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1. General comments

Stakeholder number

General comment

The Drug Commission of the German Medical Association
(DCGMA) thanks for having given the opportunity to
comment on the Guideline on good pharmacovigilance
practice.

The DCGMA is taking the opportunity to make some
general comments to 'Module VIII — Post authorisation
safety studies' followed by detailed proposed changes of
the text and will also propose changes to the Module V
and Module VI.

Outcome
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2. Specific comments on text

Line number(s) of Stakeholder number
the relevant text

Lines 469-470

Line 517

Please add more rows if needed.

Comment and rationale; proposed changes

Comment:

The patient time exposed to the medicinal product is not as
informative as the number of patients treated for different
periods (see also lines 477-478).

Proposed change (lines 469-470):
“...should be detailed both numbers of patients..” skip the

reminder of the sentence and insert “..exposed to the
medicinal product and duration of treatment. Patient time
(patient-years, patient-months) may also be given...”.
Comment:

Multimorbidity is often an exclusion criterion for the selection
of patients. Hence, interactions because of co-medication

might remain not detected.

Proposed change (line 517):
Please insert the term “4. co-medication;”.

Outcome
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