DIN EN ISO 11073-10418:2014-06 (E)

Health informatics - Personal health device communication - Part 10418: Device
specialization - International Normalized Ratio (INR) monitor (ISO/IEEE 1107 3-
10418:2014); English version EN ISO 11073-10418:2014

Contents Page
1. OVEIVIOW .....eeeeeeeceeececececececececece e neesnsnsnsasnsnsnsnssssssssssssssssssssssnsssnssssssssssssssssssnssnsssssnssssnsnnnnnsnnnnnnnnnnnnnn 6
1.1 85T o o o - OSSP
1.2 o o = 7
1.3 0 1 1 (= OSSP 7
2, NOIrMAtive refEreNCEeS .......coi i m e e mmn e 7
3. Definitions, acronyms, and abbreviations ..o 8
31 [ 1Y 1 4 T o - 8
3.2 Acronyms and abbreviations ..o —————— 8
4. Introduction to ISO/IEEE 11073 personal health devices .........cooooiiiiiiiiiccc s 9
4.1 1Y 3= - | 9
4.2 Introduction to ISO/IEEE 11073-20601 modeling constructs .........cccccerrieeeerincceernscsceessseeeenes
4.3 Compliance with other standards ... s 10
5. INR monitor device concepts and modalities .........ccccvecccimiiiiiinccccseecrr e 10
5.1 7= o 1= - |
5.2 Prothrombin time ... s 11
5.3 L LT T2 QY7 1 11 - PR 1
5.4 International Sensitivity Index (ISI) ..o ————— 1
5.5 International Normalized Ratio ... s 1
5.6 Control calibration ... e e e nsnsesnsssnsssmssssssssssssssssssessssessnsnnnnns 12
5.7 Batch/code NUMDET ........ e e e ee e e e e e e e e e e as 12
5.8 (D LAV ToT= N T To J=T=Y g K=Y =3 - 11 T 12
5.9 (D LAV ToT= N 1 P-4 o] 3 Ve 114 'e Y 13 12
5.10 INR value out of BOUNAS ...t s mn e mmn e e e s mnmn e s
5.11 Extended capabilities .........cccccceiiiiiiiiccceciri e s nnnne 12
5.12 BLIE 1o 1= B L=V I e ol | PSSR 12
513 Current level of medication ... —— 13
5.14 Recommended new level of medication ... e 13
5.15 Context INfOrmation ... e e e e e s e ansasnsnsassssssssssssseseeeenennnnnns 13
6. International Normalized Ratio monitor domain information model ...t 13
6.1 OVEIVIOW ....ceeececeeeceenennnnnnnnnnnnsnsnsnsnsssnsssssnsssnsssssssssssssssssssssssssssssssssssssssssssssssnsnsssnsnsssnnnnnnsnnnnnnnsnnnnnnn 13
6.2 L0 F- T == 4 =Y 1= o 1P 13
6.3 Object INStance diagram ..........cccocceciriicesrrrrcsr e e e s n e e s s nr e s s smr s essmn e s e e smn e e e smnenenans 13
6.4 Types of CONFIGUIAtioN .......cooi i e e s e e e e e e e mn e nnnnns 1
6.5 Medical device system ODbJect ... ———— 15
6.6 VL0 T 7= 4 T e = o2 €SP 19
6.7 Real-time sample array objJecCtS ........cccccciiiriiiiicccceirrr e e 25
6.8 Enumeration objects ... ——————— 25
6.9 PM-Store objJECtS ... ———— 29
6.10 SCaANNET ODJECLES .....ooceiii i ——————————————— 32
6.11 Class extension ObjJects ..........ccciviiiii i ——————————— 32
6.12 INR monitor information model extensibility rules .........ccccciriiiminniscn s 32
0T = o o 4



0o Yo 10T 4 oY o R 5

10 7. INR monitor service model ... 33
71 L= o 1= - | S 33
7.2 ODbjJECt ACCESS SEIVICES ..coiiiiiiiiiieeiiririiiis s sssssrr s e e s s s s sssn e e e e e s s s s s s s snnnn e e e e s sa s s s amnne e e eesess s snnneneensnnnsen 33
7.3 Object access event report SEIVICES .......cccccriiiiiciisscerrrerrisssssssnr e e esssssssssmsssseessssssssmssnsesessansen 35
8. INR monitor communication MOdel ...........oooiiiciimiiiii e e 35
8.1 L0 1Y =Y - 35
8.2 Communications characteristiCs ...........cccvrrmiiiiiiiicccrr e 35
8.3 W X=T=To Yo7 P 1A o] g T o e TeT=T o 11 4 36
8.4 Configuring ProCeAUre .........cccciiiiiiiriinr s 37
8.5 OPperating ProCEAUIE ........ccciicecierirrarrrisssreresssmreresssmr e e esssneessssneessssmeessasamsessssamnessnsansessssnsessnsanes 39
8.6 Time SYNCRroNIZation ... e 39
9. Test @SSOCIAtIONS .......coiiiiiiicrr e aan 39
9.1 Behavior with standard configuration ... ——— 40
9.2 Behavior with extended configurations ...
10. L0 oY 01 0T 431 T= 1 4 Lo =P 40
10.1 7 o] o1 LT e=1 o 11 1 SRR PR 40
10.2 Conformance specification ... 40
10.3 Levels of CONFOrMANCE ... e s e e mmnnes 41
104 Implementation conformance statements ... ———————————— 41
Annex A (informative) Bibliography ... s s s s smn e e e e s e e e 47
Annex B (normative) Any additional ASN.1 definitions .........cccccccimmiiiicccccrr e 48
Annex C (normative) Allocation of identifiers .........cccccciiiiicccicn e 49
Annex D (informative) Message sequence eXamples ........cccciiiimiiiinesns s 52
Annex E (informative) Protocol data unit examples ... ————— 54
Annex F (informative) IEEE list of participants .........ccccocmrrrimmerccerer e



		2024-05-23T06:23:10+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




