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Early Draft Peer Review:

Peer review is a process by which other members of the CHMP review the (Co) Rapporteurs’ scientific
evaluation, as well as the validity of the scientific/regulatory conclusions reached. It applies during the
initial phase of the assessment of a new Marketing Authorisation Application (MAA).

Teleconference:

Dialogue (e.qg. teleconference) is set up between (Co) Rapporteurs, Peer Reviewers and EMEA staff
to discuss and critically analyse the different objections and concerns raised in the (Co) Rapporteur’s
“Overview and draft List of Questions”.

*Comments from CHMP members, Peer Reviewer's comments, the outcome of the teleconference
and the draft list of questions are not made available to applicants. Moreover, it is not intended that
applicants directly contact Peer Reviewers or other CHMP members in the context of an ongoing
CHMP assessment of a MAA.

Target dates for the submission of the responses are published on the EMEA Website: (Responses to
List of questions/List of outstanding issues or Request for Supplementary Information).
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