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	Date
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	Issue id
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	241900

	BSI Ref (if applicable) 
unique identifier 
	2128198-202111-N5

	Responsibility
Person Overall responsible 
	Derek Lamb
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Planning of product realization

The organization shallplan and develop the processes needie for

product ealzation. Planning of product realization shall be consistent

with the requirements of the other processes of the qualty management

system.

“The organization shall document one or more processes for risk

management n product reslzation.

Records of risk management actvites shal be maintained (see 4.2.5).

In planning product realizaton, the organizatin shall determine the

folowing, as appropriate:

Clause 3) qualty objectives and requirements for the product;

requirements | b) the need to establsh processes and documents (see 4.2.4) and to
provide resources specific to the product, inclucing nfrastructure and

work environment;

) required verificaton, validation, monitoring, measurement,inspection

and test, handiing, storage, distribution and raceabilty acvities secific

tothe product together with the criteriafor product acceptance;

) records nesded to provide evidence tha the realization processes and

resuling product meet requirements (see 4.2.5).

The output o this planning shallbe documented in form stitable for

the organizaton's method of operatios.

NOTE Further nformation can be found in 150 14971
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	Risk Review 
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