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AKH AKH ViennaVienna
�� 2200 2200 bedsbeds

�� 51 51 operation theatresoperation theatres and 21 and 21 intervention roomsintervention rooms

�� 80 80 NursingNursing departmentsdepartments and 21 intensive and 21 intensive care care 
unitsunits

�� 62 62 outpaientoutpaient departmentsdepartments and 341 and 341 specialspecial
policlinicspoliclinics

CSSD :CSSD :
�� approxapprox. 250 . 250 customerscustomers

�� 40 40 employeesemployees

�� approxapprox. 80.000 STE per . 80.000 STE per yearyear

�� ISO 9001:2000 and ISO 13485ISO 9001:2000 and ISO 13485
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TasksTasks of of thethe CSSDCSSD

�� CleaningCleaning & D& Diisinfectionsinfection

�� ControlControl & & PackingPacking

�� SterilisationSterilisation

�� BatchBatch-- aandnd pproduroducctt releaserelease

�� StorageStorage and Transportand Transport

�� DocumentationDocumentation / / TraceabilityTraceability
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EDUCATION of EDUCATION of thethe employeesemployees

�� Training Training programmeprogramme

�� ChecklistsChecklists

�� OperatingOperating instructionsinstructions

�� ProcessProcess descriptiondescription

�� QualityQuality mmanagementanagement systemsystem

�� Basic Basic educationeducation

�� advanced trainingadvanced training „„SSterile terile SSupplyupply““
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Technical Technical EquipmentEquipment

�� 6 6 WDsWDs

�� 1 1 UltrasonicUltrasonic devicedevice

�� 2 2 work stationswork stations forfor manumanuaal l cleaning cleaning 

�� 16 Hot 16 Hot sealing unitssealing units

�� 8 8 SteamSteam steriliserssterilisers

�� 2 2 FOFO-- and 2 Eand 2 ETTOO--Sterilisers Sterilisers 

�� Conveying machineryConveying machinery (AT/KB)(AT/KB)
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ISO  9001: 2000ISO  9001: 2000

GGeneral requirements, adaptive to all organisations –
independent from type and size and the types of 
products provided

Main Main focusfocus::

-- Process orientation

-- Compliance with applicable requirements of the

authorities

-- Compliance with the customer‘s requirements

-- Increase of the customer‘s satisfaction

-- PPermanent advancement of the system
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ISO  13485:2003ISO  13485:2003

SSpecific for organisations – which provide medical divice –

independent from type and size of the organisation

Main Main focusfocus:  :  Basis - ISO 9001

-- Process orientation

-- Compliance with applicable requirements of the

authorities

- Compliance with the customer‘s requirements

-- Maintenance of the system‘s effectivity

-- Validation of Production processes

-- Consideration of the risk management during the whole 

realisation of products
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TheThe way to way to certificationcertification acc.  ISO 9001:2000acc.  ISO 9001:2000

� Nov 01:           Start of Start of thethe projectproject
Orientation to the overall statements for Nursing and the 
AKH

� Nov – Dec 01: DefinitionDefinition phasephase –– Planning phasePlanning phase
Organisation – Coordination – basic team – Basic training

� Jän - Oct  02:: ImplementationImplementation and and Configuration phaseConfiguration phase

Analysis-target concept–working process–ongoing education

� Oct  - Nov 02: Internal AuditInternal Audit andand Management Management ReviewReview

� - Jan 2003: Optimising phaseOptimising phase –– RealisationRealisation phasephase
System optimising in the course of the first use

� Jan 03: Certification AuditCertification Audit

� March 03: CCertificateertificate acc. ISO 9001:2000acc. ISO 9001:2000 –– End of End of projectproject
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TheThe way to way to thethe certificationcertification acc. ISO 13485:2003acc. ISO 13485:2003

� March 03 - April 06: Internal auditsInternal audits and Inspection auditsInspection audits – annually,

Planning for the additional certification acc. ISO 13485 –

in coordination and assistance with the directorates, the 

organisation and the nursing service

� April 06: Short Short auditaudit for relevant demands acc. ISO 13485

� April - June 06: AdaptionAdaption and completementcompletement of of availableavailable meansmeans

for the compliance of the additional requirements of the

standard

� June 06: Extension Extension auditaudit acc. ISO 9001:2000 acc. ISO 9001:2000 and additional

Certification auditCertification audit acc. ISO 13485:2003acc. ISO 13485:2003

� since June 06: CertificateCertificate acc. to acc. to bothboth standardsstandards –– beeing the fisrt CSSD 

of an Austrian hospital



MANAGEMENT PROCESSES
Management Control of Documentations

Training Internal audits

Recruitment of personnel Correction measurements

EDV Prevention - risk management

Control of Documents Improvement measurements

Core processes
Processing of instruments and goods

Processing of textiles

Sterile provided textiles

Counselling

Traineeship

Outsourcing
Reclamations

SUPPORTING  PROCESSES
Fault report / Service Testing equipment

Acquisition / Storage Validation

TheThe „„livingliving““ QualityQuality managementmanagement systemsystem
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TheThe „„livingliving““ QualityQuality managementmanagement systemsystem (1)(1)

�� Job Job instructionsinstructions and additional and additional checklistschecklists for the wholefor the whole
prosessingprosessing cyclecycle

�� Complete documentationComplete documentation and and recordingsrecordings forfor all all stepssteps of of 
processingprocessing

�� Standards Standards for for 

- Processing of instruments 

-- Basic training for new employees

- Trainees and students

�� CataloguingCataloguing of allof all medicalmedical devicedevice

�� ClassificationClassification of of medicalmedical devicedevicess in in riskrisk groupsgroups acc. to acc. to thethe risk
during use

nonnon criticalcritical - Contac with intact skin

semisemi criticalcritical - Contact with mucosa and pathological modified skin

criticalcritical - Contact with wounds, penetration of skin or mucosa
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TheThe „„livingliving““ QualityQuality managementmanagement systemsystem (2)(2)

�� OrganigramOrganigram and job and job descriptiondescription

�� Training, Training, furtherfurther trainingtraining and and ongoingongoing trainingtraining of of the       the       
employeesemployees

�� SurveySurvey of of thethe satisfactionsatisfaction of of thethe staffstaff membersmembers inin regular regular 
personalpersonal orientationorientation interviewinterview

�� Point of Point of intersection with the customerintersection with the customer: : 

Cusotmer contactCusotmer contact on a on a regularregular basisbasis includingincluding: : 
consultingconsulting, , surveysurvey of of thethe satisfactionsatisfaction of of thethe customerscustomers, , 
customercustomer listlist



Grafeneder / SemlerGrafeneder / Semler AKH Wien / ÖsterreichAKH Wien / Österreich

TheThe „„livingliving““ QualityQuality managementmanagement systemsystem (3)(3)

�� CollectionCollection of of reclamationsreclamations –– setting setting of of measurementsmeasurements

�� MeasurementMeasurement and and controlcontrol of of thethe mostmost importantimportant processesprocesses byby

characteristicscharacteristics, , statisticalstatistical techinquestechinques and and controlcontrol charts  charts  

�� Ongoing preventiveOngoing preventive and and correctioncorrection measuresmeasures including     including     

transformationtransformation measurementmeasurement

�� PlatformPlatform forfor improvementimprovement –– onceonce a a month formonth for all all membersmembers of of thethe

staffstaff

�� Supplier assesSupplier assesssmentsments –– onceonce a a yearyear and and whenwhen necessarynecessary

�� RiskRisk analysisanalysis on a on a regularregular basisbasis
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TheThe „„livingliving““ QualityQuality managementmanagement systemsystem (4)(4)

�� AnnualyAnnualy -- interninternalal auditaudit and and surveillancesurveillance auditaudit oror recertificationrecertification auditaudit

�� Fixing of Fixing of aimsaims and and checkingchecking of of thethe achivementachivement of of aimsaims in ain a

managementmanagement reviewreview

�� RefurbishmentRefurbishment of of importantimportant topicstopics in in internal workinginternal working groupsgroups

�� MonthlyMonthly QMQM-- Jour Fixes of Jour Fixes of the executivethe executive teamteam

�� AdvancementAdvancement and and ongoingongoing improvementimprovement of of thethe QM QM -- SystemSystem

underunder considerationconsideration of all of all employeesemployees of of thethe centralcentral sterilisationsterilisation
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WeWe achiveachive qualityquality throughthrough::

�� Motivated employeesMotivated employees

�� Training and Training and furtherfurther trainingtraining

�� Equipment acc. to Equipment acc. to thethe statestate of of thethe artart

�� QualityQuality managementmanagement systemsystem acc.                           acc.                           
EN ISOEN ISO 9001:2000 and EN ISO 13485:20039001:2000 and EN ISO 13485:2003

�� Customer orientationCustomer orientation

�� Cooperation withCooperation with hospitalhospital hygienehygiene and    and    
buildingbuilding serviceservice
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TheThe „„livingliving“ (and “ (and certificatedcertificated)  )  

QualitymanagementQualitymanagement -- SystemSystem

leadsleads to to optimisedoptimised processesprocesses

and and 

assuresassures safety safety 

forfor useruser and and patientpatient!!
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ThankThank youyou!!
Monika Monika SemlerSemler


