ISO/TR 80001-2-7:2015-04 (E)

Applicat ion of risk management for IT-networks incorporating medical devices -
Application guidance - Part 2-7: Guidance for Healthcare Delivery Organizations
(HDOs) on how to self-assess their conformance with IEC 80001-1

Contents Page
0T =T o iv
o X0 11T T o v
1 5 o o o - SRS 1
2 Normative references ... ———————————— 1
3 TermsanddefinitioNs ... nan 1
4 Assessment Method ... 2
4.1 g =Y =T [T = =S 2
4.2 Assessment Method OVErVIEW ... e 2
4.3 ASSESSMENT STAGES ....ooiiiieiiiirciir i e e rs e rs e e e n e e e s e e e s nr e e e ne e e e a s nn e e e e s ne e e s nnennanan 3
4.31 Stage 1 -- Defining ASSESSMENt SCOPE .....coovicerrrrrrrerrrrrsere e s smr e s ssssmr e e sss e e e s s s s e s e ssssneessssaneessnsnns 3
4.3.2 Stage 2 -- Stakeholder INVoIvemMENt ............oo i 3
4.3.3 Stage 3 -- Information Collection and Evaluation ..........ccccciiiiicciceimniin e 3
4.3.4 153 Yo (=3 SR o T2 e [ 9T T30 3 T=Y o1 o S SRS 3
4.3.5 Stage 5 -- Presentation of FiNdings ........cccccoviiiiiiicccccciirrn s csssser s r s sssssses e ssmne e e s 4
4.3.6 Stage 6 -- Improvement Plan (optional) ... 4
4.3.7 Stage 7 -- Follow-up Assessment (optional) .........cccccccimiiiiinr 4
44 Process attribute rating SCale ..o ——————— 4
441 Rating of process attributes ..o ——————— 4
44.2 Process attribute rating values ........ccccccmiiiiimii e ———— 4
4.5 L0 o T 1o 11 1 T IR £ 5
4.6 Tailoring the Assessment Method .............. i 5
Annex A (informative) Assessment Method .............. s s 7
Annex B (informative) Process Reference Model ... e e 38
Annex C (informative) Process Assessment Model ...........ccccmiiiiniiininn e 50
Annex D (informative)AbbreviationsandProcessldentifiers ..........cccocvvimminiinnnin e, 100
BibliOGrapRy ....coiceiiiiiiiiiir i 102



		2024-05-20T08:14:54+0000
	DIN Deutsches Institut fuer Normung e. V.
	Dokument ist zertifiziert




