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EU Medical Device - Directives

Directive 90/385/EEC

Active Implantable

Medical Devices

Directive 93/42/EEC

Medical Devices

Directive 98/79/EC

In-vitro-Diagnostic-

Medical Devices

Pacemakers; ICD‘s
Impl. Infusion pumps

Artificial hearts ...
+ software and accessories

NMR, US, X-ray,
Hip-implants, ECG, EEG,

Intravascular catheters, Stent, 
syringes, IOL, RR, med. laser,

Sterilizers, 
Washer/disinfectors ...

HIV-tests, Hepatitis-tests,
Pregnancy-tests,

Lab-Automats, Reagents, 
Calibrators, Control materials
Prim. specimen receptacles ...



Important documents for medical devices

EU – Law System

New Approach
Global Approach

Medical Device Directives

Decrees, Ordinancies

Nat. Medical Device Act

Harmonised Standards



Hygienic Management of Medical Devices

The hygienic management
(Cleaning, Disinfection, Sterilization)

of Medical Devices in/for
Health Care Institutions is now

essentially determined by the new 
European and Global Standards!



Hygienic Management of Medical Devices

CENCEN // ISOISO--StandardsStandards

Processes

ProceduresProduct-related

• Development, Validation
and Routine Control
of Sterilization Methods

• Bioburden ...

• Sterilizers
• Washer/Disinfectors
• (Indicators)
• (Sterile Packaging)

• Manufacturer‘s Info
on Reprocessing ..



Early Developments Early Developments II

� 1991 a group of hygienists/biologists involved in 
regular control of sterilizers pointed to the forthcoming 
new European standardisation and informed the Health 
Ministry and the Health Authorities of the provinces

� 1992 a Ministerial Decree addressed to all hospitals 
informed on the new developments, favoured central 
sterilization and guided procurement of large steam 
sterilizers to the new requirements

� 1992 an Expert Group was set up to guide the 
necessary changes in hospitals, develop educational 
concepts, disseminate the new developments and help in 
the creation of new regulations



Transposition of Medical Device Directives
in Austria

AIMDD

MDD

IVDD

Medical Device Act
MPG

BGBl. Nr. 657/1996

BGBl. I Nr. 153/2005

Ordinancies



Austrian Medical Device Act

• Essential Requirements

• Harmonised Standards

• Placing on the market

• Putting into service

• Conformity assessment

• Clinical Investigations

• Market surveillance

• Vigilance

• .....

• Health care facilities
• Maintenance

• Cleaning, disinfection, 
sterilisation

• Quality management

• Others
• Distribution

• Advertising

• .....

Transposition of

EU-Directives

Supplementary Life Cycle

Regulation 



MedicalMedical DeviceDevice ActAct::

Hygienic Hygienic Management of Management of MedicalMedical DevicesDevices

in/in/for Health Care Institutionsfor Health Care Institutions
§ 93§ 93

��Suitable DevicesSuitable Devices and Systemsand Systems

��ValidatedValidated ProceduresProcedures

��Appropriate OrganizationAppropriate Organization

��Success Success of of Procedures must be reproducibly Procedures must be reproducibly 

assuredassured

��Health Health and and Safety Safety of of PatientsPatients, Users and , Users and Others Others 

must not be compromizedmust not be compromized



Early Developments Early Developments IIII

� 1997 Foundation of the Austrian Society for 
Sterile Supply

— comprising relevant stakeholders and experts

— platform for education and training

— driving the sector

— helping in developing regulation

— close cooperation with European colleagues,
organisations and standardisation

— has to a large extent brought to reality the 
forthcoming Ordinance in hospitals



Planned Ordinance for the Planned Ordinance for the 
HygienicHygienic Management of Management of 

Medical DevicesMedical Devices

in/in/for Health Care Institutionsfor Health Care Institutions
underunder § 94 § 94 Medical Device ActMedical Device Act



Planned Ordinance for thePlanned Ordinance for the

HygienicHygienic Management ofManagement of Medical DevicesMedical Devices

in/in/for Health Care Institutionsfor Health Care Institutions

General General requirementsrequirements

��ValidatedValidated ProceduresProcedures

��HealthHealth and and Safety must not be compromisedSafety must not be compromised

��FunctionFunction/Performance of /Performance of devices notdevices not to to be be 

compromisedcompromised

��State of State of the the ArtArt

��Principles Principles ofof QualityQuality ManagementManagement



��GeneralGeneral ResponsibilityResponsibility ofof Health CareHealth Care InstitutionInstitution

��Responsibilities Responsibilities for specific tasks for specific tasks to to be attributedbe attributed

��Minimum Minimum requirements for Outsourcing contractsrequirements for Outsourcing contracts

Planned Ordinance for thePlanned Ordinance for the

HygienicHygienic Management ofManagement of Medical DevicesMedical Devices

in/in/for Health Care Institutionsfor Health Care Institutions

ResponsibilitiesResponsibilities



��Risk Groups Risk Groups ((basedbased on Robert Koch Institute)on Robert Koch Institute)

��Determination of Determination of Processes byProcesses by InstitutionInstitution

��InstructionsInstructions, , which products may be reprocessedwhich products may be reprocessed, , how how 

oftenoften, , under which conditionsunder which conditions

��DocumentationDocumentation

Planned Ordinance for thePlanned Ordinance for the

HygienicHygienic Management ofManagement of Medical DevicesMedical Devices

in/in/for Health Care Institutionsfor Health Care Institutions

Risik analysisRisik analysis,, AssessmentAssessment,, ProceduresProcedures







��General General presumptionpresumption of of conformityconformity

(European, nat. (European, nat. or internator internat. Standards, . Standards, 

GuidelinesGuidelines ..)..)

��Presumptions Presumptions of of conformity forconformity for specific processesspecific processes

((GuidelinesGuidelines: CJD, : CJD, EndoscopyEndoscopy, , Low temperatureLow temperature ...)...)

Planned Ordinance for thePlanned Ordinance for the

HygienicHygienic Management ofManagement of Medical DevicesMedical Devices

in/in/for Health Care Institutionsfor Health Care Institutions

ProceduresProcedures



OrdinanceOrdinance

EN ISO 17665-1:2006, (former EN 554)

Sterilization of health care products

-Moist heat –

Part 1: Requirements for the development, validation and routine control

of a sterilization process for medical devices

Part 2: Guidance on the application of EN ISO 17665 Part 1: 2006

ON-Rule (technical specification):
Guideline V+RC of Steam Sterilization
with Annexes, for Hospitals



� EN ISO 17664:2004
Sterilization of medical devices - Information 
to be provided by the manufacturer for the 
processing of resterilizable medical devices



��AdaequateAdaequate Organisation, Personal, Equipment, Organisation, Personal, Equipment, 

BuildingBuilding, , OutsourcingOutsourcing; ; contingency planningcontingency planning

��QMQM--principles overprinciples over all relevant all relevant processesprocesses

��Controls Controls by Ownerby Owner // external institutionsexternal institutions

��DependingDepending on on kindkind//sizesize of of healthhealth carecare institutioninstitution: : 

Presumption Presumption of of conformity conformity whenwhen Organisation acc. To Organisation acc. To 

AnnexAnnex 33

��Provisions for DocumentationProvisions for Documentation

Planned Ordinance for thePlanned Ordinance for the

HygienicHygienic Management ofManagement of Medical DevicesMedical Devices

in/in/for Health Care Institutionsfor Health Care Institutions

Organisation, QM, Validation, Routine Organisation, QM, Validation, Routine ControlControl, , 

DocumentationDocumentation



Doctor‘s offices
Dentists

Nursing homes
ambulatories

„Hospitals
with Surgery“

„Hospitals
without
Surgery“



��Differentiated presumptionsDifferentiated presumptions ofof conformityconformity acc. to acc. to 
UnitsUnits I I –– III (PUMD)III (PUMD)

��Equivalency Equivalency of of experiencesexperiences//trainingstrainings

��Transitional regimesTransitional regimes

Planned Ordinance for thePlanned Ordinance for the

HygienicHygienic Management ofManagement of Medical DevicesMedical Devices

in/in/for Health Care Institutionsfor Health Care Institutions

Qualification Qualification of of PersonnelPersonnel



Anmerkung: Die bis 2004 abgehaltenen Fachkundelehrgänge I und II entsprechen den neuen Lehrgängen II und III, werden dementsprechend anerkannt.

Doctor‘s offices
Dentists

Nursing homes
ambulatories

„Hospitals
with Surgery“

„Hospitals
without
Surgery“





��MaintenanceMaintenance ofof health care not health care not to to be endangeredbe endangered

��Contingency provisionsContingency provisions

��Notification requirement for external reprocessorsNotification requirement for external reprocessors

��ExternalExternal reprocessorreprocessor: : certifcertif. QM. QM--systemsystem,,

Surveillance by inspection Surveillance by inspection systemsystem

��Minimum Minimum requirements for contractsrequirements for contracts

Planned Ordinance for thePlanned Ordinance for the

HygienicHygienic Management ofManagement of Medical DevicesMedical Devices

in/in/for Health Care Institutionsfor Health Care Institutions

OutsourcingOutsourcing



Thank YouThank You!!


