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Executive Summary

The task will provide the necessary confidence for CAREPATH Clinical Decision Support Modules (CDSM) to
be used in integrated care and healthcare services. This aims to perform a safety assessment of CDSM with
a particular focus on the Medical Devices Regulation (MDR). It will support compliance activities, by
establishing a classification for CDSM, and in collaboration with the other Work Packages and create a
technical report that can be used for certification. It also specifies a roadmap for certification, which might
enhance future exploitation of CAREPATH to a fully-fledged service. University of Birmingham (UOB) has led
the task, performed the safety assessment, and wrote the assessment document. UOB, SRDC, Fraunhofer
and EXYS have worked collaboratively in populating the assessment document with the relevant information.
In this document, the result of these activities is reported as an output of Task 3.5.

CAREPATH_WP3_D3 5 R_PU_1v3r.docx
© CAREPATH consortium, all rights reserved



B| oo 24 CAREPATH

THIS DOCUMENT IS EXTRACTED FROM THE FULL DELIVERABLE, AS THE ORIGINAL
DELIVERABLE CONTAINS CONFIDENTIAL INFORMATION FOR THE COURSE OF THE PROJECT.
THE FULL DELIVERABLE CONTENT WILL BE PUBLISHED AFTER THE END OF THE PROJECT.

Table of Contents

1

© 00 N o O,

INTRODUCTION 6
1.1 PROJECT INFORMATION ... .cittttttuuieteeeteetttttaeseeeeeesasta e seeeseeststaaeeseresstannaseeeserstntansaeeseessstannareeeesansrnnn 6
1.2 [ T0 Lot U Y 1= N S Tl = = SN 6
1.3 DOCUMENT STRUCTURE ... ctttteiittaeeeett e eeette e ettt e e e ettt e e e e ataees st aeeeaanese st aesstasaessstnesstaaesestnaaessnnaeaeeen 6

MDR DEVICE AND IN-VITRO DIAGNOSTIC MEDICAL DEVICE 7
2.1 BACKGROUND ... cittiieeiiie et e ettt e e et e e e et e e e et eee et et e e e et ee e et e e e e st e s sanaesstasaasssnnsesstanaaeestnseessnnneaeeen 7

211 Y 1T 2 O o TT oY {07 11 o] o R 8

21.2 Medical Device ClassSifiCation PUIMPOSE ........ouiiiiiiiiie ettt 8

2.1.3 ElEMENES OFf IMDIR ... et et e e e e e ee e e s e e e e e e e aab e e e e e e s eesbaaaeaeeeaees 8

2.1.4 Practical Relevance of ClasSifiCatiON.............cuuuiiiiiiiiiiiiiin e e e e e e 9

2.1.5 Key Characteristics for Qualification as a Medical DeViICe ..........ccccoeeiiiiiiiiiiiiiiiiieiccce e 10

2.1.6 RuUle 11, ANNEX VI IMDR......uii ittt e e e e e e aa e e e e e e e e estab e eeeeees 10

2.1.7 (70 1 0] 417 YA AN STSTT] 21T o | 11

2.1.8 Clinical Evaluation and INVeSHIgation ..........cccoiiiiiiiiiiieiiice e 12

2.1.9 Need for Clinical Evaluation and INVeStigation .............cccccciiiiiiiiiiiiii e 12

2.1.10 Post Market Surveillance and Traceability ............ccoooiiiiiiiiiiiiiii e 13
2.2 RISK METRIC IN RELATION TO IMDIR ...ci et e ettt e et e et e et e et e e s e e et e e e e eaanas 13

221 L 1S S D =T 4T[0 o TR 13

222 RISK ACCEPIADIIILY .....eeeeitiieee ettt e e e bb e e e s nbbeeeeanes 14
2.3 STEPS TO DR ..ottt e et e e e e e et e e e ettt e e e et e e s et e eeeata e eraaaneeeees 14

23.1 COMMON SPECITICALIONS .....ceiiiiiiiii ettt sttt e e e e e aanreee s 15

2.3.2 SOftWAIE LIfECYCIE ... e ————— 15

2.3.3 Unigue ldentifier fOr @ DEVICE .......uuuuuuiiiiiiiii s 15

MDR CLASSIFICATION FOR CAREPATH 16
3.1 Y 1 =a 1 Te ] 5T e ) 2SN 16
3.2 DEVELOPMENT AND RESULTS ...t iiitiiieiiti e e et e e et e e ettt e e e et e e e et eeeeata e e s aaaeesa s e aeestneesanneasstnaeasennnaaes 16
3.3 INSTRUCTIONS FOR USE ...uniitiiiiiiei e eei et ettt et et e et e e e et e e et e e st e et e ea e e st e e sanessaaesaeeaneestneesnnaernnns 17
3.4 CLASSIFICATION PRINCIPLES AND RULES ....uuuuuiuuuuttttuttiitttteinneannnannnnnnennnnnnnnnnnnannnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnnns 17

MDR AND CE MARK MODELLING FOR CAREPATH CDSM 17
4.1 DEFINITION OF INTENDED USE ...uuuiiiiiieeeiiie s eee ettt s e e e e e et s e e e e e s ee et e s e e e s e s eaabanseeeeesessbannsaeeesseesenen 18

411 (O[T aT (o= 1 T 1o (=] 11 =TS 19

41.2 Advanced Early Warning Clinical Decision SUppOrt SYStem .........ccoovieeeiiiiieenniieee e 19

41.2.1 Input to Advanced Early Warning and Monitoring Tools 20
41.2.2 The CDSS Drug-Drug Interaction Service (DIAS) 21
4.1.2.3 Drug Interactions Advisory Service Ontology 21

41.3 (011 o] = 14 1 o= Toa Y PP PPPTPPRRE 21

41.4 LT[ = T 11 T PP PPTPPRRE 22
4.2 DEVICE CLASSIFICATION ASSESSMENT INTO IMDR.... .ot e e e e e 24
4.3 DEVICE CLASSIFICATION CATEGORIES (I,HALLB, I covre et seeen e e e e 24
4.4 HAZARD ASSESSMENT FOR DEVICE ....cotuiiiiiiiiiciiie e et e et e e et e e et e e e et e e e e st e e e e taeeeeatneaeenannnns 25

4.4.1 HazZard CONIOl MEASUIES .......coceeieeeiiiee ettt e e e e e e e ettt e e e e e e e eaab e e e eaessestabanaeeaeees 25

4.4.2 Hazard vS BENEFItS IN @ DEVICE .......cuuuiieiieiiieieiee ettt e e e e e e e e e et e e e e 26
4.5 GENERAL SAFETY AND PERFORMANCE REQUIREMENTS ..uuitttiitiieitiieeieieteestessnesstnsessnessssssnersnessneees 27

FUTURE ROAD MAP 28

CONCLUSIONS 30

REFERENCES 31

APPENDIX 32

DOCUMENT HISTORY 46

CAREPATH_WP3_D3 5 R_PU_1v3r.docx
© CAREPATH consortium, all rights reserved




