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1. General comments

Stakeholder number

General comment (if any)

Any information which is needed for administrative
reasons (e.g. address of MAH, address of QPPV etc)
which is available from EVMPD should not trigger any
variation in future unless the update in EVMPD is not
done in the recommended timeframe.

The classification of the specific change should remain
(unless commented on later with respective arguments)
but a footnote should be added similar to the one for
C.I.8 b)

To avoid unnecessary variations a link to one or more
CEPs should be possible in the database acc. Art. 57(2)
(EVMPD) to any product. Updating or new CEP should
trigger a variation only if specific condition(s) are not
met e.g. no influence on the product quality or no
change in content of the documentation is needed (e.g.
additional particle size specification)

Outcome (if applicable)
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2. Specific comments on text

Line humber(s) of
the relevant text

new

Al

A2 a)

Stakeholder number

Comment and rationale; proposed changes

Comment:
Addition of a new side effect to section 4.8 which has no
impact on the safety of the product.
Proposed change (if any):
IA
Requested documentation:
1. Documentation why the ADR needs to be added
2. Expert statement why the ADR needs to be added and
that there is no significant impact on the safety of the
product
3. Revised product information

Comment:

Add line a)

Proposed change (if any):

IA

Additional condition:

Change documented in EVMPD in time
Comment:

Add line aa)

Proposed change (if any):

IA

Additional condition:

Change documented in EVMPD in time

Outcome
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Line number(s) of
the relevant text

A3

B.II.b.2 ¢) 2.

B.ll.e.5 a) 1.

C.l3a)

Stakeholder number

Comment and rationale; proposed changes Outcome

Comment:

Add line a)

Proposed change (if any):

IA

Additional condition:

Change documented in EVMPD in time

Comment:

Classification changed from IAjy to II seems excessive. It
should be classified similar to B.II.b.2 c) 1. With the same
documentation requested there but the conditions proposed in
B.II.b.2 c) 2.

Proposed change (if any):

IAIN

Comment:

Add line a)

Proposed change (if any):

IA

Additional condition:

Change documented in EVMPD in time

Comment:

Classification is not adequate as no assessment should take
place. If the applicant deviates from the agreed wording the
requirements of this classification would not be met and the
applicant is required to submit a type IB by default.
Proposed change (if any):

IA

4/5



Line number(s) of Stakeholder number Comment and rationale; proposed changes Outcome
the relevant text

C.I.8 a) Comment:
Please add an additional case aa)

Proposed change (if any):
aa) Introduction of a summary of the pharmacovigilance
system

IA
Additional condition:
PSMF and QPPV are updated in EVMPD in time

Please add more rows if needed.
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