$42,135,000 for fiscal 1992. Richard
Reba, MD, testifying before a House
Science, Space and Technology subcom
miftee, stressed the need for increased
funding for the medicalapplicationspro
gram. He also called for invigoratedpeer
review of DOE grants. Contributing to
the decline offunds fur nuclear medicine
research, he said, is the practice of auto
matic funding without peer review for
ongoing projects. For example, funding
of boron neutron capture therapy was
continued in last year's federal budget
despite negative peer review by the
DOE's Health and Environmental Re
search Mvisory Committee.

U Molybdenum-99 Supply

The DOE asked Congress for authority
to borrow $8 million in fiscal 1992 to
convert one ofits reactors into a molyb
denum-99 (@Mo) production facility
(see Newsline, June 1991,p. 32N). In a
lbrmal statement to Congress, the SNM
and ACNP supported the DOE request.
Meanwhile, officialsat DOE's Fast-Flux
Test Facility (FFTF) near Richiand,
Washingtonare promoting FFTF's capa
city to produce 99Mo. Higher-ups at
DOE favor closing the reactor, which
each year costs about $100 million to
run. Congress and the governorofWash
ington seem intent on savingFFTF. 1\vo
bills that have been introduced in Con
gress mandate a DOE partnership with
isotope user organizations to create a
center for isotope and energy research
and development.

U User Fees

10,established a maximum annual fee of
$1800for â€œsmallentities'@â€”thatmeans $1
million or less in annual gross receipts
for physicians in private practice.

U Interim Rule on Medical
Radlonuclides
In April, the ACNP and SNM formally
recommended that NRC withdraw the
final interim rule on the medical use of
radionuclides and remand the rule to the
Advisory Committee on the Medical
Uses oflsotopes (ACMUI) for reconsid
eration. From discussions at an ACMUI
meeting in May it appears that the NRC
will be conferring with the FDA on the
issue. The NRC has yet to address sev
cml sections ofthe petition for rulemak
ing changes submitted by the SNM and
ACNP in 1989, although the commission
held a workshop in August to discuss
establishing an â€œauthorizedradiophar
macistâ€• in NRC regulations. Several
states view the NRC's stance as an intru
sion into state authority and have vowed
to oppose the federal agency. In addition,

Syncor International filed suit against the
NRC challenging the effect of the rule
on the practice ofradiopharmacy. A set
tlement reached in July is expected to
affect central labs nationwide.

U Enforcement Legislation

The NRC has called on Congress to pass
laws giving the regulators more power
to impose penalties on licensees. The
proposed â€œOmnibusNuclear Pbwer
Safety and Security Enhancement Act of
1991â€•would do away with current mea
sures that require NRC inspectors to
give prior notice to licensees before
showing up at the door. The bill's pri
mary purpose, however, is to give NRC
the authority to prosecute individuals
who tamper with nuclear reactors.

U Quality Assurance

The NRC issued a final rule on â€œquality
managementâ€• in July with new require
ments for medical licensees to imple
ment quality assurance programs. The
Mvisory Committee on the Medical
Uses of Isotopes (ACMUI) has deemed
that no quality assurance rule is needed

from the NRC. NRC deemed its rule
â€œqualitymanagementâ€• to distinguish it
from the quality assurance program of
the Joint Commission on Accreditation
of Healthcare Organizations (JCAHO).
The NRC recently received the approval
ofthe Office ofManagement and Budget
to go ahead with a mail survey on quality

assuranceamong 2400 medical licensees
â€”eventhough the final rule has already
been published.

U New Chairman

Ivan 5dm, formerly State Department
undersecretary for management, became
chairman of the NRC on July 2, suc
ceeding Kenneth M. Carr. Confirmation
hearings havebegun for Gail DuPlanque
â€”thenominee to fill the fifth spot on the
commission.

U Radiation Safety Standards

The NRC published in May its revised
standards fur protection against ionizing
radiation. The revisions conform to the
recommendations ofthe NCRP and the
International Commission for Radio
logicalProtection (ICRP). The new stan
dards became effective in June, but
licensees may wait until 1993 to put the
rules in effect. Carol S. Marcus, MD,
PhD, submitted a petition for rulemak
ing to the NRC requesting revisions of
10 CFR parts 20 and 35. Among other
requests, the petition asks the NRC to
restore to five mSv (500 mrem) the al
lowable radiation dose to others from pa
tients receiving radiopharmaceuticals.
The ACNP and SNM filed comments
with the NRC in support ofDr. Marcus's
petition.

U Below Regulatory Concern

The NRC placed a moratorium on enact
ment ofthe â€œbelowregulatory concernâ€•
(BRC) policy in July and began a â€œcon
sensus-buildingâ€•effort to guide the corn
missioners in making a final policy (see
Newsline, August 1991, p. 26N). NRC
regulation will continue status quo at
least until the commission's consensus
building group of medical and industry
representativesâ€”including the ACNP

(continued on page 20N)

Nuclear Regulatory
Commission

The NRC assessed severely increased
user fees last month, despite protests
from nuclear physicians, institutions,
and industry about the potential impact
on health care. (see Newsline, July 1991,
p. 23N) By law, the agency must fund
itself entirely from fees assessed to li
censees during fiscal years 1991to 1995.
The final fee schedule, published July
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SNM claim that regulation by both the
NRC and the EPA was unnecessary.
CIRRPChasagreedtocontinuetomom
tor dual regulation issues, including
the EPA data collection process during
the stay on NESHAPS for medical ii
censees. The Competitive Counsel, a
presidential panel that evaluates federal
regulation, will be approached for assis
tance as well.

U NESHAPS

EPA suspended in April its national
emission standards for airborne radio
nuclides until November 15, 1992 (see
Newsline, June 1991,p. 29N). The agen
cy has already deemed that nuclear
power reactors operate at an acceptable
safety level under existing regulations.
Medical licensees hope for a similar nil
ing, but lack the thorough-going data
kept by the power reactors. EPA plans
to survey medical licensees by mail to
determine if they operate within a mar
gin of safety acceptable to the agency.
The agency expects to have survey let
ters sent to 350 material licensees by this
month.

Low-Level
Radioactive
Waste Lawsuits

The state of New York has appealed a
court decision to dismiss the state's
challenge of the constitutionality of the
Low-Level Radioactive Waste POlicy
Amendments Act (LLRWPAA). New
Yorkopposed the provision that requires
states to accept title and possession of

Update
(continuedfrom page 14N)

and SNMâ€”returnswith recommenda
tions on the policy next year. Legislation
introduced by Rep. George Miller (D
California) and Sen. George Mitchell
(D-Maine) opposes the BRC policy, but
as a result ofthe consensus-building in
itiative, Rep. Miller delayed hearings on
his bill until this month.

privately-generated wasteâ€”orpay dam
ages to the generatorsâ€”if the state has
not established a suitable dump by 1996.
The SNM and ACNP have supported the
FederalGovernmentinthiscasebysign
ing a friend-of-the-court brief.

U Michigan

The Midwest Interstate Low-Level Ra
dioactive Waste Commission, a seven
state compact, ousted the state of Michi
gan in July. The decision follows four
years oflegal wrangling since the com
mission picked Michigan as the home for
a low-level waste dump for the compact
states. While Michigan authorities re
group to comply with LLRWPAA, the
state's private generators are suing to get
access to dumps in the three sited states
â€”SouthCarolina, Nevada, and Wash
ingtonâ€”thatrefused to accept any more
wastefrom Michigan in November 1990.

@ Veteran's

@ Administration

U Special Pay

In April, the President signed into law
special pay rate legislation aimed at fill
ing posts for medical specialists at VA
hospitals. The law should allow VA
medical directors to boost salaries and
provide retention pay and special pay for
â€œscarceâ€•specialists. The law limits
special pay to $40,000 for a total salary
of no more than $134,000 for 1991.

KRISTEN D.W. Moiuus
Director of Government Relations

VALERIE A. FEDIO
Assistant Director of

Government Relations

Environmental
Protection Agency

U Resource ConservatIon

Rcovery Act

Congress is considering the reauthor
ization of the Resource Conservation
Recovery Act (RCRA). If accepted,
RCRA would duplicate NRC authority
over radioactive waste. The measure
would apply also to transportation of
radioactive waste and limit on-site stor
age to no more than 90 days.

U Clean Water Act

Lawmakersare exploringthe reauthoriz
ation ofthe Clean Water Act. When the
act was revamped in 1987,Congress pro
posed stricter regulations for the release
ofmedical isotopes into WaterWays. The
proposed language was dropped from
the final bill in 1987,but has the potential
ofresurf@cingduring this consideration.

U White House Involvement

In the debate on the Clean Air Act, the
Committee on Interagency Radiation
Research and POlicy Coordination
(CIRRPC) supported the ACNP and

Commentaiy
(continuedfrom page 16N)

and interested membership-at-large share with one another
their views of the future to determine the best course for the
society to take. The process is a lengthy one and will not be
concluded during my term. We anticipate that the outgrowth
of the process will strengthen SNM immeasurably and posi
tion it well for the future.

BeforeI close, I would like to thank you once again for your
confidence in me as we enter this effort together. I welcome
any comments and feedback that you would be kind enough
to give me. This is an exciting time for our profession, our
specialty, and thanks to you, an exciting time for me.

Leon S. Malmud, MD

President, The Society of Nuclear Medicine
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