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Figure C.1 — Relationship of key MEDICAL DEVICE standards to this document
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-

Compliance i1s determined by inspection and assessment as required by subclause 1.4 of
IEC 62304:2006.

NOTE 5 The software development Frocess required for compliance with this standard does not include the post-
production monitoring and maintenance required by Clause 6 of IEC 62304:2006.
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IEC 62304:2006
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Test Report Form Mo....................... |ECB0601 1P
Test Report Form Originator.........  UL{US)
Master TRF ......ccccmmecmnnicnnsensscnnsnnner. - 2019-10-11

Clause | Requirement + Test Result - Remark Verdict
Attachment |Snﬂ:ware - Mapping of required evidence and manufacturer documents
Standard Deliverables Title Revision # Date
Clause
566 Software unit regression testing

process

56.7 Software unit regression testing
records

56.8 Software problem resolution
process

57 Software system testing process

58 Software system release process

71 Software hazard analysis process

71 SOUP anomaly lists

72 Risk control process

73 Risk control verification process

74 Risk management of software
change process

8.1 Configuration identification record

8.2 Change control process

9 Software problem resolution

process

Supplementary information:

Standard Deliverables Title Revision # Date
Clause

43 Software safety classification
document

511 Software development plan

513 Software requirements reference to
software design and development
document

514 Development standards, methods
and tools records for class C
software

5156 Software integration and integration
testing plan

516 Software verification plan

517 Software risk management plan

518 Document management procedures

519 Software configuration
management procedures

52 Software system requirements
specification

53 Software system architecture
design specification

53 Software item architecture design
specification

54 Software item detailed design
specification

54 Software unit detailed design
specification

551 Software unit implementation
records

552 Software unit verification process

553 Software unit acceptance criteria

555 Software unit verification records

56.1 Software unit integration process

56.2 Software unit integration records

564 Software unit integration testing
records

565 Evaluation of software unit

integration test
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511 Software development plan 565 Evaluation of software unit
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software design and development 5.6.6 Software unit regression testing
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514 Development standards, methods 567 Software unit regression testing
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515 Software integration and integration >68 Software problem resolution
o CESS
testing plan pro . 5 . 1 8 8
516 Software verification plan > Software system testing process |_|' D‘I Xl 1 8 2 2
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517 Software risk management plan
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measure implemented in software - — I
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53 Software system architecture P 7:” 3 5 47
design specification 1.3 Risk control verification process
53 Software item architecture design 14 Risk management of software
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54 Software item detailed design 8.1 Configuration identification record
specification
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IEC 62304 (version 1.1) : Medical device software — Software Life Cycle Process
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IEC 62304 (version 2.0) : Health software — Software Life Cycle Process

P~ l ~ S
Embedded SW & br\/
Medical IMDECUS
W f.o.r . l for other QQ' vq,
specific Device SW o'
health use ¢,§a )
HW, e.g. (8\,
IEC 60601-1 l
SW for § s
NliveCor general ; SW as ' l - |Standalone SW 9§' ~
purpose | medical | ‘! for other o 6#
HW 3 device | | health Use OQ ‘{»7
3 i * : ot "? ©
SR ] _
& ' /'/ =
Medical | Other health
intended use use

HEALTH SOFTWARE - software intended to be used specifically for managing,
maintaining or improving HEALTH of individual persons, or the delivery of care
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. 95 % have incomplete manuals

¢ 95 % have inadequate markings

¢ 95 % have Risk Analysis deficiencies
* Most, but not all, relate to electric shock, energy, and mechanical hazards

. 60 % have component related problems
* Particularly transformers and power supplies.

. 20 % have insulation or spacing deficiencies

30 % have excessive temperatures on the patient applied parts
* Risk Management File does not justify temperature of applied part.

* 30 % did not address all applicable particular and collateral standards
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