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ÁISO 13485 & Risk Analysis

ÁISO 14971

ÁWhy this matters to Medical Device 
Manufacturers
ÁISO 9001 & Risk Analysis

ÁISO 31000

ÁWhat this means for other manufacturers
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ÁȰ/ȱ ÒÉÎÇ ÉÓÓÕÅ ×ÉÔÈ ÓÈÕÔÔÌÅ
ÁFirestone v Ford on exploding tires
ÁFord with exploding gas tanks
ÁSuzuki Samurai Roll-Overs
ÁPeanut Corporation of America
ÁToyota???
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Á7.1 Planning of Product Realization
ÁThe organization shall establish documented 

requirements for risk management 
throughout product realization.  
2ÅÃÏÒÄÓȣÓÈÁÌÌ ÂÅ ÍÁÉÎÔÁÉÎÅÄȢ

ÁNote 3: See ISO 14971 for guidance related 
to risk management.

Á7.3.2 Design and Development Inputs
Áe) the Output(s) of risk management (see 7.1).
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ÁApplication of Risk Management to Medical 
Devices ɀReleased in 2007
ÁSpecifies a process for a manufacturer to 

identify the hazards associated with medical 
devices, including in vitro diagnostic (IVD) 
medical devices, to estimate and evaluate the 
associated risks, to control these risks, and to 
monitor the effectiveness of the controls.
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ÁAerospace & AS9100
ÁAutomotive & TS 16949
ÁTelecommunications & TL 9000
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Á0.1 General

ÁȰ4ÈÅ ÄÅÓÉÇÎ ÁÎÄ ÉÍÐÌÅÍÅÎÔÁÔÉÏÎ ÏÆ ÁÎ 
ÏÒÇÁÎÉÚÁÔÉÏÎȭÓ ɉ1-3Ɋ ÉÓ ÉÎÆÌÕÅÎÃÅÄ ÂÙȡ

Áa) its organizational environment, changes in that 
environment, and the RISKS associated with that 
environment.

ÁISO 31000:2009
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