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IEC 80001-1 Scope

Approved FDIS ~ publication 2010.11



2IEC 80001-1 & SAMD ~ JIC ~ 2010.10.10 ~ Rotterdam80001Experts, LLC

(in order of priority)
SAFETY:

Freedom from unacceptable risk of physical injury or 
damage to the health of people or damage to property 
or the environment

EFFECTIVENESS:
Ability to produce the intended result for the patient 
and the responsible organization

DATA AND SYSTEM SECURITY:
An operational state of a medical IT-Network in which 
information assets (data and systems) are reasonably 
protected from degradation of confidentiality, integrity, 
and availability

Note: ISO 14971 is focused on patient safety 
risk management ~ pre-market analysis

IEC 80001-1 Key Properties
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IEC 80001-1:  Additional Definitions
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80001-1: Roles
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80001-1:  Responsibilities

Responsibilities for 
each role are clearly 
specified
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Risk management 
activities and 
documentation are 
defined for the full life 
cycle of Medical IT-
Networks 

80001-1: Activities
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IEC 80001-1 & SAMD

 Establishes the basis for ensuring the safety, 
effectiveness and security of convergent networks

 Applies to medical and non-medical devices …
including SAMD

 Applies to post market systems … only!

 Adds no pre-market requirements for regulatory 
approval  (references 60601-1 for pre-market 
requirements)

…


