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A specific consideration has to be made about the distinction in term of notification of adverse
reaction according to the fact that the signalling occurs during Phase IV or as general post-
marketing.
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M no regulation
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The analysis showed that only France and Germany make a distinction between pre- and post-
marketing and this choice is supported by distinct governmental laws.

law/decree | article | EU compliance Other procedures/guidelines
Austria no - - - -
Denmark no - - - -
France yes yes yes - -
Germany yes yes yes - -
Hungary no - - - -
Ireland no - - - -
Italy no - - - -
Spain no - - - -
Sweden no - - - -
United K no - - - -
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