Overview of the the elFU Synergy and Requirements

of EU Regulations 2017/745 and 2007/2012

Be sure the website contains at least

the following up-to-date parts of the

paper IFU as appropriate:

e Info needed to identify the
device and its manufacturer;

e Any safety and performance
information relevant to the user,
or any other person.

\ 4
Be sure the aspects of the website
relevant to the preceding box
comply with 2007/2012 Article
7(2) points (b), (e), and (g).

\ 4

F;rovide any additional eIFilrJ
[ only if in addition to paper IFU, and

. only if the conditions of 2007/2012 \

Articles 6(4), 6(5), 8 and 9
are met.
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4 Is elFU
Risk assessment instead of

pursuant to
2007/2012 Article 4(1)

No

paper just as safe as,
or safer than,
paper IFU?

you have a
website?

No

«'/Provide IFU in\“

\ paper format only‘

A

Be sure the website contains the

following up-to-date parts of the

paper IFU as appropriate:

Info needed to identify the

device and its manufacturer;

e Any safety and performance
information relevant to the user,
or any other person

\ 4

Be sure the aspects of the website
relevant to the preceding box
comply with 2007/2012 Article 7(2)
points (b), (e), and (g).

® Be sure the website DOES NOT

contain IFU beyond the information
in the preceding box (lest the whole
of 2007/2012 must be considered
on top of the preceding bullet).

Provide elFU instead of paper

only if the conditions of _

2007/2012 Articles 5
through 8 are met.

Monitor ongoing risk

» pursuant to 2007/2012

Article 4(2)

A

I
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Is the
No
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risk profile still
acceptable?

A




