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No. 1992-93

AN ACT

SB 1393

Providing for licensureof screeningmammographyserviceproviders;prescrib-
ing powersandduties of the Departmentof Health; establishingradiation
machineandfacility inspectionprocedures;providingfor licensurerevocation
andnonrenewal;andimposingpenalties.

TheGeneralAssemblyfinds asfollows:
(1) Breastcanceris the mostcommoncancerand the second-leading

causeof cancerdeathsin theUnitedStates.
(2) Therewere approximately10,300newcasesof breastcancerin this

Commonwealthin 1991 and2,600breastcancerdeaths.
(3) Oneof everyten womencanexpecttodevelopbreastcancerin her

lifetime.
(4) Early detectionof breastcancer is the most effective meansto

reducebreastcancermortality.
(5) Periodic screening mammography, in conjunction with good

health careandmonthly self-examination,canreducea woman’srisk of
dyingfrom breastcancerby 30%.

(6) A mammogramis amongtheradiographicimagesmostdifficult to
readthusrequiringadherenceto strict quality standardsto insureoptimal
clarity.

(7) If a mammogramimage quality is poor or the interpretationis
faulty, the interpretermaymiss cancerouslesionswhich coulddelaytreat-
mentandresull inavoidablemastectomyor death.
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The General Assembly of the Commonwealthof Pennsylvaniahereby
enactsasfollows:

Section1. Shorttitle.
This act shall be knownandmay be citedas the MammographyQuality

AssuranceAct.
Section2. Definitions.

The following words and phraseswhen used in this act shall have the
meaningsgiven to them in this sectionunlessthe context clearly indicates
otherwise:

“Department.” The Departmentof Healthof theCommonwealth.
“Mammography system.” The radiation machine used for

mammography;automatic exposurecontrol devices; films, screensand
cassettes;imageprocessors;darkroomsandviewboxes.

“Provider.” An individual, organization,facility, institution or part
thereofwhichprovidesscreeningmammographyservices.

“Qualified radiationphysicist.” An individual certified by anaccredit-
ing organizationrecognizedby the Departmentof Health in radiological
physicsor diagnosticradiologicalphysics.

“Radiationmachine.” Anydevicethatemitsionizing radiation.
“Radiationtechnologist.” As definedin regulationspromulgatedunder

section4163 of theOmnibusBudgetReconciliationAct of 1990(PublicLaw
101-508,104 Stat.1388).

“Screeningmammographyfacility.” An individual, organization,facil-
ity, institution or part thereof staffedand equippedto provide screening
mammographyservices.

“Screeningmammographyservice.” A radiologicprocedurefurnished
to an asymptomaticwoman for the purposeof early detectionof breast
cancer.The term includesa physician’sinterpretationof the resultsof the
procedure.
Section 3. Authorizationby department.

(a) Generalrule.—Apersonshallnot usearadiationmachineto perform
mammographyunlesstheradiationmachineis specificallyauthorizedi.~ythe
departmentunderthisactforuseformammography.

(b) Standards.—Noperson shall maintain or operate a screening
mammographyservice without first obtaining a licenseto operatesucha
service,exceptthataproviderof screeningmammographyservicesapproved
by thedepartmentundersection4163 of theOmnibusBudgetReconciliation
Act of 1990(PublicLaw 101-508,104Stat. 1388)is exemptfrom the provi-
sions of this act. Such license shall be basedon meeting the following
requirements:

(1) The radiationmachinemeetsthecriteriaestablishedby regulations
promulgatedunder section 4163 of the OmnibusBudget Reconciliation
Act of 1990.TheDepartmentof Healthmaycontractwith theDepartment
of EnvironmentalResourcesto determinewhetherthe radiationmachine
meetstherequiredcriteria.
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(2) The radiation machine is specifically designed to perform
mammography.

(3) The provider of screeningmammographyservicesdoesall of the
following:

(i) Establishesaqualitycontrolprogram,includinginspectionsby a
qualifiedradiationphysicist,thatmeetsthecriteria establishedby regu-
lationspromulgatedundersection4163 of the OmnibusBudgetRecon-
ciliation Act of 1990.

(ii) Retainsand makesavailableto patientsoriginal mammograms
as required by regulations promulgatedunder section4163 of the
OmnibusBudgetReconciliationAct of 1990.
(4) A radiation technologistwho meetsthecriteria establishedby reg-

ulationspromulgatedundersection4163 of the OmnibusBudgetRecon-
ciliation Act of 1990operatestheradiationmachine.

(5) The interpretingphysicianmeetsthecriteria establishedby regula-
tionspromulgatedundersection 4163of the OmnibusBudgetReconcilia-
tion Act of 1990.

Section4. Application.
(a) General rule.—To obtain a license to operate screening

mammographyservices,the provider of screeningmammographyservices
shallapplyto thedepartmenton anapplicationform providedby thedepart-
ment andshallprovideall of the informationrequiredby the departmentas
specifiedontheapplicationform.

(b) Multiple machines.—Aproviderof screeningmammographyservices
who owns or leases more than one radiation machine used for
mammographyshallnotify thedepartmentof eachradiationmachine.

(c) Expansionof screening mammographyservice.—Applicationfor
expansionof apreviouslylicensedfacility shallbemadeon forms furnished
by thedepartment.

(d) Issuanceof license.—
(1) The departmentshall issue a licenseupon determiningthat the

applicanthasmetthefollowing criteria:
(i) The screeningmammographyservice provider is a responsible

person.
(ii) The location to beusedas a screeningmammographyfacility is

adequatelyconstructed,equipped,maintainedand operatedto safely
andefficiently rendertheservicesoffered.

(iii) Thescreeningmammographyfacility providesor, in thecaseof
a facility not in existenceon the effective dateof thisact, will provide
safeandeffiáient serviceswhich areadequatefor the care, treatment
andcomfortof thepatientsof thefacility.

(iv) Thereis or, in thecaseof a facility not in existenceontheeffec-
tive dateof thisact, will besubstantialcompliancewith thisactandany
rulesandregulationsadoptedby thedepartmentunderthisact.
(2) In lieu of meetingthecriteriaunderparagraph(1), if the screening

mammographyserviceprovider submitsto the departmentannualdocu-
mentationof full compliancewith the accreditationprogramrecognized
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by the department,the departmentshallissuealicensewhichspecifiesthe
numberof authorizedradiationmachines.

(3) Eachlicenseissuedby thedepartmentshall specify the numberof
authorizedradiationmachineslocatedata givenscreeningmammography
facility. A screeningmammographyfacility licenseis effective for three
years.The facility shallpostits licenseinaprominentlocation.

Section5. Inspections.
(a) Initial inspection.—Nolicenseto operatea screeningmammography

facility shall beissueduntil thedepartmenthasinspectedthefacility, includ-
ing eachradiationmachine.Previouslyexistingprovidersof mammography
servicesmay continuein operationuntil the departmentconductstheinitial
inspection.Thedepartmentshallconductsuchinitial inspectionno laterthan
60 daysfollowing theeffectivedateof thisact.

(b) Subsequentinspection.—Aftertheinitial inspection,the department
shall annuallyinspectthe screeningmammographyfacility and mayinspect
the radiationmachinemore frequently.The departmentshallmakereason-
able efforts to coordinatethe inspectionsunderthis sectionwith the depart-
ment’s other inspectionsof the facility in which the radiation machineis
located.

(c) Inspectioncertificate.—After each inspection by the department
which finds thescreeningmammographyfacility in full compliancewith the
requirementsof this act, thedepartmentshallissuea certificateof radiation
machineinspectionor a similar documentidentifying the facility andradia-
tion machineinspectedand providing a record of the datethe radiation
machinewas inspected.The facility shallpost the certificateor otherdocu-
mentneartheinspectedradiationmachine.
Section6. Reasonsfor limitation, suspension,revocationor nonrenewalof

license.
The departmentmayrefusetorenewa licenseor maysuspendor rev&ke-or

limit alicensefor all or anyportionof ascreeningmammographyfacility-for
thefollowing reasons:

(1) A seriousviolation of this act or of licensureregulationsissued
underthis act.For thepurposeof thisparagraph,aseriousviolation is one
whichposesasignificantthreattothehealthof patients.

(2) Failure of a licenseeto submit a reasonabletimetableto correct
deficiencies.

(3) Theexistenceof acyclical patternof deficienciesover a periodof
two or moreyears.

(4) Failure to correctdeficienciesin accordancewith a timetablesub-
mittedby theapplicantandagreeduponby thedepartment.

(5) Fraudor deceitin obtainingor attemptingto obtainalicense.
(6) Lending,borrowingor usingthe licenseof anotheror in any way

knowingly aidingor abettingtheimpropergrantingof alicense.
(7) Incompetence,negligenceor misconductin operatingascreening

mammographyfacility or in providingservicesto or treatmentif patients.
(8) A seriousviolation of the laws relating to medicalassistanceor

Medicarereimbursement.
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Section 7. Rightto enterandinspect.
For thepurposeof determiningthe suitability of theapplicantsandof-the

premisesor for determiningtheadequacyof thecareandtreatmentprovided
or the continuingconformityof the licenseesto this actand to applicable
Federal,Stateandlocal regulations,anyauthorizedagentof thedepartment
mayenter,visit andinspectthebuilding, grounds,equipmentandsuppliesof
any screeningmammographyfacility licensedor requiring a licenseunder
this actandshall havefull andfreeaccessto therecordsof thefacility andto
the patients and employeestherein and their recordsand shall have full
opportunityto interviewthepatientsandemployees.Uponenteringascreen-
ing mammographyfacility, the inspectorsshall properlyidentify themselves
to theindividualon thepremisesthenin chargeof thefacility.
Section8. Providerviolations.

(a) Notice of violations.—Wheneverthe departmentshall, upon inspec-
tion, investigationor complaint, find a violation of this act or regulations
adoptedby the departmentunder thisact or underFederallaw, it shallgive
written notice thereof specifying the violation found to the screening
mammography facility. The notice shall require the screening
mammographyserviceproviderto take actionor to submita-plan-ofcorrec-
tion which shall bring the screeningmammographyfacility into compliance
with applicablelaw or regulationwithin aspecifiedtime.Theplanof correc-
tionmustbesubmittedwithin tendaysof receiptof thewrittennotice.

(b) Appointment of temporary management.—Whenthe screening
mammographyservice providerhasfailed to bring thefacility into compli-
ancewithin the time specifiedby the departmentor whenthe facility has
demonstratedthat it is unwilling or unableto achievecompliance,suchas
would convincea reasonablepersonthat anycorrectionof violationswould
be unlikely to be maintained,the departmentmay petition the Common-
wealthCourtor thecourtof commonpleasof thecountyin which thefacil-
ity is locatedto appointtemporarymanagementdesignatedasqualified by
thedepartmentto assumeoperationof thefacility atthefacility’s expenseto
assurethe healthandsafetyof the facility patientsuntil improvementsare
madeto bring the facility into compliancewith thelaws andregulationsfor
licensureor until thereis an orderlyclosureof the facility. In thealternative,
the departmentmay proceedin accordancewith the otherprovisionsof this
act.
Section9. Departmentalorders.

Ordersof the departmentfrom which no appealis takento the State
HealthFacility HearingBoardandordersof theboardfrom whichno timely
appealis takento the CommonwealthCourt are final ordersand may be
enforcedin court.
Section 10. Actionsagainstunlicensedhealthcareproviders.

(a) Actions in equity.—Wheneveralicenseis requiredunderthis act to
maintainor operateascreeningmammographyfacility, thedepartmentmay
maintain an actionin the nameof the Commonwealthfor an injunction or
otherprocessrestrainingor prohibitingany personfrom establishing,con-
ductingor operatinganyunlicensedscreeningmammographyfacility.
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(b) Permanentinjunction.—Shoulda personwhois refuseda licenseor
the renewalof a licenseto operateor conducta screeningmammography
facility or whoselicenseto operateor conducta screeningmammography
facility is limited, suspendedor revokedfail to appealor shouldsuchappeal
be decidedfinally favorably to the department,thenthe court shall issuea
permanentinjunctionupon proofthatthe personis operatingor conducting
ascreeningmammographyfacility withoutalicenseasrequired--by-thieact.
Section 11. Actionsagainstviolationsof law, rulesandregulations.

(a) Actions broughtby department.—Wheneverany person,regardless
of whethersuchpe~sonis alicensee,hasviolatedanyof theprovisionsof this
actor theregulationsissuedunderthis act, thedepartmentmaymaintainan
actionin thenameof the Commonwealthfor an injunctionor otherprocess
restrainingorprohibitingsuchpersonfrom engagingin suchactivity.

(b) Civil penalty.—Any person,regardlessof whether suchpersonis a
licensee,who hascommitteda violation of this act or any regulationunder
thisact, includingfailureto correctalicensureviolation within thetimespec-
ified in a deficiencycitation,may be assesseda civil penaltyby an order of
thedepartmentof up to $500 foreachdeficiencyfor eachdaythateachdefi-
ciencycontinues.Civil penaltiesshall be collectedfrom thedatethe facility
receivesnoticeof the violation until the departmentconfirms correctionof
theviolation.

(c) Facility closurefor threat to healthor safety.—Wheneverthedepart-
mentdeterminesthatdeficienciesposeanimmediateands~riousthreat-to-the
healthor safetyof the patientsservedby ascreeningmammogra~hy-facili-ty,
the departmentmay direct the closureof the facility andthe transfer of
patients and their records to other licensed or certified screening
mammographyfacilities.
Section 12. Injunction or restrainingorderwhenappealis pending.

Wheneverthe departmentshallhaverefusedto grantor renewalicenseor
shall have limited, suspendedor revokeda licenserequiredby this act to
operateor conductascreeningmammography,facility or shall haveordered
thepersonto refrain from conductviolating therulesandregulationsof the
department,andthe person,deeminghimselfaggrievedby suchrefusalor
limitation or suspensionor revocationor order,shallhaveappealedfromthe
actionof the departmentto the StateHealth FacilityHearingBoardor from
theorder of the boardto theCommonwealthCourt, the court may, during
pendencyof such appeal,issue a restrainingorder or injunction upon a
showingthatthe continuedoperationof the screeningmammographyfacil-
ity adverselyaffects the well-being, safetyor interestof thepatientsor the
screeningmammographyfacility, or the court may authorizecontinued
operationof the facility or makesuchotherorder,pendingfinal disposition
of thecase,asjusticeandequityrequire.
Section 13. Fees.

Thedepartmentmaypublishas final regulationsaninitial fee schedulefor
licensureof screeningmammographyfacilities and inspectionsof radiation
machines.Any alterationof thatfeescheduleshallbepursuantto the act of
June25, 1982(P.L.633,No.181),knownasthe RegulatoryReviewAct. The
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feesshallbepaidtothe departmentfor depositinto theState-Treasuryof the
Commonwealth.The feesassessedby the departmentshallapproximate,to
theextentpossible,thecostsrequiredtoimplementthisact.
Section 14. Regulations.

The departmentmay promulgaterules andregulationsto administerand
enforcethisact.
Section 15. Effectivedate.

This actshalltakeeffect in 60days.

APPROVED—The9th dayof July, A. D. 1992.

ROBERT P. CASEY


