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I  

Appendix I: Risk Management Methods and Tools  

 

The purpose of this appendix is to provide a 

general overview of and references for some 

of the primary tools that might be used in 

quality risk management by industry and 

regulators. The references are included as an 

aid to gain more knowledge and detail about 

the particular tool. This is not an exhaustive 

list. It is important to note that no one tool or 

set of tools is applicable to every situation in 

which a quality risk management procedure is 

used. 

I.1  Basic Risk Management Facilitation Methods   
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I.2  Failure Mode Effects Analysis (FMEA)   
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I.3 Failure Mode Effects and Criticality Analysis FMECA  
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I.4  Fault Tree Analysis FTA  
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I.5  Hazard Analysis and Critical Control Points HACCP  

 

structured

 consists

 

(1) conduct a hazard analysis and identify 

preventive measures for each step of the 

process;  

 (2) determine the critical control points;   

 (3) establish critical limits;   

 (4) establish a system to monitor the critical 

control points;   

 

(5) establish the corrective action to be taken 

when monitoring indicates that the critical 

control points are not in a state of control;  

 

(6) establish system to verify that the HACCP 

system is working effectively;   

 (7) establish a record-keeping system.  

Potential Areas of Use(s)   
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I.6  Hazard Operability Analysis HAZOP  

 

- - -

the

 

Potential Areas of Use(s)  

 

facilities

 

I.7  Preliminary Hazard Analysis PHA  
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 1) the identification of the possibilities that 

the risk event happens,  

 

2) the qualitative evaluation of the extent of 

possible injury or damage to health that 

could result and  

 

3) a relative ranking of the hazard using a 

combination of severity and likelihood of 

occurrence, and  

 4) the identification of possible remedial 

measures  

Potential Areas of Use(s)   

 

or

 

I.8 Risk Ranking and Filtering  
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 Supporting Statistical Tools  

 reliable

 

 (i) Control Charts, for example:  

-  -

 

-

 

-

 

-  -  

-  -  

-  -  

 (ii) Design of Experiments (DOE)  

 (iii) Histograms  

 (iv) Pareto Charts  

 (v) Process Capability Analysis  


