12.  Concerned Member States provide comments to Reference Member State and the Applicant
The Concerned Member State (CMS) have received the submission unit from the RMS, containing the Preliminary Assessment Report (PrAR). The CMS uploaded the submission unit in the review system and assessed the content of the PrAR.
One CMS agrees with the issues raised in the PrAR by the RMS and informs the RMS and applicant that no further questions are raised.

Another CMS reviewed the PrAR and prepares a request to Acme Pharmaceuticals for clarification. This request is sent to the RMS.

A third CMS reviewed the PrAR and prepares a request to Acme Pharmaceuticals for clarification. This request is sent to the RMS and applicant.

The RMS sends a submission unit to Acme Pharmaceuticals which identifies the submission type (List 8). The submission unit consists of the PrAR and a summary of the feedback that the RMS received from the CMS (i.e. additional points for clarification or a notification that no additional questions were raised) is included. It also identifies that the submission unit is associated with the new initial marketing application procedure (Information 3 and 4a).  Other information needed for tracking purposes comes from Lists 1, 2, 3, 4, 6, 8 and Information 1, 2, and 6.
