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AREH adverse event
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HEESS alarm signal
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WERG alarm system
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HE., EPRISKERD;

—WMETFEFBSRAEAaEFNaED L, K

——REMFBEIT 3

BRETHEWARR. BAREHBEARANES, BTaEREIHT.

1 XFEIHE, 150 9001 ETAMAIE “Marking” #2FA “labelling” .

F2: —EREREREMNELAEMMERARE “Rig” , SEmREMREH.

[SR¥E: ISO 13485:2003°, 3.6, LEH—MRERE, H¥mEl. E21
3.13

HBHl simulation
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ATAMBHR usability goal
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MELR,
—RERALARBURERECLIEALER, SEEONE. SHOTEMAS RN
HWIGTT 5
—AREBREESENAENEN RSP 2B REESNET CL2SBURKEE ZUMR R 2%
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L)1

B.2 EaibF)
CIRS des Osterreichischen Roten Kreuzes (Rettungs— und Krankentransportdienst
B.3 #H

PaSIS (Patientensicherheits- und Informationssystem) Fachubergreifendes Incident
Management System

CIRSmedical Deutschland (Arztliches Zentrum fur Qualitat in der Medizin AZQ)

Krankenhaus-CIRS—Netz Deutschland (AZQ, Aktionsbundnis Patientensicherheit, Deutsche
Krankenhaus Gesellschaft, Deutscher Pflegerat)

CIRSmedical WL (Arztekammer Westfalen—Lippe, AZQ)

CIRS-AINS - CIRSmedical Anasthesiologie (Berufsverband Deutscher Anasthesisten,
Deutsche Gesellschaft fur Anasthesiologie und Intensivmedizin, AZQ)

Netzwerk CIRS-Berlin (Arztekammer Berlin, AZQ)

CIRS zur praklinischen Notfallmedizin

CIRS-Padiatrie (Berufsverband der Kinder- und Jugendarzte (BVKJ), AZQ)

Fehler-Berichts— und Lernsystem fur Hausarztpraxen (Institut fur Allgemeinmedizin,
Frankfurt/M, Techniker Kasse)

Fehlerberichtssystem des KDA fur die Altenpflege

CIRS der gesetzliche Unfallversicherung im Feuerwehrdiens

CIRS Rettung (bundesweites CIRS Netzwerk Rettungs— und Notarztdienst)

BfArM’ s Field Corrective Actions database, available at at
http://www. bfarm. de/SiteGlobals/Forms/Suche/EN/kundeninfo Filtersuche Formular
en. html?nn=3497560

B.4 Enfh

Reidar incidents and accidents database, available at http://www. reidar. se

B.5 It
CURRENT - Critical Incident Reporting & Reacting NETwork (CH)
B.6 MH

NHS’ s Serious Incident Reporting and Learning Framework (SIRL) database, available at
http://www. nrls. npsa. nhs. uk/report—a-patient-safety-incident/
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FDA’ s Manufacturer and User Facility Device Experience (MAUDE) database, available
at http://www. accessdata. fda. gov/scripts/cdrh/cfdocs/cfmaude/search. cfm.
FDA’ s Medical Device Reporting (MDR) Program Search, available at
http://www. accessdata. fda. gov/scripts/cdrh/cfdocs/cfMDR/Search. cfm.
FDA’ s Adverse Event Reporting Data Files, available at
http://www. fda. gov/MedicalDevices/Safetv/ReportaProblem/ucm124064. htm.
FDA’ s MedSun: Medical Product Safety Network, available at
http://www. fda. gov/MedicalDevices/Safetv/MedSunMedicalProductSafetvNetwork/default. htm.
CDRH Medical Device Recalls, available at
http://www. accessdata. fda. gov/scripts/cdrh/cfdocs/cfRES/res. cfm.
CDRH Alerts and Notices (Medical Devices) , available at
http://www. fda. gov/MedicalDevices/Safetv/AlertsandNotices/default. htm.
CDRH Public Health Notifications, available at
http://www. fda. gov/MedicalDevices/Safetv/AlertsandNotices/PublicHealthNotifications/defau
1t. htm.
CDRH Safety Communications, available at:
http://www. fda. gov/MedicalDevices/Safetv/AlertsandNotices/default. htm.
ECRI’ s Medical Device Safety Reports, available at http://www.mdsr. ecri. org/.
The Institute of Safe Medical Practices (ISMP’s) Medication Safety Alert
Newsletters, available at http://www. ismp. org/Newsletters/default. asp.
The Joint Commission’s Sentinel Events, available at
http://www. iointcommission. org/sentinel event. aspx.
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