
COMMENTARY

ACNP Ai@ui@ MEETING:SPEAKERS'VISIONS
Thefollowing commentaries were presented as speeches at the 1995 Annual
Meeting of the American College of Nuclear Physicians (ACNP) held this
February in Cancun, Mexico. Due to space limitations, three speeches will be
presented this month. Next month, Newsline will publish a fourth speech by
Kenneth G. Kasses, PhD, president of the DuPont Merck Pharmaceutical
Company â€˜sRadiopharmaceutical Division in North Billerica, MA.

Many ofthe radiopharmaceuticalproducers considered exit
ingthisunattractivemarket howevei@exitbarriers (priceto leave)
wastoohigh. So,thedecisionwasmade inmost indusiriestocon
tinue but to replace many in top management positions, partic
ularly R&D, and to cut expenses. It became clear that the only
wayto survivewas through rapid expansionbeyond old generic
product lines and by creating a new vision that most industries
would accept.

For Mallinckrodt, this vision consisted ofmaking new prod
ucts the key to the futureâ€”Specificallyin the areas of oncolog)Ã§
cardiology,therapy and in focused areas like the brain. Wealso
decidedwehadtomakepainful choicestoredirectourfocus from

(Continuedonpage 37N)

and costs ofour health care system equitably distributed in our
society? In other words, do we have an affordable and fair sys
tem?

Why Change a â€œGoodThingâ€•?
U.S. medicine is probably the best in the world, but many

criticize our health care system.The followingillustrativecon
tradictionsmayheip explainwhyinvirmallyeveiypollâ€”includ
ing exit polls at the recent electionâ€”wellover60 percent of the
public believes that the U.S. health system needs fundamental
change.

uMostAmericans don't likegovemmentintrusion,yet72 per
(Continued on page 38N)

respect to patient care, but now we face decreasing control of
the health care system. Where once we feared a government
takeoverofthe health care system and â€œsocializedâ€•health care,
now we find we've been â€œblind-sidedâ€•by capitalism. Busi
nesses have begun to take control: Companies, such as Colum
bia-HCA, have stated that their goal is to deliverhealth care the
wayWal-Martdeliverscommodities.

Iffive or six huge companies eventually take over the health
care system, it is conceivablethat physicianswill somedayprac
tice medicine in a manner analogous to the way that airline
pilotsflyairplanesâ€”thatis,highqualityperformancebutno con
irol ofthe airline.

What are we, as nuclearmedicine physicians,to do in the face
(Continued on page 39N)
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R&Din Nuclear
Medicine
By Peter C. Vermeeren

The Past
J FIVE YEARS AGO, THE NUCLEAR

medicme mdustry was m acrisis It suf,@ feredfromaseriouslackofvisionforthe
future. Prices and return on investmentswere too low.Few sig
nificant new products were introduced during the 1980s. Pro
ductionequipmentwas oldandnot functioningproperly.Radio
pharmacieswerenotrecuperating addedvalue. Therewas a lack
ofcommunication between physicians and industry.

.. @- :@ Health Care Reform:

The Debate Ahead
By Jim Moody, PhD

A LTHOUGHCOMPREHENSIVE
ttuniversal health care reform will not
pass Congress this year, the great national

A@ debate onthis iSSUehaSbeensquarelyjoined
andwill inteusifymidtolate 1996. Clearly,

this continuingdebate is not about the scientificaspectsof med
icine, but aboutethics and economics.Thus, the two major ques
tions which remain before the country are: Do we receive good
value for the great resources we expend? And are the benefits

The New Face
of Health Care
By Henry N. Wagner, Jr., MD

R OBERT FROST WROTE THAT
when he came to a crossroads, he

â€œtookthe roadless traveled,and that made
all the difference.â€•Physicians in nuclear
medicine are at a crossroads, as they face

many forces affecting the way they practice nuclear mcdi
cine. Each ofus must ask ourselves: What is my vision of the
future? What kind ofnuclearmedicine wouldllike to practice?
How can I make my vision come true?

Physicianshave alwaysbeen the major decision makers with
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PETasaroutinediagnostictoolandmonoclonals.Weincreased
our investments in R&D to about 7 to 9 percent ofour total rev
enues. In other areas ofthe industry, enormous investments
weremadeinnewproductionequipmentsuchasnewcyclotrons,
new technetium generator facilities and, in Mallinckrodt's case,
in a new molybdenum plant. The result ofthese changes was
promising:Newproductscameonthemarket.Returnsoninvest
ments increased. Pharmacy networks grew. Investors and man
agers had a renewed interest in nuclear medicine.

The Present
Recently, health care reform has thrown us foraloop.There has

beenan increasingdemandon thehealthcarecommunitytosimul
taneously deliver broad access, high quality and low cost. At
thispoint,discussionwithinthe industryhas shiftedclearlyaway
frommedicalefficacytowardsafocusoneconomics.Thenuclear
medicine community, including industry, has been negatively
affected by experiencing a decline in the number of procedures,
adecreaseinthepriceofproductsandanincreaseincompetition
with other imaging modalities.

The effect on the industry has been dramatic. Still fragile and
inthe recovery phase, it is clearthatthe economic impact ofhealth
reform is increasing competitive pressure.Therefore, the empha
sis has shifted to consolidation and cost reductions. R&D will
always be the first target for cost reductions because the effects
arenot felt immediately.However,in the longterm,theeffects
ofcuttingR&Dwillbethemostdramatic.Therealfutureofnuclear
medicinelies in marketgrowth from innovativeproductsthatcan
showcostefficiencyoverothermodalities.

All theplayersin thefieldâ€”physiciansandscientistsas well
as manufacturers and suppliersâ€”mustwork toward a common
long-termvision ofthe roleofnuclearmedicinein healthcare.
Thatvisionshouldstartwithamutualagreementontheareasof
nuclear medicine that will yield the best potential for new prod
ucts. Although antitrust laws prevent manufacturers from
agreeingupon developmentareas, it is importantthatnew devel
opmentbemorediversified.Nuclearmedicinewillnotmovefor
ward ifevery producer is devotinga major chunk oftheir R&D
moneyon developingtheirownTechnetiumheartagent.

WeestimatetheradiopharmaceuticalmarketintheU.S.to be
about$575million.Oftheproductsusedtoday,84percent(about
30 products) were introduced before 1980. Therefore, new
products, including Cardiolite(introducedafter 1980), represent
only 16 percent ofthe marketor $94 million for a total of about
20 products.Since abouthalfofthis marketis Cardiolite,20 prod
ucts introducedin thelast 15yearsgenerateless than $50million
fortheindustry.Thismeansthatonaverage,a newproductgen
erates $2.5 million in sales per year with an estimated profit of
only $250,000. An averageradiopharmaceuticalR&Dproject
costs about $30 million before the product is introduced.Thus,
unless you introducea blockbusterproduct, the industrycannot
paytheinterestfortherequiredcapitalofany product.

Weall knowthatnotall projectsin whichmoneyis invested
cometomarket.Ifwe considermonoclonal(biotech)companies,

we estimatethatone approvedproductgeneratesabout$7 mil
lion on a yearly basis. The approval process has been so slow
thatmostofthe enormousinvestmentsarelost.Theinvestments
wereinitiallymadebasedon a highermarketexpectation.

The Future
WeneedtomakeR&Dmoreefficientbutnotbyreducingcosts.

Instead,I suggestwe followthese fivesteps:
1. Portfolioanalysis:Weneedtoachievethebestbalance

between risk and reward, stability and growth. This means invest
inginfewermorefocusedprojectsviaafasterprocess.Weshould
stayout ofinvesting in â€œnicheâ€•market products, and we should
accountforcost effectivenessandpatientmanagementearlyin
theprocess.Weneedto focus on new applicationsandindica
tionsâ€”noton replacement. Severaltools have been developed to
helpinassessingtotalprojectcosts,riskanalysis,marketpoten
tial andtime neededto get to the market.It is time to re-engi
neertheR&Dprocessandmakeitâ€œworldclass?'

2.ProjectmanagementInthepast,manyCEO'Sandtopman
agersfoundthatR&Dwas theslot machineofthe corporation
forwhichmoneybutnot leadershipwas provided.R&Doften
lackedthe rigorto bringprojectsto an end.WithinMallinck
rodt, we are implementingthe theories from â€œThirdGeneration
R&Dâ€•by Roussel,SaadandErickson.Itbreaksthetraditional
isolation ofR&D bythe creation ofmultifunctional teams, form
ingamatrixorganizationwithinputfromallpartiesinthecorn
pany,andeven, fromoutsidethe company.R&D will be inte
gratedasequalpartnerswiththecorporationandthebusinesses.

3.Bettercommunicationwithphysicians:Thereneedstobe
strongerinvolvementby thenuclearmedicineprofessionaland
alsothereferringphysician.Especiallywiththelatter,weneedto
cometo anintegratedvision indefiningtheneedsofthe future.
A muchmoreimportantrolewillbeplayedbyprimarycarephysi
cianswithin the clinicalsetting,and we shouldmake an effort to
getthemto promotenuclearmedicineanditsbenefits.

4.Assessmentofthecompedtion: Weneedto examinecorn
petingimagingmodalitiesandtheirrolein thefuture.Itwill be
a clearindicationwhichprocedurewill surviveandwhichwill
not.Weexpect,forexample,thatinthelongterm,ejectionfrac
lionwillgotoEcho.

5.Thetmndtowardsthempies:We needto recognizethe trend
towardtherapeuticnuclearmedicineanditspotentialforhigher
profits.

Inconclusion,thecyclesfordevelopingnewproductsarebecom
ing longerandmorecostly.Therefore,a clearvision of nuclear
medicine is essential. This can only be achieved ifevery player in
theprofessionworkstogether.Theindustryneedstosustainlong
term growth and earnings in order to retain the interest of the
investors. So, we need to focus R&D efforts on new products
fornewindicationsandto developcosteffectivenessdata.Most
importantly,we,asanuclearmedicinecommunity,mustinvolve
referring physicians in the decision process.

â€”Peter C. Vermeeren

Mr Vermeeren is the Chairperson oft/ic Corporate Committee of
theAmerican College ofNuclear Physicians and is the Senior Vice
President at Mallinckrodt Medical Incorporated in St. Louis, MO.
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cent think government should control doctor's fees.
. The U.S.health systemis by far the most costly in the

industrialized worldâ€”15% ofthe GNPâ€”yet leaves by far the
lai@estpercentofitspopulationuninsured,16%.(At leastanother
l0% are underinsured).

uThe US. systemisalsothemosthightech,yettherearehuge
gaps where low tech would do. Our MRI-to-person ratio is ten
times that ofCanada's, but we don't vaccinate all our children.

â€¢Thereis lessgovernmentinvolvementin the US. systemthan
anyothercowitr@Ã§yetotu'sisthemostpapeiwoik-intensiveandhas
thehigbestpercentofovetheadandadministnttivecostManyphysi
cianstypicallyspendoverfivehoursa weekonpaperwork.

Clearly, the economics andthe equity ofourcurrent health care
system remain open to creditable and fundamental challenge.

Is Health Care a Right?
Underlying the twin issues offairness and economic afford

ability is a central ethical question, usually avoided in explicit
terms or cloaked in policyjargon: Is health care a right ofall cit
izens? In all other modern countries, ofcourse it is. But as was
obvious in the recent Congressional debate, the U.S. is still
grappling with this bed rock ethical issue.

Ifthe answerto thisquestionremainsâ€œNo,â€•we mustaccept
the statusquo andadmitthatwe havea two-tieredsystem for
healthrights:seniors, yes; all others, includingchildren,no.
If, on the other hand, the answer to the rights question becomes
â€œYes,â€•therearetwo alternativeimplications:First,we needto
drastically simplify the system to remove both existing admin
istrative barriers and the multi-tiered pricing and â€œreimburse
mentâ€•system.Second,we mustthendecide:Howmuchhealth
care is in fact a right?Primarycare? Unlimited amounts of
any kind ofcare? Probablyno one really believes thatevery
patient has a right to an unlimited amount ofhealth care.

Ibelievethatbythe endofthepublic debate,weas anation will
determine that on both ethical and practicalbases the answer to
the â€œrightsâ€•question is â€œyes,â€•andthe focus will move on to
howwebestcreate a simplifiedadministrativestructureto access
that right Establishing a rational framework to decide the â€œhow
muchâ€•issue is going to be muchharderandwill takelongerto
resolve because it requires melding two disciplines that seldom
ever combine: medical science and economics.

The Structure Question
Although there were ten majorbills in â€˜94,there are only two

basic models with respectto marketforces: single payerand
â€œmanagedcompetition?' The McDermottlWellstone bill is the
clearest case of single payer.The other seven billsâ€”allthe
way fromTedKennedy'sto Bill Clinton'sto Bob Dole'sâ€”fit
somewhere along the â€œmanagedâ€•spectrum, depending on the
particular mix ofmarket forces and government control. The
marketincentives built into most ofthese bills do two basic
things: (1) They push providerstowardsa capitatedsystem
and therefore towards integrated delivery systems. The creation
ofnetworks, affiliations, health plans with wider and deeper

panels accelerates.The 80 million persons now in HMOs or
WAswill greatly increase,and the role ofall survivingcapitated
groups expands. (2) They encourage the establishment of
consumer purchasing co-opsâ€”called â€œalliancesâ€•in Clinton's
planâ€”to countervail the marketpowerofinsurance companies
and integrated provider groups.

The â€œHowMuch Medicineâ€•Question
Thisquestionismuchmoredaunting sincewe stilllackthe nec

essarypolicyandintellectualtools.Thesinglepayerproposal
basically leaves it to the professionaljudgment ofthe physician
orotherproviders,subjectto some overallbudgetcapsâ€”which
are intended to force both administratorsand physicians to
thinkinterms ofcomparativeefficacy.Managedcare,on theother
hai4 seeks to dampen total spending by putting it in the finan
cia!interestofthe providerâ€”andtheinsurerâ€”torestraincosts.
DiagnosticallyRelated Group (DRG)payments are an example
ofa managedcaretypedeviceto financiallyencourageshorter
hospital stays.The faithofthis financial incentive approach is that
it leadsto anappropriatebalancebetweenâ€œtoolittleâ€•medicine
andâ€œtoomuchâ€•.

What do these terms â€œtoomuchâ€•or â€œtoolittleâ€•mean in real
ity? We basically know what â€œtoolittleâ€•medicine is. But â€œtoo
much?â€•Foreconomists,forhealthplanners,andeventuallyfor
membersofCongress,â€œtoomuchâ€•methcineiswheretheresources
used up to providethe extraunitofcare would do more good
deployedsomewhereelse or on someone else.

The Emerging Challenge
The challengeoverthenext severalyearswill be to devise a

disciplineofâ€•clinicaleconomicsâ€•whichcombinesrationalmcd
ical dedsionmakingwitheconomicreasoningâ€”within, of course,
consensus ethical standards. Statistical tools, comparative risk
analysis,â€œminimaxâ€•strategiesandthemanyotherapparatiof
economic decisiontheoryareready-made formedicing in a world
offinite reSOUrCeS.They go largelyunused,however,in clinical
settings.Andwheresuchtoolshavebeenused,e.g. intherecent
debate about the appropriateage to begin routine x-rays to
detectbreastcancer,it has set offa firestorm.Themovement
towards practice guidelines may take us in the desired direction
withoutcausing excessivecontroversy.By explicitlyfocusingon
comparativemedical outcomes,practice guidelinesare a sort of
starttowards clinical economies. Obviously, inthis context, detec
tion and prevention are likely to rise in importance.

Thebirthpains ofthepolitical debate of1994 about health care
will only grow more intense after a briefpause in 1995. As with
anybirthprocess,we cannotstopin themiddle,butmustcon
tinueâ€”andbeoptimisticthattheexercisewillproducegreatgood.
Wehaveanhistoricopportanityandobligationtocorrectthegrow
ing deficiencies and contradictionsin the way health care is
governed,financedand apportioned among our people.

â€”JimMoody, PhD

Jim Moody, PhD servedos a member ofCongress on the Health
Subcommittee (1983-1993). He is currently Vice-President of
ChainbepyAssociates,Inco,pomtedin Wwhington,DC
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to ap@ to the inteffigentpatient as well.
Practicingpreventivemedicineviaearlydiagnosishasbecome

anincreasinglyimportantroleofnuclearmedicine.Forinstance,
nuclear medicine often reduces the need for fruitless surgery
anddecreasesthe intervalbetweenobtainingdiagnoses and
administering effectivetreatment.Yet,nuclearmedicine is still
undervalued and underutilized in most medical settings. To
be sure,we musteliminateunhelpfulproceduresandimprove
the qualityofcare. Weneed to expandqualityimprovement
programs and be certain that we are involved in developing
practiceguidelinesandnew radioactivetracers.Guidelinesthat
we develop should not be limited to the technical perfor
manceoftheprocedures, butalsoto theoverallqualityof patient
care. Wemust document how nuclear medicine solves patient
problems and improvestheircare. Such documentation of effi
cacy andrelevanceto patientproblemscanbe carriedout by
individualnuclearmedicine departmentsandmulti-institutional
studies.

Prospective clinical trials are also needed to measure effi
cacyandeffectivenessandtodetermine whetheraprocedure can
behelpfulundercontrolledconditionsofpractice.Suchstudies
couldbemade ineverynuclearmedicinedepar@nentinthe cotm
try. Once we obtain this information,we need to communicate
it to otherphysicians,administratorsandthepublic.

The assessmentofcost effectivenessofa nuclearmedicine
procedureisofteneasierthandeterminingthe outcomeofather
apywhichmay take months oryears. Withinthe contextof spe
cific decision-making, one can examine how the information
provided by the study affects decisions such as whether or not
toselectchemotherapyratherthanimminentsurgeryinapatient
with cancer. Nuclear medicine results are often incorporated
immediatelyintomedicaldecisionmaking.Anexamplethatgoes
back overthirtyyears is lung scanning. Ifnuclear medicine
says with certainty that the patient does not have pulmonary
embolism, this is accurate enough to make the decision not to
admit the patient to the hospital or to anticoagulatethe patient,
which is a tremendous benefit to the patient as well as the
health care system.

In summary,the appropriateresponseto changesinthe health
care system, such as the increase in managed care, is to: (1)
increase expertise; (2) increase productivity; (3) promote the
need and value ofone's expertise; and (4) work with others to
pursue common goals. The Health Care Financing Administra
tionhas foundthatthebesthospitalswerethemost successful
financially.Themostfinancially successful physicians and tech
nolo@sts will be those who practice coat-effective high quality
health care, who provide accurate, valid,meaningful, and use
lii! informationthathelpscareforthepatientAsFrancisPeabody
said many years ago, â€œthecare ofthe patient depends on caring
forthepatient, combiningahighleveloftechthcal expertisewith
a highlevelofclinical expertise?'

â€”HenryN. Wagner Jr., MD

Henry N Wagnei Jr, MD, is a professor ofmedicine, radiol
ogy and environmental sciences at The Johns Hopkins
MedicalInsti@tions in Balamor@ MD.

Hen,y N. Wagner, Jr., MD
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ofthesedriving forces? First, youmustnot lose control overhow
youpractice nuclearmedicine. Healthcare system managers can
beconvincedthattheyshouldnottelldoctorshowtodelivercare
totheirpatients. Intern, we wifihaveto insure thatourpatients
aregettinggoodcare, beabletoprovethis facttothe systemman
agers and showthatnuclearmedicinehelpsdelivercare macoat
effectivemanner.Wemust showthe systemmanagers, referring
physiciansand their patients the value ofnuclear medicine.We
must demonstrateon a case-by-casebasis how we help care for
specific, individualpatients.

Thenuclearmedicinephysicianmustbe a physicianas well
as an expertin nuclearmedicinetechnology.Whenpracticed
well, nuclearmedicinereallyis â€œhigh-techprimarycareâ€•â€”a
holisticspecialtyintegralingalloipnsystems. Forexample,and
den ventricularfibrillationis a disease ofthe brainandheart.

Thenuclearphysicianofthe futurewill interactwithevery
patient, examine patients when it is helpful in defining the
problems, and then follow up to see what happens to the
patient. The outcome ofeach procedure will be assessedby the
individualphysician in his or her care ofthe individualpatient,
aswellashy organizednuclearmedicineatthe stateandnational
level. As thedeliveryofhealthcarechanges,thenuclearmcdi
cine physicianwho does not haveclinical contactwith his or
herpatients is soongoingtobecome asrareasadodoordinosaur.
Onlybybeing involvedinclinical carecanthe nuclearphysician
create a demand for nuclear medicine services.

Ofcourse, some nuclear medicine physicians willjoin the
increasing number ofphysicians who are themselves becom
ingmanagersofhealthprovideroipnizalions. OtheIswillremain
in the full-time practice ofnuclear medicine, recognizing the
enormousvalue ofmolecularnuclearmedicine in solvinghealth
careproblems.Those whoareprofessionallyand financiallyable
to followthis course ofaction arelucky andwill benefit from the
new â€œhomerunâ€•products and procedures, such as FDG,
octreotide, therapeutic radionucides, as they continue to move
fromscienceintoclinicalserviceintopractice.Reinstatementof
the waiverofFDA requirementsfor diagnostic radiotracers
that existed between 1946 and the early 1970s shouldbecome a
goal oforganized nuclear medicine.

Othernuclearphysicianswill combinethepractice ofnuclear
medicine with thatofanother specialty, such as radiology,
internalmedicine, cardiology,neurologyor oncology.This will
facilitatetheirtakingaproblem-orientedappmachbasedonphys
iological and biochemical measurementsratherthanbeing
simplya technology-dominatedspecialist Dual certificationin
a clinical specialty as well as boardcertificationin nuclear
medicine shouldbepromotedbytheAmencanBoardofNuclear
Medicine and other specialtyboards and societies.

Organized nuclear medicine and individual nuclear mcdi
cine practitionersat the local levelmust participate in efforts to
showhownuclearmedicinereducescosts andimprovesthequal
ityofmedicalpractices. Jim Sylvester'sTVprogramsonCNBC
are an important step in the right direction. These programs are
directedtowardsprimarycarephysiciansbuthave beendesigned
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