EU RPS Storyboards

These storyboards represent the best thinking of the TIGes eCTDv4/RPS Subgroup at the time of their creation.
The storyboards have generally illustrated the processes as they are practically followed at the time of writing.  The Group recognises that some examples illustrated do not follow the exact letter of the relevant regulation, but illustrate what happens on a day to day basis for industry and regulatory agency users of the processes (e.g. technical and business validation issues found by the CMS should be routed back to the applicant via the RMS, but the CMS often contacts the applicant directly).

In a few places, the storyboards reflect changes that are anticipated to have been implemented by the time that the eCTD v4/RPS standard will be relased (e.g. the introduction of new eCTD validation criteria severity ratings).

Activity 1 DCP – Initial MAA
	#
	Day
	DCP Step
	Scope of Storyboard
	Responsible
	Status

	Pre-procedural Step

	1
	-14
	Creating a new Decentralised procedure application and submission
	Submission to all Member States
	Andrew Marr
	Draft v0.3

	1a
	
	Automated receipt notification (if applicable)
	
	
	

	2
	
	Technical validation of the initial submission unit for a Decentralised Procedure
	Technical validation in all Member States
	Andrew Marr
	Draft v0.2

	3
	
	Business validation of the initial submission unit for a Decentralised Procedure
	Business validation in all Member States
	Andrew Marr
	Draft v0.1

	4
	
	Notification of critical technical validation failure of a submission unit
	Critical (Pass/Fail) validation issues – unable to load.  Request for replacement submission unit
	Andrew Marr
	Draft v0.1

	5a
	
	Notification of minor technical validation failures
	Minor (Best Practice) validation issues – loaded and feedback provided
	Geoff Williams
	Draft v0.1

	7
	
	Notification of business validation failures of a submission unit for a common document
	Business validation requesting new document common to all countries (eg. Expert signature)
	Andrew Marr
	Draft v0.1

	8
	
	Notification of business validation failures of a submission unit for a country specific document
	Business validation requesting replacement of a country-specific document (eg. application form)
	Andrew Marr
	Draft v0.1

	9
	
	Adding submission units to an existing Decentralised Procedure submission – common
	Applicant provides expert statement to all Member States
	Andrew Marr
	Draft v0.1

	
	
	Re-run of validation storyboards (#3 to #8)
	(Comment – this occurs after each submission unit is added)
	
	

	10
	
	Adding submission units to an existing Decentralised Procedure submission – country specific
	Applicant provides revised application form to specific country
	Andrew Marr
	Draft v0.1

	Assessment Step 1

	11a
	Day 0
	RMS circulates timetable to CMS and Applicant
	This is usually handled by e-mail correspondence not sure we would want to process this is eCTD but if considered important use new # 15
	
	

	11
	Day 70
	Reference Member State forwards preliminary assessment report to Concerned Member States and the Applicant
	Notification to applicant for awareness and CMSs for action
	Remco Munnik
	Draft v0.1

	12
	Until Day 100
	Concerned Member States provide comments to Reference Member State and the Applicant and other CMS’s
	Notification to applicant for action
	Remco Munnik
	Draft 0.1


	
	
	Re-run of adding submission unit – common content (#9) 
	
	
	

	13
	Up to Day 105
	RMS consults with CMSs and Applicant and reaches consensus
	Consultation (in writing?) – what is exchanged? This seems to be via e-mail at the moment.  If this was a formal agreement (i.e. no outstanding issues then I would suggest that a correspondence of some sort would be submitted indicating that the EU procedure was closed (however this is so rare that I don’t think anyone is sure how you would progress in this stage.

Procedure is closed

English language product information is agreed

Record status change for activity?
	Alain Seront
	Draft v0.1

	14
	Clock-off period
	RMS consults with CMSs and Applicant, does not reach a consensus (still outstanding issues) and clock stopped
RMS sends a clock off letter to the applicant and agrees the date that final response is to be submitted
	Consultation (in writing?) – what is exchanged? No consultation is informal via e-mail until the clock stop activity is reached
Clock stop
	Alain Seront
	Draft v0.1

	
	
	Re-run of adding submission unit – common content (#9)
	But only submitted to RMS
	
	

	14a
	
	When RMS is content with Reponses, they inform the applicant to submit the final responses to CMS
	Not sure this exchange is something that would happen through eCTD
	Andrea Johnson
	Draft v0.1

	14b
	
	Applicant submits final set of responses to CMS

Would be covered by:

Re-run of adding submission unit common content (#9) (but not to RMS again)
	The applicant informs RMS that they have done this


	Alain Seront
	Draft v0.1

	15
	Day 106
	Reference Member State sends new timetable and informs CMS and Applicant of re-start of clock
	This would be handled by e-mail, not sure we would want this captured in eCTD, [DN: I’ve created it as one for the moment]
	Andrea Johnson
	Draft v0.1

	
	
	)
	Submitted to all Member States
	
	

	Assessment Step II

	16
	Day 120 (0)
	Reference Member State forwards draft assessment report to Concerned Member States and the Applicant 
	Notification to applicant for action and CMSs for awareness
	Andrea Johnson
	Draft v0.1

	
	
	Re-run of Concerned Member States provide comments to Reference Member State and the Applicant (#11)
	
	
	

	
	
	Re-run of RMS consults with CMSs and Applicant and reaches consensus (#12)
	
	
	

	17
	Day 150 (30)
	RMS consults with CMSs and Applicant, does reach consensus 
	RMS would close the procedure at this stage if this was reached and this would then move to the national phase
	Bo Gustafson
	Draft v0.1

19-Jan-11

	18
	Until Day 180 (Day 60)
	RMS consults with CMSs and Applicant, does not reach consensus and provides List of Outstanding Issues
	RMS communicates outstanding List of issues to applicant for action, receives any additional clarification and prepares a short report which is forwarded to applicant and CMS (NB the report is effectively the list of outstanding issues (covered by 19)
	Bo Gustafson
	Draft v0.1
19-Jan-11

	
	
	Re-run of adding submission unit – common content (#9)
	Submitted to all Member States
	
	

	19
	Day 195 (at the latest)
	Reference Member State sends Assessment Report to Coordination Group (CMSs) and Applicant for Breakout Session
	Report goes to CMSs but also to new players from CMSs (Coordination Group)
	Martin Hofstaetter
	

	20
	Day 195-210
	RMS provides outcome of Breakout Session to CMS and Applicant
	List of issues? 
	Martin Hofstaetter
	Like list of outstanding issues

	
	
	Re-run of adding submission unit – common content (#9)
	Submitted to all Member States
	
	

	21
	
	CMSs send final positions to RMS and Applicant
	
	Martin Hofstaetter
	

	
	Day 210
	Re-run of RMS consults with CMSs and Applicant and reaches consensus (#12)
	
	
	

	22
	Day 210 (at latest)
	RMS consults with CMSs and Applicant, does not reach consensus and refers to Coordination Group
	What is exchanged? The Assessment with the list of outstanding issues
	Martin Hofstaetter
	

	23
	Day 270 (at latest)
	Coordination Group consensus is reached 
	Applicant informed and RMS/CMS ?
	Klaus Menges
	

	24
	Day 270 (at latest)
	Coordination Group consensus is not reached, applicant provided with list of issues and into Referral to CHMP under Article 29
	(Comment : referral not included in this set of storyboards)
	
	

	National Step

	
	5 days after close of procedure
	Re-run of Adding submission units to an existing Decentralised Procedure submission – country specific (#10)
	Multiple parallel submissions to all Members States of translations of national product information (do we want to included this in the storyboard even if we may not include it in the final implementation guide?
	Alain Seront
	Draft v0.1

	25
	
	Reference Member State and Concerned Member States sends comments on translations to Applicant
	Multiple parallel sets of comments provided 
	Klaus Menges
	

	
	
	Re-run of Adding submission units to an existing Decentralised Procedure submission – country specific
	
	
	

	26
	30 days after close of procedure
	Reference Member State and Concerned Member States sends individual product authorisation to Applicant
	Product approved

National licences sent to Applicant

Status changed
	Gareth

McKelvey
	Draft v0.2


Activity 2 DCP/MRP – Type IA Variation (Andrea/Gary)
	#
	Day
	DCP Step
	Scope of Storyboard
	Responsible
	Status
	Comment

	Pre-procedural Step/submission phase
	

	1
	Pre-day 0
	Submit application to RMS and CMS


	Submission to all Member States of required dossier
	
	
	May need a new storyboard to represent this submission

Same as earlier (Act1-1), except need to change the procedure referred to

	1a
	
	Automated receipt (if applicable)
	
	
	
	As Act1 (if made generic)

	2
	
	Technical validation of the dossier unit for a MRP (following DCP)
	Technical validation in all Member States
	
	
	As Act1 (if made generic)

	3
	
	Notification of critical technical validation failure of a submission unit
	Category A validation issues – unable to load.  Request for replacement submission unit
	
	
	As Act1 (if made generic)

	4
	
	Notification of a major technical validation failure of a submission unit
	Category B validation issues – loaded but request for specific replacement documents
	
	
	As Act1 (if made generic)

	5
	
	Notification of minor technical validation failures of a submission unit
	Category C validation issues – loaded, no immediate request for replacement document but areas applicant may wish to address in future submissions with this (or other) products 
	
	
	As Act1 (if made generic)

	6
	
	Notification of business validation failures of a submission unit for a common document
	Business validation requesting new document common to all countries (eg. Expert signature)
	
	
	As Act1 (if made generic)

	7
	
	Notification of business validation failures of a submission unit for a country specific document
	Business validation requesting replacement of a country-specific document (eg. application form)
	
	
	As Act1 (if made generic)

	8
	
	Adding submission units to an existing dossier submission – common
	Applicant provides expert statement to all Member States
	
	
	As Act1 (if made generic)

	9
	
	Re-run of validation storyboards (#3 to #8)
	(Comment – this occurs after each submission unit is added)
	
	
	As Act1 (if made generic)

	10
	
	Adding submission units to an existing dossier submission – country specific
	Applicant provides revised application form to specific country
	
	
	As Act1 (if made generic)

	Procedure start
	

	11
	Day 0
	RMS circulates timetable to CMS and Applicant
	This is usually handled by e-mail correspondence or CTS not sure we would want to process this is eCTD but if considered important use # 15 on initial
	
	
	As Act1 (if made generic)

RMS creates CTS record step (also for Act1?)

	11a
	Until Day 30 
	Reference Member State checks if notification can be accepted, CMS checks if fee has been paid and appropriate notification has been received 
	Not convinced there is any notification I guess if the fee has not been paid then this will not be acceptable
	
	
	As Act1 (if made generic)

	12
	Day 30
	RMS will inform Applicant on behalf of CMS of outcome of variation notification
	Notification to applicant of decision
	
	
	As Act1 (if made generic) 

Notifies the change of status

	13
	
	RMS informs CMS of outcome of variation notification via CTS
	
	
	
	As Act1 (if made generic)

	14
	
	For Article referrals the RMS checks highlighted SPC, label/leaflet and circulates to CMS
	Outside of eCTD
	
	
	As Act1 (if made generic)

May need storyboards if not written yet.

	National Step to implement changes in 2-6 months depending on type
	

	15
	
	There should not be any correspondence during this time according to European procedures in practice there may be letters and other pieces of data exchanged as this is the time when the CMS will analyse their data
	
	
	
	Letter query only RMS is supposed to send approval in reality does this happen, this is the case for MHRA
We have storyboards for the sending of correspondence already.


Activity 3 DCP/MRP – Type II Variation (Remco)
	#
	MRP Step
	Scope of Storyboard
	Responsible
	Status
	Comments

	1
	Create a new MRP submission 
	Submit to all Member States

Different sort of Type II variations: 30/60/90 days variation. In principle storyboard is identical, only different timelines involved and for 30 day variation, no break-out session is possible.
	
	
	

	1a
	Automated receipt (if applicable)
	
	
	
	

	2
	Re-run of validation storyboards (#2 to #8)
	
	
	
	

	3
	Re-run of adding submission unit – common content (#9)
	Only applicable in case of a technical or business invalidation was found and additional documentation needs to be provided.

This submission unit can be sent to all, multiple or one Member State.
	
	
	

	4
	Re-run of validation storyboards (#2 to #8)
	
	
	
	

	5
	Reference Member State informs Concerned Member States of incoming procedure by creating CTS record
	
	
	
	

	6
	Concerned Member States confirm receipt of valid notification in CTS
	
	
	
	

	7
	Reference Member State starts the procedure by providing information on the time-table of the procedure to the applicant and CMS’s.
	
	
	
	

	8
	Reference Member State forwards preliminary variation assessment report to Concerned Member States and the Applicant
	Notification to applicant for awareness and CMSs for action
	
	
	

	9
	CMS's send the possible comments on the preliminary variation assessment report to the RMS 
	Possibly same as #15
	
	
	

	10
	RMS sends the request for supplementary information to the MAH and the CMS's, 
	
	
	
	

	11
	Re-run of adding submission unit – common content (#9)
	
	
	
	

	12
	Re-run of validation storyboards (#2 to #8)
	
	
	
	

	13
	RMS circulates the final variation assessment report to the CMSs and to the MAH 
	Possibly same as #15
	
	
	

	14
	Re-run of RMS provides outcome of Breakout Session to Applicant (#20)
	This is not applicable for a type II 30 day procedure, only for 60 and 90 days procedure.
	
	
	

	15
	CMS's send the possible comments on the final variation assessment report to the RMS 
	
	
	
	

	16
	RMS notifies the applicant and CMSs of completion of the procedure 
	including circulation of both highlighted and clean versions of the endorsed, finalised SmPC/PL/labelling to the CMS's and the MAH 


	
	
	

	17
	Re-run of Adding submission units to an existing Decentralised Procedure submission – country specific (#10)
	Multiple parallel submissions to all Members States of translations of national product information 
	
	
	

	18
	Re-run of RMS consults with CMSs and Applicant and reaches consensus (#12
	
	
	
	

	National Step
	
	
	

	19
	10 days after close of procedure
	Re-run of Adding submission units to an existing Decentralised Procedure submission – country specific (#10)
	If applicable, multiple parallel submissions to all Members States of translations of national product information (do we want to included this in the storyboard even if we may not include it in the final implementation guide?
	
	
	

	20
	
	Reference Member State and Concerned Member States sends comments on translations to Applicant
	Multiple parallel sets of comments provided 
	
	
	Review against activity 1 national steps

	21
	
	Re-run of Adding submission units to an existing Decentralised Procedure submission – country specific (#10)
	
	
	
	

	22
	2 months after close of procedure
	National competent authorities implement the decision on a national level  
	Registration status of product is updated

If applicable, new national licences sent to Applicant
	
	
	

	
	
	
	
	
	


Activity 4 DCP/MRP – Renewal (Andrea/Gary)
	#
	Day
	DCP Step
	Scope of Storyboard
	Responsible
	Status
	

	Pre-procedural Step/ submission phase
	

	1
	Prior to Day 0
	Start of Submission


	Submission to all Member States of required dossier
	
	
	May need a new storyboard to represent this submission

	1a
	
	In some cases; a receipt of application will be sent from the RMS and I’m guessing possible CMS when this application is entered on their respective systems
	
	
	
	Would be covered in principle by the same storyboard as an approval but just a different type of letter

	2
	
	Technical validation of the dossier unit for a MRP (following DCP)
	Technical validation in all Member States
	
	
	Should be the same as this step  for DCP initial providing this generic enough

	3
	
	Business validation of the dossier unit for a MRP (following DCP)
	Business validation in all Member States
	
	
	As above

	4
	
	Notification of critical technical validation failure of a submission unit
	Category A validation issues – unable to load.  Request for replacement submission unit
	
	
	As above

	5
	
	Notification of a major technical validation failure of a submission unit
	Category B validation issues – loaded but request for specific replacement documents
	
	
	As above

	6
	
	Notification of minor technical validation failures of a submission unit
	Category C validation issues – loaded, no immediate request for replacement document but areas applicant may wish to address in future submissions with this (or other) products 
	
	
	As above

	7
	
	Notification of business validation failures of a submission unit for a common document
	Business validation requesting new document common to all countries (eg. Expert signature)
	
	
	As above

	8
	
	Notification of business validation failures of a submission unit for a country specific document
	Business validation requesting replacement of a country-specific document (e.g. application form)
	
	
	As above

	9
	
	Adding submission units to an existing dossier submission – common
	Applicant provides expert statement to all Member States
	
	
	As above

	10
	
	Re-run of validation storyboards (#3 to #8)
	(Comment – this occurs after each submission unit is added)
	
	
	As above

	11
	
	Adding submission units to an existing dossier submission – country specific
	Applicant provides revised application form to specific country
	
	
	

	Assessment Step 1
	

	12
	Day 0
	RMS circulates timetable to CMS and Applicant
	This is usually handled by e-mail correspondence not sure we would want to process this is eCTD but if considered important use new # 15
	
	
	

	13
	Day 40
	Reference Member State forwards preliminary assessment report to Concerned Member States and the Applicant
	Notification to applicant for awareness and CMSs for action
	
	
	

	14
	Until Day 55
	Concerned Member States provide comments to Reference Member State and the Applicant and other CMS’s
	Notification to applicant for action
	
	
	

	14a
	
	Re-run of adding submission unit – common content (#9) 
	
	
	
	You would probably not get any response from applicant at this stage 

So this step may not be needed

	13
	Day 59
	RMS sends request for supplementary information to Applicant

Clock off 30 days max.
	
	
	
	New but possibly covered by 11 in the initial DCP?

	14
	
	Applicant submits Reponses to all MS

Re-run of adding submission unit – common content (#9)

RMS re-starts clock (
	
	
	
	

	15
	
	RMS circulates timetable to CMS and Applicant
	This is usually handled by e-mail correspondence not sure we would want to process this is eCTD but if considered important use new # 15
	
	
	

	16
	Day 60
	Reference Member State forwards finalised assessment report with draft decision to Concerned Member States and the Applicant 
	Notification to applicant for action and CMSs for awareness
	
	
	

	17
	Day 85
	CMS to inform RMS of acceptance or Non-acceptance
	This would normally be handled via e-mail communication
	
	
	

	18
	Day 90
	RMS issues renewal decision or If Consensus is not reached refer to CMD(h)
	If positive at this stage then this will enter the national steps

If negative 
	
	
	NB Either or process

	Processes for referral
	

	19
	Day 0
	RMS sends List of Questions (LOQ) to MS and CMD(h)
	
	
	
	

	20
	Day 10
	CMD(h) sends LOQ to applicant
	
	
	
	The RMS sends out lists in other activities

	21
	Day 20
	LOQ tabled for discussion at CMD(h)
	
	
	
	

	22
	Day 25
	Applicant prepares response to LOQ

Re-run of adding submission unit – common content (#9 for initial) but this also goes to CMD(h) as well as MSs
	
	
	
	

	23
	Day 35
	RMS circulates updated assessment report to CMD(h)  all MS and applicant
	
	
	
	

	24
	
	CMD(h) members of each MS circulates response 7 days before meeting 
	Not be done via eCTD
	
	
	

	
	
	Meeting takes place
	No additional action within an eCTD
	
	
	

	25
	Day 55
	RMS circulates  final positions to CMS and Applicant
	
	
	
	

	26
	Day 60
	Procedure concluded with final agreed position
	If positive MS conduct national stage

If refused then see step below
	
	
	

	27
	
	CMD (h) consensus is not reached, applicant provided with list of issues and into Referral to CHMP under Article 29
	(Comment : referral not included in this set of storyboards)
	
	
	

	National Step (approval)
	

	28
	X days after close of procedure
	Re-run of Adding submission units to an existing MRP submission – country specific (#10)
	Multiple parallel submissions to all Members States of translations of national product information (do we want to included this in the storyboard even if we may not include it in the final implementation guide?
	
	
	At this stage there should be no further communication 

	29
	
	Reference Member State and Concerned Member States sends individual product authorisation to Applicant
	Product approved

National licences sent to Applicant

Status changed
	
	
	


Activity 5 DCP/MRP – Extension (Klaus)
	#
	Day
	MRP Step
	Scope of Storyboard
	Responsible
	Status

	Pre-procedural Step

	1
	
	Applicant request start of a Line Extension to RMS

Applicant updates dossier and sends it to RMS in order to draft a new (part of) the Assessment Report
	Additional data are concentrating on changes to strength, pharmaceutical form and route of administration; changes of the active substance will mostly result in new applications.

Such applications will be evaluated in accordance with the same procedure as for the granting of the initial marketing authorisation to which it relates.
	
	

	2
	-14
	Applicant create a new MRP submission

Re-run of validation storyboard (#1)


	Submission to all Concerned Member States and RMS. 


	
	

	3
	
	RMS sends Assessment Report to all CMS
	Submission to all Concerned Member States .
	
	

	
	
	Re-run of validation storyboards (#3 to #8)
	
	
	

	
	
	Re-run of adding submission unit – common content (#9)
	
	
	

	
	
	Re-run of validation storyboards (#2 to #8)
	
	
	

	
	
	Reference Member State informs Concerned Member States of incoming procedure by creating CTS record
	Re-run of CTS story board nr?


	
	

	
	
	Concerned Member States confirm receipt of valid notification in CTS
	Re-run of CTS story board nr?


	
	

	Assessment Step 1

	4
	Day 0
	RMS circulates timetable to CMS and Applicant

Re-run of validation storyboards (#11a)
	
	
	

	5
	 < Day 59
	Concerned Member State provide feedback on the application and assessment report to Reference Member States and the Applicant
	
	
	

	6
	
	Applicant provides feedback to the Concerned Member States
	Applicant will response on list of questions
	
	

	7
	< day 90 
	Re-run of RMS consults with CMSs and Applicant and reaches consensus (#?)
	If a CMS is not able to recognise the product with its revised SPC, labelling and package leaflet because the CMS considers that the product will cause a potential serious risk to public health (PSRPH), the procedure will be referred to CMD(h) for discussion. If no agreement can be reached at CMD(h), the matter may be referred to CHMP for arbitration
	
	

	National Step

	
	
	Re-run of Adding submission units to an existing Mutual Recognition Procedure submission – country specific (#10)
	Multiple parallel submissions to all Members States of translations of national product information
	
	

	
	
	Re-run of Concerned Member States sends comments on translations to Applicant
	Multiple parallel sets of comments provided 
	
	

	
	
	Re-run of Adding submission units to an existing Decentralised Procedure submission – country specific
	
	
	

	
	< 30 days after close of procedure
	Re-run of Concerned Member States sends individual product authorisation to Applicant
	Product approved 

National licences sent to Applicant

Status changed
	
	


Activity 6 MRP – Repeat Use Procedure (Remco)
	#
	Day
	MRP Step
	Scope of Storyboard
	Responsible
	Status

	Pre-procedural Step

	1
	
	Applicant request start of a RUP to RMS

Applicant updates dossier and sends it to RMS in order to update the Assessment Report
	Prerequisite is there are no ongoing submissions (i.e. variations).


	
	

	2
	-14
	Applicant create a new MRP submission

Re-run of validation storyboard (#1)


	Submission to all new Concerned Member States and RMS. Not to already approved CMS.

For the RUP application, all previous created sequences are resubmitted.

	
	

	3
	
	RMS sends Assessment Report to all new CMS
	Submission to all new Concerned Member States and RMS. Not to already approved CMS.

Original procedure + all variations and if applicable renewal are included.
	
	

	
	
	Re-run of validation storyboards (#3 to #8)
	
	
	

	
	
	Re-run of adding submission unit – common content (#9)
	
	
	

	
	
	Re-run of validation storyboards (#2 to #8)
	
	
	

	
	
	Reference Member State informs Concerned Member States of incoming procedure by creating CTS record
	Re-run of CTS story board nr?


	
	

	
	
	Concerned Member States confirm receipt of valid notification in CTS
	Re-run of CTS story board nr?


	
	

	Assessment Step 1

	4
	Day 0
	RMS circulates timetable to CMS and Applicant

Re-run of validation storyboards (#11a)
	
	
	

	5
	 < Day 59
	Concerned Member State provide feedback on the application and assessment report to Reference Member States and the Applicant
	
	
	

	6
	
	Applicant provides feedback to the Concerned Member States involved in the RUP
	Applicant is not allowed to make changes to the dossier.
	
	

	7
	< day 90 
	Re-run of RMS consults with CMSs and Applicant and reaches consensus (#?)
	If a new CMS is not able to recognise the product with its current SPC, labelling and package leaflet because the CMS considers that the product will cause a potential serious risk to public health (PSRPH), the procedure will be referred to CMD(h) for discussion. If no agreement can be reached at CMD(h), the matter may be referred to CHMP for arbitration
	
	

	National Step

	
	
	Re-run of Adding submission units to an existing Mutual Recognition Procedure submission – country specific (#10)
	Multiple parallel submissions to all Members States of translations of national product information
	
	

	
	
	Re-run of Concerned Member States sends comments on translations to Applicant
	Multiple parallel sets of comments provided 
	
	

	
	
	Re-run of Adding submission units to an existing Decentralised Procedure submission – country specific
	
	
	

	
	< 30 days after close of procedure
	Re-run of Concerned Member States sends individual product authorisation to Applicant
	Product approved 

National licences sent to Applicant

Status changed
	
	


Appendix Rejected or Old information

Maintaining an Authorised Product in MRP –submit ‘grouped’ variation for single product
	#
	MRP Step
	Scope of Storyboard
	Responsible
	Status

	34
	Create a new MRP submission 
	Submit to all Member States
	Klaus Menges
	Draft v0.1


Rejection of Whole Variation – for a single product

Withdrawal of Whole variation– for a single product
Repeat use Procedure
Renewal of Product Licence

Submit Line Extension

Rejection of Partial Variation– for a single product

Withdrawal of Partial Variation– for a single product

Reclassification of Variation Type

Maintaining an Authorised Product in MRP –submit ‘grouped’ variation for multiple product

Maintaining an Authorised Product in MRP –submit ‘worksharing’ variation for multiple products

Rejection of Whole Variation – for a multiple products

Withdrawal of Whole variation– for a multiple products

Rejection of Partial Variation– for a multiple products

Withdrawal of Partial Variation– for a multiple products

Change of MAH (country-specific
Transfer of RMS

Withdrawal of a Marketing Authorisation – applicant initiated

National Procedure

Nationally Authorised Product into MRP

Referral

Centralised Procedure (differences only)
1

