Decentralised procedure (DCP) for authorising human medicinal products in Europe.

	
	Scenario
	Notes

	1
	One applicant (RI Company A) will submit one dossier /submission / submission unit to more than one Regulating Authority (RA A, RA B, RA C etc.). 

The RI Company A may be technically supported by an affiliate, e.g RI Company AA, taking perhaps the role of future Marketing Authorisation Holder. But this is not <always> necessarily the case.

	This introduces where the applicant may have another party (third party) act as the MAH (sponsor) and submits to multiple regulatory authorities. RI to Multiple RA

Is there a need to capture the Affiliate?  Is this just another contact of the RI? 

This should be part of the contacts in the communication; Review information about contacts for completeness – does it handle this scenario.

Need to identify which documents apply to each of the RA; applicability of documents – (eCTD – M1); What information should be specified to handle this requirement. Need to identify applicable context of use to the RA.  What are the implications if this is done at the document or the context of use?  

	2
	The first phase of assessment is the validation. The Reference Member State (RMS), e.g. RA B, will lead the process and will monitor whether other RA A or RA C (so called Concerned Member States, CMS) will have concerns due to an invalid application. This status will be sent by each RA back to RI Company A.  

Responses (new submission unit) will be sent to the respective RA answering the validation questions. This is a bi-directional communication.
It is possible that a validation issue raised by one Regulatory Agency creates a need for a correction that should to go to all - even though all might not have seen the original validation comment.  Therefore this may be either one applicant to one or multi-regulator communication. 


	1) This communication goes between the RMS and CMS.  RA to RA

2) Status sent by each RA to RI

Do we need a type of RA indicated in the analysis model?  Is this important to differentiate the RMS from the CMS in the communication?

The role of the RA should be defined.  

One CMS to RI;  General – all MS will be informed; RMS may inform all participants that the procedure has started (next scenario)

Need a way to specify when it goes to one RA or some RA;

When does this need to be linked back to the initial correspondence (or issue).  Need to be able to correct the error – 
RA – It is a concern that you want to link the communication for the affected RA – if so what needs to be done within the message?  Is this linked by the correspondence ID?  Is the correspondence ID related to one RA and not the other RAs?  Should it reside just within the content of the documents. 



	3
	Once all validation issues have been solved, the RMS (RA B) will start the procedure. 
A communication to all concerned RA (e.g. RA A and RA C) as well as to the RI Company A. 
A multi regulator and one RI Company A communication.


	This communication goes from RA (RMS) to RI and RA (CMSs).

	4
	The preliminary assessment will again be sent by RA B (RMS) to all concerned Member States (CMS: RA A and RA C) and RI Company A. 
RA A and RA C will send comments to all CMS and RMS and RI Company A.  Again a multi regulator and one RI Company A communication.

	This communication goes to/from RA (RMS) to RI and RA (CMSs).

	5
	RI Company A will prepare their response document. The submission <response document> will be sent to all RA. The step 4 will be repeated afterwards. There may happen two or three more iterations, but they all will follow the same principle of a multi regulator and one RI Company A communication
	This is a communication from RI to all RA (CMS and RMS)

	6
	Finally the harmonised text for product information and the “end of procedure letter” will be sent by the RMS RA B to all CMS (RA A and RA C) as well as to RI Company A.


	This communication is from RA (RMS) to RI and RA (CMSs)

	7
	Next step is the national translations of the harmonised product information text documents. This will be a bi-lateral communication between RI Company A and their affiliates AA and AC and the respective RA A or RA C.
Under 7) the process described is one option.  In the current eCTD best practice guidance it is possible that this is not an affiliate to local regulator but is coordinated through the centre and so it may be a single submission conatining all, or several submissions containing some in each, or lots of submissions containing one in each.  We have deliberately left the options open because not every applicant will want to/be able to deal with processes in the same way.

	This communication is to/from RI to Affiliates to a single MS.

The final documents will be specific to the language of the country that it is being submitted.

This is at the document level – 

Country and language needs to be specified at the document level – need to explore how this is handled in the domain analysis model.


Following requirements need to be supported:

1.
One RA must be able to send a set of documents to the attention of a number of other RAs and the sender of the submission where these regulatory documents relate to. The status of the procedure might change. The regulatory documents will have a status of <preliminary; draft; final>.

2.
All RAs must be able to send a set of documents to the attention of all concerned RAs and the sender of the submission where the regulatory documents relate to as an reaction of / comment on those set of documents. The status of the procedure will not change. The comments will have the status <final> in every case.

3.
A RI Company must be able to submit a submission unit to one or many RAs. The initial submission will not have a relationship to a former submission. Any further submission will be a related submission to the former within the same regulatory activity / procedure (e.g. new application, variation, renewal, commitment). In all cases a second relationship to the regulatory “response” exists and must be mentioned. 

4)        That there may be one or more related submissions that a response relates to.  Namely several regulator comments may lead to one (or indeed some) response(s).  It is not necessarily a one-to-one for comment/response   

5)        An applicant must be able to refer to one of their submissions or to a regulator comment as a 'related submission' and presumably a regulator may which also to refer to their own comments as well as the applicant submission.  Namely, there is not necessarily a purely sequential interchange between applicant and regulator.  For example if an applicant find out that they have omitted something and submits an update without being prompted by the regulator then they will refer to their own submission.  Similarly a regulatory may provide a further explanation of a point and wish to refer to their set of comments previously provided rather than an applicant submission eg if there is a class-labelling issue occurring and they ask us to address this in an on-going application.   


