
CESSP application 

dataset for variations 

and renewals (H & V)* 

eSubmission Roadmap - timelines 
(reflecting final adopted version 2.0 dated 24-02-17) 

 2017 2018 2019 2020 

Single Submission Portal  

with full integration  

of eAF and SPOR* 

for all submissions  

(human and vet) 

All submissions (human) in CP, DCP, MRP  and NP  in eCTD  

Ongoing or optional 

Mandatory 

CESP (human and vet) 

eGateway  

(CP, human and vet) 

NCA use of Common Repository for all CP submissions 

(human and vet) 

All submissions (vet) in CP, DCP, MRP  and NP in VNeeS 

All other MRP and all NP 

 submissions in eCTD (human) 

eAF in all procedures (human and vet)* 

All submissions in CP and new MAA in DCP and MRP  
(human) in eCTD 

Use of eCTD v.4  

CP (human)** 

All MRP submissions (human) in eCTD 

NCA use of Common Repository for CP 

submissions - human 

NCA use of CR 

for CP -vet 

eAF variations and renewals 

eGateway 

CESP 

 

 eAF * 

CESSP * 

eCTD 

v.4 

CESSP application dataset for all 
new MAA (human and vet)* 

*)  The SPOR project will stepwise (see specific Roadmap) deliver master data services (RMS, OMS, SMS, PMS) to be 

integrated with the eAF and CESSP during the roadmap period. 
**)  Timelines subject to planning     

All submissions in CP, DCP, MRP (vet) in VNeeS 

All NP submissions (vet) 
in VNeeS 

eCTD 

v.3.2 

VNeeS 

CR 

 One integrated 

portal with Single 

user registration 

Planning and preparation for  

the implementation of  eCTD v.4  

Use of eCTD v.4 

MRP, DCP (human)** 

All new MAA in NP 

(human) in eCTD 

All other NP 
submissions in 
eCTD (human) 

All NP 
submissions in 
eCTD (human) 

All other NP 
submissions in 
VNeeS (vet) 

All new MAA in NP 

(vet) in VNeeS 

http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000645.jsp&mid=WC0b01ac058078fbe2

