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o ISO 14971 Version

2nd edition 1ISO14971 :2007

1ISO14971 :2012 EU
Harmonized

3rd
edition I1SO 14971:2019%*
NEW Version
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ISO 14971:2019*%* NEW Version

U52mAlY December 2019
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mmm%imﬁauwmfwﬁu Software

No transition period 13i'14M %11 Transition Period
ISO/ TR24971:2020 1134 Supplement YB3 ISO
14971:2019 A281FUNY
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1SO 14971:2019

ISO 14971 :2007 Old version

1. Scope UDLLUG

2. Terms & Definitions MHeNN SNAANKN

3. General Requirements for Risk Management

4 M TEReNELS (Risk Analysis )

5. mstuduenande (Risk Evaluation)

6. mimmmmmﬁlm (Risk Control)

7. Evaluation of overall residual risks acceptability
8. Risk Management Report N1331881%

9. Production & Post Production Information

ISO 14971 :2019 NEW version

1. Scope

2. Normative references

3. Terms and definitions

4. General requirements for risk
management system

5. Risk analysis

6. Risk evaluation

7. Risk control

8. Evaluation of overall residual risk

9. Risk management review
10. Production and post-production
activities
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1SO 14971:2019

ANNEX ANNEX

Annex A - Rationale for requirements . .
Annex B — Overview of the risk management process Annex A - Rationale for requirements
for medical devices

Annex C - Questions that can be used to identify .
medical device characteristics that could Annex B - Risk Management Process

impact on safety for Medical Devices
Annex D - Risk Concepts applied to medical devices
Annex E - Examples of hazards, foreseeable sequences
of events and hazardous Situations Annex C - Fundamental Risk Concepts
Annex F - Risk Management Plan
Annex G - Information on risk management techniques
Annex H - Guidance on risk management for in vitro
diagnostic medical devices
Annex | - Guidance on risk analysis process for biological
hazards
Annex J - Information for safety and information
about residual risk

See ** |SO /TR24971:2020

www.qtimeconsult.com



Change to New version SO 14971:2019
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Technical Report (TR) 24971 ﬂﬁzqﬂmﬂﬁ%’mﬁ’u
1SO14971:2019 mi‘u%msmmL?&lfl,wngmau@mﬂ
FUMTLG Hazards

Term & Definition 1/5/AunAsGa
ANNENLLIFNANY 9% Harm , Hazards
TemsnfumedSuaennegs, msaomum
% Hazard-Potential source of Harm

Risk AYNNIEAD Probability of Occurrence of

Harm and Severity of that Harm**
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4 - General Requirements (1821098 3)
b : Risk Analysis

6 :
7
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Risk Evaluation

- Risk Control IANMIAUINANLIUDI 118
- Bvaluation of Overall Residual Risk

. Risk Management Review

10 : Production & Post Production
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Technical Report (TR) 24971:2020
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Technical Report Wuuwimslumausmsens
Aol doaaaadems 1SO 14971 lagumnynevise

Guideline mamaqaflwﬁamLme@sﬂa@miu%mi
AL 358

@ role of international product safety and process
standards in risk management

9 DuUuuIvVNIASWIIUN ANSAMUAULEUNY thausinnS
gaNsUMMNNLALN (criteria for risk acceptability)

@ how the production and post-production feedback
loop can work

@ the differentiation of information for safety as a risk
control measure and disclosure of residual risk

@ the evaluation of overall residual risk
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Th598319 Annex ISO/TR24971:2020

Annex A Identification of hazard and characteristics of safety

Annex B Techniques that support risk analysis

Annex C Relation between the policy criteria for risk acceptability, risk control and risk
evaluation

Annex D Differentiation of information for safety and information about residual risk

Annex E The role of international product safety and process standards in risk
management

Annex F Guidance on risk related to security

Annex G Components and devices designed without using 1ISO 14971

Annex H Guidance on risk management for in vitro diagnostic medical devices
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Training Outlines : &=

ISO 14971:2019 + 1SO/TR24971:2020

1. Introduction and | 2. Risk 3. Risk | 4. Risk Management

Preparation ‘ Identification

Implement review

@ www.qtimeconsult.com



Our Services :-

Risk Management Training
GAP Analysis
Risk Management for MDR 2017 /745

Faamatayaiania vEaddaimmau 1ah

@ (@qtimeconsult
Suasyltiasusng

Risk Management for IEC 60601
Risk Management Improvement

Hotline : 0817133450, 089 485 1991 Risk Management integration (QMS and Product safety)

www.qtimeconsult.com

“ =) 1 (- %4 ]
Lw'me‘z’f'amezzmgfi/ay vaaane la dassiise

A A A ¢
1 5 A m N13MNLATAINDLLNNE

Consulting Service Co.,Ltd.

b




