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purchased product.

When the organization becomes aware of any changes to the
purchased product, the organization shall determine whether
these changes affect the product realization process or the
medical device.

When the organization or its customer intends to perform
verification at the supplier’s premises, the organization shall
state the intended verification activities and method of product
release in the purchasing information.

Records of the verification shall be maintained (see 4.2.5),
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inspection and test, handling, storage, distribution and
traceability activities specific to the product together with the
criteriafor product acceptance;

d) records needed to provide evidence that the realization
processes and resulting product meet requirements (see +.2.5}
The output of this planning shall be documented in a form
Suitable for the organization’s method of operations.

NOTE Further information can be found in ISO 14971,
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a) determine the Necessary competence for personnel
performing work affecting product quality;

b) provide training or take other actions to achieve or maintain
the necessary competence;

) evaluate the effectiveness of the actions taken;

d) ensure that its personnel are aware of the relevance and
importance of theijr activities and how they contribute to the
achievement of the quality objectives;
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Finding Certificate ~ A C”/ o z“-‘-*{ /‘”*

Pelirer 1826110-201909-N5 | Raturencs MD 78787 e mhce sl pho.

Certificate ISO 13485:2016 & EN I1SO Cloate o L everleade e
Etandard 13485 : 2 - o thel s

Acove

Catego Minor N, h
gory Ed Qi
Area/process Human Resources, Competence, Awareness and Training: 6.1, Q@c




experience (see 4.2.5).

NOTE The methodology used to check effectiveness is
proportionate to the risk associated with the work for which the
training or other action is being provided.
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