ISO/TS 19256:2016-06 (E)

Health informatics - Requirements for medicinal product dictionary systems for
health care

Contents Page
0 T o o v
0 £ Yo 11T 4 T o R vi
1 1S o o o - 1
2 NOrmative referenCeS ... e s mn e e e 2
3 TermsanddefinitioNS .........cccciiceciiiicerr e s s sn e s s mr s s mr s e e e e e s mn e e nnnnnes 2
4 Abbreviated termMsS ..o ———————————————————— 9
5 Boundary between MPD-systems and IDMP, ancillary information to build an MPD-

system and local implementation .............coo i —— 9
5.1 Boundary between MPD-systems and IDMP ...........ooooiiiiiciiicmimnninsssccscseee s ss s ssssse e e s s ssnnnnes 9
5.2 Boundary between MPD-systems and ancillary information to build an MPD-system .......... 9
5.3 Boundary between MPD-systems and local implementation ..o 9
5.4 Content of the MPD-systems in terms of product coverage ..........cccoccmiiiiiinniniisnnniieeninnanns 10
5.5 Definition of Medicinal Product Dictionary MPD-systems ........ccccccceminnimnnnisnnnsese e 10
5.6 Benefits of the Technical Specification ... 10
5.7 Target users for the Technical Specification ...........cccovviviiinnisn i —— 10
6 Positioning of Medicinal Product Dictionary Systems for Healthcare .........ccccccvrcecerrrcncennn. 11
6.1 Base materials for MPD-SYStemMS .......cccccviiiiminriereresssreresssme s ss s mr e e s smn e s s smn e e sssnme e e mn e e s smns 1
6.1.1 Relation with ISO IDMP standards ............ccccumiiiiiinr s 12
6.1.2 Relation with health/clinical/pharmacy information systems, decision support, EHR and

dOSE INSIFUCLIONS ....eeeiiieri it e e 13
6.1.3 Relation with EHR-S FIM .........oo e ss e s s m s s s s 14
6.2 Use cases for requirements for an MPD-system ..........cccccciiiiinnnnsnere s 14
6.2.1 Prescribing USE CASE .......oiiiiiiiiiiiii it s s 15
6.2.2 DiSPENSING USE CASE ...uuueriiiiueieiiiinisiinsse s iasss s sasss s s s s s e s n e ea s R e e e e AR e e e e am e aa s an e e e e nnn s 15
6.2.3 AdMmINIStration USE CASE ... e 15
6.2.4 Recording medication history use case ..o ————— 15
6.2.5 Reconciling medication list US€ CASE ..........ooiiiiiiiiiii e 15
6.2.6 Ordering and supply chain (I0giStiCS) US@ CASE ......ccccccerrrirmrrrrsssrerssssre s s e e e s sme e s sssme e s snsnnes 16
6.2.7 Analysis, statistics, and pharmacoepidemiology uUse Case ...........ccccenriimmrinsirnnene—s 16
6.2.8 Electronic data exchange of medicinal product information between healthcare systems

and/or related systems, i.e. reporting USe CaSe .......cccccerrriiiiiicisscrrrr e e 16
6.2.9 ReimbUrsement USE CASE ......cccciiiiiiiicciiciier s ssssmr e s s s s s mme e e e e s s s s smmnn e en s s s mnnns 16
6.2.10 Clinical research USE CASEe ... s s mmne e s 16
6.2.11 Tracking and tracing for patient and public safety use case ..o 17
6.2.12 PharmacoVvigilance USe CaSe ...t s 17
6.2.13 Patient safety through linking personal data with the decision support system on

medicinal Products USE CASE .......cccoeiriiiiiiiririiisssesssesesssessssesssssesssssssnessssnsnsssnsnsnsnsnnnsmsmsmsmsmsmnmnmnens 18
6.2.14 Migration USE CASE .....cccccciiirrrrrrrrsrsrsrssssssssssssssssssssssssssssssssssssssssssssssse e e s e e e eene e e neneneereenensnsnsnsnsnnnsnsns 18
7 The Functional Requirements for MPD-SysStems ..........cccccccmmmiiiicccisemerens s s sssseessssssssssssnsnenes 18
71 04 e Yo 11 T2 4 T ) o S 18
7.2 Goal of an MPD SYStem ..o 19
7.3 NOIrmMative CONLENL .......oooiii i ssmr e e s s mm e e e s e s s s samnn e e e e e s e n s s s smn e e e nnnsssnnnnns 19
7.31 Content of regulated medicinal products ...........ccccoiciciiiniicc e ——————— 19



7.3.2 g =TT o T o) 23
7.3.3 D TS 0T LT ' 23
734 AdMINISEration ... 24
7.3.5 Recording and reconcCiliation ... ———— 24
7.3.6 Order and supply chain and I0giStiCS ........cccciiireiciiiiicce e 25
7.3.7 Analysis, statistics, pharmacoepidemiology, and clinical research ...........cccccceeiiiiiriiiriinnnnnn. 25
7.3.8 Ensuring patient safety through linking personal data with the decision support system

(o038 4 01T FTe31 0 = LI 0] o T 11 T =N 27
7.3.9 Interaction with reimbursement systems .........cccciiiicccc e ——— 27
7.3.10 Interaction of MPD-systems with pharmacovigilance systems ........c.cccocciniiicninciicninccennn, 27
7.3.11 Data exchange and technical functions ...........cccciniiin e —————— 28
74 LT 03 =T 4 g - T 29
7.5 MaINTENANCE ... s n e 30
7.51 Regular maintenance processes of the MPD-system ...........ccccocriirieeminncseenssssee s 30
7.5.2 Interaction with regulatory information ............cccoriiocii e 31
7.6 LOCAlIZAtION ....eeeiiiieiiiiier e —————————— 32
Annex A (informative)IDMPseriesincontext,servingthisTechnicalSpecification ............ccccoecrrrrrrnnnn. 33
=1 o 1o Yo | =T o] 4 37/ 35



		2024-06-01T06:00:56+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




