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Health informatics - Framework of event data and reporting definitions for the safety
of health software

Contents Page
0T =T o iv
0 £ Yo 11T 3 T o O \'
1 S o o o - 1
2 Normative referenCes ... e 1
3 Terms and definitioNS ........ccooiiceciiiicce e e mn e s e nnnee 1
4 Principles, data concepts and process model ............cccviiiiiiiiiiiiine s ———— 2
41 7= o 1= - | 2
4.2 g T T3 1 o =TSSR 3
421 = 0 1= - N 3
4.2.2 Proactivity .....ccccooiiiiiiiiii i e 3
423 L0 T 41T 2 1Y PSPPSR 3
4.2.4 AcCCOUNADITIY .oovceeeeiiceie i ———————————————— 3
4.2.5 B T8 E=] o =T =T 3T 3
4.2.6 =Y 0T 1= o [ 1= == 3
4.2.7 COMPIrENENSIVENESS ....ccoiiiiiiiccceciiiir s rsser e e s sssss e e e s e e s s sssmn e e e e e ee s e nnme e e e e eesansssnneeenesansssnnnn 4
4.3 [ T 1 7= I o o g o =Y o £ 4
4.31 7= o 1= - | 4
4.3.2 X o o3 | - T OSSR 4
4.3.3 B 14T 114 T 4
4.3.4 ComPArability ......occocciiiiiiri e ———————————— 4
4.3.5 L0 E=E= o 1] 1 SRR 4
4.3.6 =] (7= Y o 1o NS 5
44 Process MOel ... 5
441 7= T o | N 5
44.2 =T o 1 3T 5
4.4.3 N T 1LY 1 T R 5
444 =T o o 5 T ' S 5
5 Patient safety data elements ... ———————————— 6
5.1 7= o 1= - | 6
5.2 Event information ... s 6
5.21 = 0 T - | N 6
5.2.2 Event identification ... e 6
5.2.3 Event date and time ... i 6
5.2.4 =Y o o o e F- |- S 6
5.2.5 Event reporter information ... 6
5.2.6 Event supplementary information ... 7
5.3 Event categorization ... 7
5.4 Event classification ... e e e 7
5.4.1 =Y o 1= - | 7
5.4.2 Information iNPUL/OULPUL EITOIS ........eeeeeceiireiee e s s nmn e e e e e s s mnmnnnes 8
Annex A (informative) Information on various health software surveillance systems ............cccccevvuuees 13
[ T] o [T =T ] 13T/ 15



		2026-06-24T23:09:45+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




