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Analysis of the changes between ISO 14971:2000 and ISO 14971:2007 
ISO 14971:2000 ISO 14971:2007 Expected reason Action  

Clause Old Text Clause New Text 

1 Scope: 

… procedure … 

1 Scope:  

… process … 

Change of terminology  None expected 

 … medical device and 

accessories …  

 … medical device …  Reflect modern medical 

device regulations (accessory 

can be a medical device) 

None expected 

 … does not apply to clinical 

judgments relating to the use of 

a medical device.  

 … does not apply to clinical 

decision making.  

Improvement in wording.  None expected 

 … formal quality system …   … quality management system 

…  

Update in wording  None expected 

2.1 accompanying document 

… containing important 

information for …  

2.1 accompanying document 

… containing information for 

those accountable for the 

installation, use and 

maintenance … 

Update to IEC 60601-1:2005 

definition  

None expected 

- - 2.6 in vitro diagnostic device 

(see standard) 

New definition None expected 

- - 2.7 life cycle  

(see standard) 

New definition. The term life 

cycle was used in 2000 

edition, but not defined.  

� Confirm 

procedure and 

implementation 

follows definition 

2.6 manufacturer 2.8 manufacturer 

2 additional notes added 

Notes only, not normative  None expected 

2.7 medical device 

(see standard) 

2.9 medical device 

(substantially revised, see 

standard) 

Reflect modern medical 

device regulations 

None expected 

2.8 objective evidence 

… information which can be 

provide true, based on … (see 

standard) 

2.10 objective evidence 

data supporting the existence 

or verity of something 

Condensed and includes the 

term “data” rather than 

information. When read in 

conjunction with the 

definition of “verified” and 

Clause 6.3 (risk control, 

verification), it indicates this 

“data” supporting 

verification forms part of the 

risk management file. See 

also Clause 6.3.  

� Confirm 

procedure follows 

definition, ensure 

“data” exists that 

supports risk 

control measure 

verification 

- - 2.11 post production 

(see standard) 

New definition. However, old 

edition also covered the full 

life cycle, so no practical 

change.  

� Confirm 

procedure follows 

definition 

2.9 procedure 

specific way to perform an 

activity 

2.12 procedure 

specified way to carry out an 

activity or process 

Update to the ISO 9000:2005 

definition. When combined 

with the definition of a “risk 

management process” and 

Clause 3.1 (which refers to a 

documented process), it 

indicates that a documented 

procedure for risk 

management is needed. For 

the previous edition, it was 

unclear if a documented 

procedure was needed.  

� Confirm a 

documented risk 

management 

procedure exists 

2.10 process 

set of inter-related resources …  

2.13 process 

set of interrelated or 

interacting activities … 

Update to ISO 9000:2005 

definition. Expected to have 

no practical effect except in 

special cases.   

None expected 

2.11 record 

document which furnishes 

objective evidence of activities 

performed or results achieved 

2.14 record 

document stating results 

achieved or providing evidence 

of activities performed.  

Update to ISO 9000:2005 

definition. Expected to have 

no practical effect except in 

special cases. 

None expected 

2.12 residual risk 

risk remaining after protective 

measures have been taken  

2.15 residual risk 

risk remaining after risk control 

measures have been taken 

This is a correction, since the 

reference to protective 

measures is not appropriate. 

No effect as it is expected 

everyone understands the 

concept of residual risk.  

None expected 
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ISO 14971:2000 ISO 14971:2007 Expected reason Action  

Clause Old Text Clause New Text 

2.16 risk control 

process through which decisions 

are reached and protective 

measures are implemented for 

reducing risks to, or maintaining 

risks within, specified levels 

2.19 risk control 

process in which decisions are 

made and measures 

implemented by which risks are 

reduced to, or maintained 

within, specified levels 

Semantics only, no practical 

effect 

None expected.  

- - 2.20 risk estimation 

process used to assign values 

to the probability of occurrence 

and the severity of harm 

New term. Although values 

must be assigned, allowance 

for qualitative categorization 

remains (see Clause 4.4)  

None expected 

2.17 risk evaluation  

judgement, on the basis of risk 

analysis, of whether a risk which 

is acceptable has been achieved 

in a given context based on the 

current values of society 

2.21 risk evaluation  

process of comparing the 

estimated risk against given 

risk criteria to determine the 

acceptability of the risk 

Definition now fits the 

process in Clause 5. No 

practical change.  

None expected 

2.18 risk management 

… analyzing, evaluating and 

controlling risk.  

2.22 risk management 

… analyzing, evaluating, 

controlling and monitoring risk.  

“monitoring” is added to 

reflect the content of Clause 

3.1 (3.2 in the 2000 version). 

No practical change.  

None expected 

2.19 risk management file 

… documents, not necessarily 

contiguous, … produced by a risk 

management process  

2.23 risk management file 

… documents, … produced by 

risk management 

Simplified, no practical 

change 

None expected 

- - 2.26 top management  

(see standard) 

New term, adapted from ISO 

9000:2005. Strengthens the 

requirements for top 

management in Clause 3.2 

� Confirm 

procedure follows 

definition 

- - 2.27 use error 

(see standard) 

New term, from IEC 62366. 

However, the term does not 

otherwise appear in the 

normative text of ISO 14971. 

It is referred to in the 

informative annexes only.  

None (technically) 

2.22 verification  

confirmation, by examination 

and provision of objective 

evidence, … 

2.28 verification  

confirmation, through the 

provision of objective evidence, 

…  

Removes the term 

“examination” (reasonable). 

No practical effect.   

None expected 

3.1 National or regional regulatory 

requirements 

(see standard for text) 

- (Deleted) Clause is removed, possibly 

to remove confusion over 

management responsibility 

and qualification. No 

practical effect expected.   

None expected. 

3.2 Risk management process 

… shall establish and maintain …  

3.1 Risk management process 

… shall establish, document 

and maintain …  

Added the requirement to 

document the risk 

management process. As the 

definition of risk 

management includes the 

term “procedures”, this can 

be interpreted to mean that 

a risk management 

procedure is required.  

� Confirm a risk 

management 

procedure exists 

3.2 … maintain a process …  3.1 … maintain throughout the 

lifecycle an ongoing process …  

These 3 changes all require 

that the risk management 

process covers the full life 

cycle, including production. 

Previously, although the 

term “life cycle” appears in 

the scope, the standard did 

not follow up and was 

written with a focus on the 

design stage, plus a special 

clause for post production.  

� Confirm that 

current procedure 

covers the full life 

cycle, and the risk 

management of 

existing devices, 

including 

production phase.  

3.2 4
th

 dash: 

- post production information  

3.1 4
th

 dash  

- production and post 

production information  

3.2 Where a documented product 

design/development process 

exists …  

3.1 Where a documented product 

realization process exists, such 

as that described in Clause 7 of 

ISO 13485:2003 …  
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ISO 14971:2000 ISO 14971:2007 Expected reason Action  

Clause Old Text Clause New Text 

3.2 Figure 1 (see standard) 3.1 Figure 1 (see standard) The figure is updated to 

include identification of 

characteristics, estimation of 

risk(s) for hazardous 

situations (not hazards), 

completeness of risk control, 

risk management report, 

production and other small 

changes to reflect the 

content of the standard.  

� Confirm that 

current procedure 

reflects Figure 1 

3.3 Management responsibilities 

(see standard) 

3.2 Management responsibilities  

(see standard) 

The text in both standards 

contains the same four 

points, however, 

requirements 

documentation are now 

limited to the policy for 

acceptable risk, and 

decisions/actions taken 

resulting from periodic 

review of the risk 

management process. 

Although this is a relaxation, 

the way the text appeared 

previously made it easy to 

overlook the documentation 

requirements, so it is worth 

to review the compliance 

status.  

  

� Confirm that 

current 

procedures 

ensure 

documentation 

meets the 

requirements 

3.4 Qualification of personnel  

…  

This shall include, where 

appropriate, knowledge and 

experience of the medical 

device and its use and risk 

management techniques 

3.3 Qualification of personnel 

… 

These shall include, where 

appropriate, knowledge and 

experience of the particular 

medical device (or similar 

medical devices) and its use, 

the technologies involved or 

risk management techniques. 

Knowledge of technologies 

involved is new and 

significant, since a medical 

device may have a range of 

significant technological 

aspects in design and 

production.  

� Confirm that 

procedures match 

this requirement 

and 

implementation 

for future devices 

3.5 Risk management plan 

(see standard for full text) 

3.4 Risk management plan 

(see standard for full text; 

significant new requirements 

are) …  

b) responsibility and authority  

d) … criteria for risks when the 

probability … cannot be 

estimated 

e) verification activities 

This clause is substantially 

re-ordered and reworked, 

with new significant 

requirements. It should be 

confirmed that risk 

management procedures 

and forms are reviewed for 

compliance. In addition to 

responsibility, authority 

needs to be defined, 

although authority is only 

later mentioned once in the 

standard (Clause 8, Risk 

management report) 

 

� Confirm that 

procedures and 

forms used for 

planning match 

this requirement. 

Verify 

implementation 

for future devices 

(including, design 

changes) 

3.6 Risk management file 

 (see standard for text) 

3.5 Risk management file 

New text: 

In addition … the risk 

management file shall provide 

traceability for each identified 

hazard to: 

⎯ the risk analysis; 

⎯ the risk evaluation; 

⎯ the implementation and 

verification of the risk control 

measures; 

⎯ the assessment of the 

acceptability of any residual 

risk(s). …  

NOTE 2 The risk management 

file can be in any form or type 

of medium. 

The requirement for 

traceability is not new, and 

was previously located in 

Clause 8, the risk 

management report.  

 

The focus of the risk 

management report has now 

changed, allowing the 

“traceability matrix” or “risk 

summary table” to be a 

stand alone document.  

 

The standard allows any 

medium, for example, 

electronic files.  

 

� Confirm that 

procedures and 

forms used for 

planning match 

this requirement. 

Verify 

implementation 

for future devices 

(including, design 

changes) 
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ISO 14971:2000 ISO 14971:2007 Expected reason Action  

Clause Old Text Clause New Text 

4.1 Risk analysis procedure 

… risk analysis shall include … 

date of analysis.  

4.1 Risk analysis process 

… risk analysis shall include … 

scope and date of analysis 

(see also additional Notes) 

There are minor editorial 

changes, however, it appears 

the only technical change is 

the need to include the 

scope of the risk analysis, 

which allows that an analysis 

could be, for example, 

limited to a design change.  

� Confirm that 

the scope is 

incorporated in 

the risk analysis. 

Confirm that the 

procedure allows 

risk analysis to be 

applied at 

different stages 

4.2 Intended use / Characteristics 

…. the manufacturer shall 

describe the intended use …  

 

… the manufacturer shall list all 

those … characteristics … 

4.2 Intended use / characteristics  

… the manufacturer shall 

document the intended use …  

 

… the manufacturer shall 

identify and document those … 

characteristics 

These changes ensure that 

documents exist for these 

requirements. Also, a list 

may limit the inclusion of 

other documents (such as 

design specifications, 

production control) to be 

part of the characteristics  

� Confirm that 

procedures and 

implementation 

match this 

requirement 

- Figure 2 -  (deleted) Figure 2 is deleted and 

moved to Annex B (now 

informative) 

None expected 

4.3 Identification of known or 

foreseeable hazards 

The manufacturer shall compile 

a list …  

4.3 Identification of hazards 

 

The manufacturer shall compile 

documentation …  

Previously only a list is 

required, now this is 

changed to 

“documentation”. The 

change may be intended to 

encourage the recording of 

details of the hazard analysis 

(FMEA, FTA, etc), however, 

this is not directly specified 

in the standard. Annex also 

provides  

� Carefully 

consider what 

you define as 

“documentation 

on hazards” and 

ensure the risk 

management 

procedure 

supports this 

 Foreseeable sequences of 

events …  

 (text deleted) This text (and the action 

associated with it) is deleted 

and moved to Clause 4.4.  

� Confirm that 

the risk 

management  

procedure moved 

this action.  

4.4 Estimation of the risk(s) for 

each hazard 

(text is in Clause 4.3) 

4.4 Estimation of the risks for each 

hazardous situation  

Reasonably foreseeable 

sequences or combinations of 

events that can result in a 

hazardous situation shall be 

considered and the resulting 

hazardous situation(s) 

recorded.  

 

(see also additional Notes 2 

and 3) 

 

Major change: 

The cause analysis (sequence 

of events) is moved to this 

clause and expanded to 

include combinations of 

events, and the resulting 

hazardous situation must 

also be recorded. Current 

risk summary tables 

frequently do not record 

details of the events nor the 

hazardous situation, which 

cannot be simply stated. The 

expansion information 

needed in a table format 

makes it difficult for printing 

(containing all the 

information in a single line) 

� Confirm that 

the risk 

management  

procedure and 

associated forms 

include the 

sequence of 

events and 

hazardous 

situations. 

 For each identified hazard, the 

associated risk(s) shall be 

estimated … 

 For each identified hazardous 

situation, the associated risk(s) 

shall be estimated …  

Following from above, the 

final decisions on risk and 

risk control should be listed 

according to the hazardous 

situation, rather than the 

hazard. This may involve a 

significant rework of the 

tables used to ensure 

compliance.   

� Review risk 

management 

tables, re-sort 

according to 

hazardous 

situations.  

5 Risk evaluation  

For each identified hazard …  

5 Risk evaluation  

For each identified hazardous 

situation …  

Follows from above (listing 

based on hazardous 

situations rather than 

hazards) 

� (as above) 
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ISO 14971:2000 ISO 14971:2007 Expected reason Action  

Clause Old Text Clause New Text 

6 Risk control 6 Risk control (title only)  

6.1 Risk reduction  

When risk reduction is required, 

the manufacturer shall follow 

the process specified in 6.2 to 

6.7 to control the risk(s) so that 

the residual risk(s) associated 

with each hazard is judged 

acceptable. 

6.1 Risk reduction  

When risk reduction is 

required, risk control activities, 

as described in 6.2 to 6.7, shall 

be performed. 

The previous version was 

technically incorrect since it 

did not allow for risks above 

the acceptable limit, justified 

by risk / benefit analysis. 

While it is not expected to 

make any practical effect, it 

is noted that concept of risk 

/ benefit is frequently 

misunderstood, and the old 

version may have prompted 

this misunderstanding.  

None expected 

(except to 

confirm risk / 

benefit 

understanding is 

clear) 

6.2 Option analysis 

(see standard for text) 

6.2 Risk control option analysis 

(see standard, the normative 

text is effectively same, but a 

new Note 1 is added and Note 

3 [formerly Note 2] is 

substantially revised) 

Note 1 is not very clear, but 

it appears to allow 

manufacturers to skip the 

risk estimation prior to 

implementing a risk control 

measure, if that control 

measure will be 

implemented anyway. Thus, 

only the residual risk 

estimate is required.  

� Make 

allowance in the 

procedure to skip 

the “pre-control” 

risk estimation if 

that control will 

be anyhow 

implemented.  

6.3 Implementation of risk control 

measure(s) 

(see standard for text) 

6.3 Implementation of risk control 

measure(s) 

(see standard for text, key 

phrase follows) 

The effectiveness of the risk 

control measures shall be 

verified and the results shall be 

recorded …  

 

This clause has much the 

same content, but order is 

change to follow the normal 

practice (implement�verify 

according to specification� 

verify effective as a risk 

control).  

 

A key relaxation in the  

None expected 

(see discussion) 

   reworded version is that while verifying the effectiveness of a 

risk control measure is still needed, only the results (decision) 

needs to be recorded. Thus, objective evidence (data) 

supporting risk reduction is not required. This is likely to reflect 

the practical implementation, where it can be difficult to 

establish data supporting why a risk control is effective in 

reducing risk for all risk control measures (noting, there can be 

hundreds of such measures). Nevertheless, manufacturers 

should consider retaining data for critical cases, e.g. where the 

risk is high and the effectiveness of the risk control measure is 

unclear. 

6.4 Residual risk evaluation 

If the residual risk is judged 

acceptable, then all relevant 

information necessary to explain 

the residual risk(s) shall be 

placed in the appropriate 

accompanying documents 

supplied by the manufacturer.  

6.4 Residual risk evaluation 

For residual risks that are 

judged acceptable, the 

manufacturer shall decide 

which residual risks to disclose 

and what information is 

necessary to include in the 

accompanying documents in 

order to disclose those residual 

risks. 

This is a significant change 

which reflects the reality 

that it is not possible (nor 

valuable) to disclose all 

residual risks.  The standard 

refers to Annex J (J.3), but 

Annex A, section A.2.6.4  

provides more useful 

information for determining 

which residual risks should 

be disclosed.  

� Confirm the 

risk management  

procedure 

reflects the 

revised 

requirements 

6.5 Risk/benefit analysis 

Relevant information necessary 

to explain the residual risk shall 

be placed in the appropriate 

accompanying documents 

supplied by the manufacturer. 

6.5 Risk/benefit analysis 

For risks that are demonstrated 

to be outweighed by the 

benefits, the manufacturer 

shall decide which information 

for safety is necessary to 

disclose the residual risk. 

Similar to above, not all 

residual risk needs to be 

disclosed. See Annex A, 

Section A.2.6.5. 

� Confirm the 

risk management  

procedure 

reflects the 

revised 

requirements 
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ISO 14971:2000 ISO 14971:2007 Expected reason Action  

Clause Old Text Clause New Text 

6 Risk control 6 Risk control (title only)  

6.6 Other generated hazards 

 

(see standard for text) 

6.6 Risks arising from risk control 

measures 

(see standard for text) 

This clause has been 

completely re-written, and 

includes a requirement to 

review not only new hazards  

� Confirm the 

risk management  

procedure 

reflects the 

revised 

requirements 
(and hazardous situations), but also if the estimated risk for 

other hazardous situations are affected. Although not changed, 

it should be remembered that this is part of the formal process, 

and the result needs to be recorded, even if the result is “no 

new hazards, hazardous situations or affect to previous risk 

estimations”. This would in practice require another column in 

the risk management table, or, associated with a table of risk 

control measures.  

6.7 Completeness of risk evaluation  

… all identified hazards … 

6.7 Completeness of risk control 

… all identified hazardous 

situations …  

As above, change in the 

focus (listing) from hazards 

to hazardous situations 

� (as above, 

modify risk table 

according to 

hazardous 

situations) 

7 Overall residual risk evaluation  

 

7 Evaluation of overall residual 

risk acceptability  

(new paragraph) 

For an overall residual risk that 

is judged acceptable, the 

manufacturer shall decide 

which information is necessary 

to include in the accompanying 

documents in order to disclose 

the overall residual risk. 

Similar to above, optional 

disclosure of overall residual 

risk (unlikely to be used, but 

procedures should be 

updated to reflect the 

standard) 

� Confirm the 

risk management  

procedure 

reflects the 

revised 

requirements 

8 Risk management report 

(see standard for text) 

8 Risk management report 

(see standard for text) 

This clause is substantially 

revised to make the report a 

separate (simple) document 

which confirms that the risk 

management process is 

complete and the device is 

ready to go into production. 

A key new requirement is 

the need for this report to be 

complete (signed) before 

commercial release, and that 

the person responsible for 

signing should have been 

designated in the risk 

management plan.  

� Confirm the 

risk management  

procedure 

reflects the 

revised 

requirements 

9 Post production information  

(see standard for text) 

9 Production and post 

production information  

(see standard for text) 

The scope of the clause has 

been expanded to include 

production as well as post 

production, in order to 

emphasis that understanding 

of risks can evolve quickly in 

early production, as 

experience with the device 

(or design change) is gained.  

 

Additional text about 

collecting information is 

included, but this is not a 

mandatory requirement (“… 

should consider …” ).  

 

The feed back process is also 

expanded.   

� Confirm the 

risk management  

procedure 

reflects the 

revised 

requirements 
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Annexes 

In addition to the above changes in the normative text, the informative annexes have been substantially 

expanded and updated. A summary of these changes are show here:  

 

ISO 

14971:2000 

ISO 

14971:2007 

Subject Changes / comment 

(None) Annex A Rationale to 

requirements 

This Annex is completely new. The existence of a 

rationale may impact interpretation of the normative 

requirements.  

For example, the phrase “… effectiveness of the risk 

control … ” used in Clause  6.3 is open to interpretation, 

however, Annex A.2.6.3 clearly states that this means 

ensuring that “… the [risk control] measure as 

implemented actually reduces the risk.” 

 

None Annex B Overview of the 

risk management 

process 

This is simply a transfer and update of Figure 2 from the 

former edition. The committee felt this was necessary to 

avoid treating the former Figure 2 as a normative 

requirement.  

Annex A Annex C Questions … to 

identify 

characteristics …  

This Annex can be considered about 80% the same as 

before, with some additional text and several new 

questions being added. It is recommended to be 

reviewed to ensure hazard identification process is 

complete.  

Annex E Annex D Risk concepts This Annex is completely revised, and includes a much 

wider discussion on various risk estimation and 

evaluation schemes. The ALARP region, which was 

previously discussed prominently, is now relegated to 

the end of the annex (sectionD.8). The use of the ALARP 

region formally lead to incorrect application of the 

standard, in that it frequently covered an area where risk 

/ benefit analysis was required, but no such risk / benefit 

analysis was performed.  

Annex D Annex E Examples of 

hazards, events, 

hazardous 

situations 

This annex is also completely revised, to account for the 

change in the standard to focus on hazardous situations 

rather than hazards.  

(none) Annex F Risk management 

plan 

This annex is new for the 2007 edition, and is useful for 

determining practical methods to implement the plan, 

including ways in which the plan may reference to ISO 

13485 procedures to avoid repeated work.  

Annex F Annex G Risk management 

techniques (risk 

and hazard 

analysis) 

Additional techniques of PHA and HACCP are added.  

Annex B Annex H IVD Guidance  The former 1 page guidance has now been expanded to 

much more detailed 16 pages.  

Annex C Annex J Guide on 

toxological hazards 

Appears to be identical, no new text was identified.  

(none) Annex J Information for 

safety  

New in ISO 14971:2007. A fairly short general guide on 

matters to consider when preparing labeling and 

instructions for use.  

Annex G (deleted) References to other 

standards 

Probably deleted as use of risk management in other is 

now ubiquitous (commonplace) 

 


