
W @iththeanti-regulatoryfervorinCon
gress, the Society of Nuclear Medi

cine(SNM)hasdecidedtostrikewhilethe
ironishot TheWashingtonOfficerecently
changedmanagementhandsand is now
beingheadedbythe lobbyingfirm,Marc
Associates.Theofficewill bemoreaggres
sivein tryingto persuadeCongressto
loosengovemmentagencies'regulationof
nuclearmedicine.Inconjunctionwith
SNM'sgovernmentrelationscommittee,
thenewWashingtonstaffhasdeveloped
thisagendaandlistofprioritiesfor1995.

Breaking Free from the Nuclear
Regulato,y Commission

TheNuclearRegulatoryCommission
(NRC),and its predecessor agency the
AtomicEnergyCommission,hasregulated
themedicaluseofreactor-produced
radionuclidesforover40years.Thecurrent
NRCCommissionersâ€”especiallyoutgoing
ChairmanIvanSelin,PhDâ€”favorending
NRC'smedicalprogramwhichSNM and
ACNPleadershavebeenadvocatingfor
years,saidRandolphFenninger,vice-presi
dentofMarcAssociates.

AlthoughSelinwantstoderegulate
nuclearmedicine,NRCpolicywonkshave
writtenstricterrulesregardingthe medical
useof radionuclidesin recentyears.
Fenningersaidmoreand moreregulatory
requirements have been established which
deprivepatientsof appropriateprocedures,
increasethe costof medicalcare,and limit
physicians'andpharmacists'professional
judgment

Innuclearmedicine,thecostofever
increasingregulatoryrequirementsisabout
$1 billiona year, or about $100 per scan,
saidRobertAtcher,PhD,a memberof
SNM'sgovemmentrelationscommittee.
AtchertestifiedinMarchbeforetheHouse
AppropriationsCommitteeonSNM's
behalfaskingforanendtothemedical
regulationprogramatthe NRC.

TheSocietyispushingtogettheNRC
out of the regulationof nuclearmedicine
andtransferthefunctionstothestates.
Sincethe statesnowregulate75%of ioniz

ingradiationmedicine,theycaneasily
absorbthe remaining25%,Fenningersaid.
Amendmentsto theAtomicEnergyAct for
nuclearmedicinehavealreadybeendevel
opedandCongressionalsponsorsarenow
beingsoughtNRCissuesareallbeing
tackledin a similarway.petitionsarebeing
filedandmeetingsareunderwaywithCon
gressmen,govemmentofficialsandagency
leaders

Warding Off Regulation of PEE Dnigs
PETcenters and the FDAhave been

hagglingoverthe regulationof PET
radiopharmaceuticalsfor8years.Given
theirultra-shorthalf-lives,PETdrugs
simplydo notfit thedefinitionof tradi
tionaldrugs,thustheyshouldnotbe
treateddifferentlybythe FDA,Fenninger
said.

Unfortunately,the FDAdisagreesand
hasproposednewrulesthatwill regulate
all PETdrugs.OnewaytheWashington
Officeisplanningto counteractthese
newregulationsisthroughlobbyingfor
legislationto limitthe FDA'sauthority
overpharmacypractice.A majortargetis
the BrewsterBill,whichappliesto phar
macy.Thisbillprotectspharmaciesfrom
certain areasof federal regulation that
arealreadyregulatedbythestates.When
the bill was first crafted, radiopharmacy
wasnotconsideredandthereforenot
included.

â€œThisis the heart of the PETissue.
SNMissupportinglegislationtoclarify
the limitsof the FDA'sauthorityoverthe
practiceof pharmacy,â€•Fenningersaid.
Legislativelanguagewillhopefullybe
addedtothebilllaterthissummerto
includeradiopharmacy.Todate,thereare
56supportersofthebillandtheNuclear
Pharmacistsof Americahavealreadyfiled
theirsupport

Membersofthe SNM andthe Amen
canCollegeof RadiologymetwithFDA
staffonMay8thtodiscusstheregulation
ofPETradiopharmaceuticalsandto
addressquestionsrelatingto newdrug
approvals.

Cotting Away Overlapping Regulations
MarcAssociatesiscurrentlysorting

throughtheregulatoryburdensofnuclear
medicinethatexistduetooverlappingreg
ulationsimposedbyvariousgovernment
agencies.Forinstance,theNRCandthe
EnvironmentalProtectionAgency(EPA)
eachhaverulesregardingradiationsafety
whichoftenconflictwith eachother.

Onesuggestionalreadypresentedto
Congressis to havean independentsci
encebodyreviewandmakerecommen
dationson the regulationof radioactive
substances,ensuringthata conflictof
interestdoesnotexistSNM andACNP
bothrecommendedtheNationalAcad
emyofSciences.TheWashingtonOffice
hasaskedtheHouseAppropriations
Committeeto direct the EPAto initiate
sucha review.â€œCongresstodayiscon
cernedaboutunnecessaryregulation
whichprovidesa goodwindowofoppor
tunity to alter the dual-regulationsector.
Theyarewillingto lookatoverlapping
regulation,whichdidnotexistwiththe
DemocraticCongressprior to the Novem
berelection,â€•saidJosephKarpiniski,
directoroftheWashingtonOffice.

Supporting the Department of Energy
SinceCongresshasalreadyslashedthe

Departmentof Energy's(DOE)budget,leg
islatorswillprobablycallontheDOEto
reducespendingin the areaof research
grants.MarcAssociatesisworkingto pre
ventmuchneededfundingfrombeing
takenawayfromnuclearmedicine
research.

SNMandACNPleadersareextremely
supportiveoftheisotopeprogramdepart
mentandhavemetwithDOEofficialsto
ensurethata domesticsourceof isotopes
isavailablefornuclearmedicine.Theyhave
alsofiledlettersandtestifiedinsupportof
theDOEtoCongress.

Theongoingreimbursementresearch,
drugcontrol,radiationsafetyandtechnolo
gistissuesremaininconstantsightof
SNM'sultimategoaltogetnuclearmedi
cine'sneedsimplementedaslaws.
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A NEWLOOKATDECLININGMEMBERSHIP
The$50duesincrease(a riseof4%)implementedinJanuaryreflectsa decline

inmembershipoverthe
pastfewyears.

Inaneffort to retain
members,themember

....4 . ship department
Susoensions

@ decidedthefirststepis
toevaluatewhy

1995 membershipis
declining.Withinthe

nextfewmonths,a surveywillbemailedouttothosewhowithdrewtheirmem
bershipandwillincludea personalizedletteraskingforreasonswhytheydid
notrenew.ThesurveyresultsshouldsupplytheSNM withsoliddataonthe
diminishingmembershipandhelpidentifythemarketingandrecruitmenttac
tics necessaryfor futuregrowth.

In 1995,about2300membersdidnotrenewtheirmembership,a 50%
increasefrom1994(seechartabove).Technologistattritionaccountedfor64%
ofthememberswhochosenotto renew.

â€œIthinkthemainreasonforthedeclineinmembershipisduetohardshipin
the[nuclearmedicine]field,particularlyfortechnologists.Peoplearelosing
theirjobs,â€•saidLoriTremmel,directorofmembershipservices.
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@ PUBLICRELATIONSPILOT
PROGRAM LAUNCHESOFF
Referringphysicians'lackof awarenessof nudear
medicineprocedureshaslongbeenan issuerecog
nizedbytheSNM.TheSNM'sPublicRelationsCorn
rnitteeistakinga newtack:go straightto the
patient@sthemselves.Atthe weekendBoardmeeting,
representativesofthe publicrelationscommittee
formeda studygroupwithSNM leaders,industry
representativesandtechnologiststo createanaction
planforreachingthemostpatientsintheleast
expensiveandmostefficientway.

Theyoutlineda publicrelationspilotprogram
gearedtoacquiringpresscoveragefornuclearmedi
cineâ€”mostnotablyinthewomen'smagazinemarket
Thepilotprogramiscurrentlyfocusingonâ€œhot
topicsâ€•of nudearmedicineastheyrelateto women's
healthissuessuchascoronaryarterydisease.ovarian
andbreastcancer,bonepainandosteoporosis.

Theprogramwillconsistofa limitedmediaout
reacheffortto37publications.Thedepartment
planstocontactthemagazinesthroughpresskits,
variousmailingsand follow-up phonecalls in an
effort to reachapproximately50 million readers.

An example of how media pick-up could aid
nudearmedicineis:Awomanisadmittedtothe
hospitalwithchestpain.ShehasreadinGood
Housekeepingthat the standard EKGstress test has
a lowpredictivevalueinwomenandthatnuclear
imagingtestsaremorereliable.Sheasksherdoctor
forthistest

An estimated $6000,already in the current SNM
budget,willbeearmarkedforthiseffortâ€œTheaimof
thismeetingwastogetthestudygroupfocusedon
immediateandfuturenuclearmedicinegoalsinorder
tobegindevelopmentonacomprehensivepublic
relations program,â€•said Kristin Ludwig, SNM
marketingandpublicrelationsmanager.Muchofthe
discussioncenteredon identifyingthe obstaclesfac
ingnudearmedicinetodayandidentifyingtarget
audiences,messagesandoutreachstrategiesforthe
remainder of 1995through 1996.

Basedonitssuccess,thelong-termgoalisto
developaprogramtofurtherpublicizethevalueand
benefitsofnuclearmedicine.Afullstatusreportof
thepilotprogramwillbepresentedtotheleadership
attheupcomingAnnualMeetinginMinneapolis.

â€”Compiled by Stacey Silver

RADIOPHARMACEUT1CALTASKFORCE
MEEI1NGOFThEMINDS
TheRadiopharmaceuticalTaskForceaddressedtwokeytopics:theregulationof
allradiopharmaceuticalsandrecentregulatoryactionsdirectedatPET
radiopharmaceuticals.

. Regulation of RadiOpharmaCeuticals: Th@ biggest problem facing radio

pharmaceuticalsuppliersis the possibilityof tighter regulationsfrom the FDA
TheTaskForcepredictsthattheFDAwillslowtheapprovalofradiopharmaceuti
calandaddrestrictionstodruglabels.

. Solution:TheTask Forceagreed thatwhilethe FDAshould continueto define

andsetrulesforthedrugreviewprocess,actualdrugreviewsshouldbeperformed
outsideofthe FDAThegroupdecidedthata realisticdeterminationofwho should
write the standardsfor drugreviewshouldbe createdbya groupof â€œtrue
expertsâ€•assembledfromsourcessuchasthe UnitedStatesPharmacopoeiaand
medicalsocietiesaswellastheFDA

. PET Regulation: A proposed rule by the FDA would basically put all manu

facturers of PETdrugs on the same regulatory footing as the general pharma
ceuticalindustry.Inessence,PETcenterswouldnotbeableto manufacture
drugsthatdo nothave FDAapprovalwithoutfilinga newdrug application.Although
a legalchallengetothisruleisbeingconsidered,meetingparticipantsjudgedit
tobea lastoptionwitha lowlikelihoodofa successfuloutcome.

S Solution: Lobby for the inclusion of PET radiopharmaceuticals in the

BrewsterBill(pharmacylegislation)andencouragePETdrugmanufacturers
to developtheirownproposalof reasonableCurrentGoodManufacturing
Practiceguidelines.
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