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____COMMENTARY

P ET HAS SUCCESSFULLYMADE THE TRANSI
tion from the research laboratory to the clinic. There are
currently over 45 PET sites in the United States. A

@ A surveyofmanufacturers suggests
that as many as 30 new clinical
PET sites will become operational
in the next 18 months. Over one
third of all PET facilities in the
country are clinical sites and are
being reimbursed on a regular
basis. Current clinical PET pro
cedures include the assessment of
myocardial viability and myocar
dial perfusion, the presurgical eva
luationofpatientswithepilepsy,the
grading ofmalignancy in gliomas,
the differentiation of radiation

necrosis from glioma recurrence, and the differential diagnosis
ofpatients with dementia. The vast majority ofthese scans are
being reimbursed on a case-by-case basis at an 80% reimburse
ment level.

PEThasbecomeanintegralpartofpatientcareatinstitutions
with clinical centers. For example, at UCLA, brain tumor pa
tients have PET studies prior to any operative procedure for
tumor resection. The same is true ofall patientsbeing evaluated
for surgicaltreatmentof theirepilepsy.

Asrecentlyasthreeyearsago,PETwasprincipallyaresearch
tool, today it is a provenclinical technology thatprovides unique
diagnostic information that affects patient management. Unlike
previous high technology advances, however, PET has a distin
guished research record spanning more than a decade. This ex
perience has proven to be both a curse and a blessing in the
search for comprehensive reimbursement policies. The bless
ing is that the technology is proven; the results have been quan
tified in the research setting, are widely accepted, and have a
long track record of safety. The curse is that insurers want to
delay, as long as possible, the introduction ofthe technology to
the clinical setting. An important element of this approach is
the development ofutilization protocols forthe technology. More
and more insurance carriers are relying upon these protocols
to manage the widespread diffusion ofnew technologiesâ€”even
when a technology, such as PET, is not â€œnew?'

In recognizing this fact, the Institute for Clinical PET (ICP)
has responded to insurance carriers' desire for utilization by
developing a scientifically based set of cardiac PET protocols.
This approachis the first time that an industryis workingclosely
with insurance carriers to develop a utilization protocol prior
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to an agreement on reimbursement policy.
These facts inevitably lead to the conclusion that PET will in

creasinglybecome the technologyofchoice within the protocols
adopted by ICP. It is clear that PET is on the leading edge of
technology assessment practices. While industry is supportive
of ICP's approach, it should be recognized that this historical
change has significant consequences for the futureofall technol
ogy assessment and reimbursement decisions. In the future,
multi-disciplinary technologies wifi be forced to develop organi
zations such as ICP to successfully manage regulatory and ad
ministrative hurdles.

Inthe pasttwelvemonths,ICPhas takena leadershipposi
tionon education,regulation,andreimbursementâ€”bothpublic
and privateâ€”ofclinicalPET. ICP has been actively engaged in
working with the Health Insurance Association of America
(HIAA), the largest insurance association in the country, on
many issuesrelevantto clinicalPET. During two conferences
one on cardiac PET in November 1990 and a second on clinical
PET neuro-imaging in March 1991â€”individualinsurance car
riers were well informed about PET and heard its use debated.
They are now ready to make policy decisions on reimbursement
for clinical PET studies. In addition, ICP has begun a major ef
fort with the national Blue Cross/Blue Shield organization on
an agreement for their coverage policy decisions on PET.

In addition to ICP's efforts in the private sector, the organiza
tionhasbeencoordinatingtheactivitiesandsubmissionsto the
HealthCareFinancingMministration(HCFA)regardingMedi
care reimbursement for PET scans. This process has been along
andinvolvedone, butit is nearingits finalphases. At present,
theOffice of HealthTechnologyAssessment(OHTA)is com
pleting its report to HCFA on PET. The report will contain rec
ommendationson theparametersforMedicarereimbursement
ofPET scans. Traditionally,third-partyinsurershave waited un
til OHTA and HCFA have made their policy decisions for
covered technologies. PET is demonstrating the new order of
things by pursuing and achieving private sector coveragein ad
vanceofgovernmentapprovals.Once OHTAcompletesits re
portâ€”scheduledto be this summerâ€”HCFAwifi make its deci
sion in the following few months.

Although documented evidence demonstrating PET's effec
tiveness exists, nearly all ofthis information has been collected
in the researchsetting.Indeed, the initialrefusalof HCFAto
consider PET for reimbursement was because so little â€œclinicalâ€•
data existed in peer-reviewedjournals. One of ICP's first
priorities has been the collection and analysis of clinical data
from a multi-centerprospectivestudy.The studyhas been ongo
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report which was issued to ICP members during February,
represents one ofthe most comprehensive analyses of clinical
PET costs. This reportwas distributedto numerousmedical
directors, congressional supporters, and staff personnel at
HCFA,OHTA, andtheFoodandDrugMministrationandhas
become the foundation upon which all discussions of clinical
PET costs are based.

The manyachievementsof ICP havebeen possible through
theeffortsofindividualphysiciansfromTheSocietyof Nuclear
Medicine (SNM), the American College ofNuclear Physicians
(ACNP), the American College of Cardiology (ACC), the
American College of Radiology (ACR), and the American
Academyof Neurology (AAN) as well as interested PET sup
porters from outside academia. By urging the federal govern
menttobegintheregulatorytechnologyassessmentprocessof
PET,theseindividualshavebroughtPETto itscurrentclinical
state.

John C Mazziotta, MD, PhD
President, Institute for Clinical PET

Professorof Neurologyand RadiologicalSciences
Vice Chairmanof Neurology
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ingfornearlyayearandwascompletedon March15,1991.The
study involved six clinical sites and over 400 individual case
studies. Physicians were surveyed pre-and post-scan to deter
minetheeffectofthe PET resultsandto determineandquan
tify patient managementdecisionsas a resultofthe unique PET
information.ICP collecteddataon the reasonsforobtainingPET
studies, the pre-scan diagnosis, the ultimate diagnosis, the in
fluence of PET data on diagnosis, other diagnostic testing, as
well as any therapy plan and the ultimateoutcome. ICP expects
to extend this study to longer term evaluations. The four major
categories of patients included: patients with dementia, with
radiation/chemotherapy necrosis, or with complex partial epi
lepsy,and those in whom m@vcardialviabilitywasassessed.The
analyses and conclusions of this study will be submitted to a
peer-reviewed journal for publication.

Another aspectofthe continuingstrugglefor PET reimburse
menthasbeenthelackofindependentquantitativedataon the
true costs of clinical PET. In order to solve this problem, ICP
funded an independent assessment ofthe costs associated with
clinicalPEr bythe accountingfirm ofCoopers & Lybrand.This
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