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eAF Release Notes – Summary 
 

This document illustrates the differences between eAF v1.22.0.1 and v1.23.0.0 by using before and after screenshots of the forms.  

The scope of release v1.23.0.0 contains the following change requests: 

1. SD-159756 - Add Switzerland (CH) to drop-down list under 2.5.1 b 
2. SD-140624 - OMS-integration in the variation form - present and proposed 
3. SD-170597 - eAF OMS Integration for org last mod and addresses 
4. SD-145156 - NTA changes for All 4 eAF forms 
5. SD-186883 - Remove\Hide OMS entry related fields from eAFs where no OMS data exists 

The release also contains a number of bug fixes reported through internal and external testing. These details can be found in the accompanying release 
notes accessed via the eAF esubmission website. 

  

http://esubmission.ema.europa.eu/eaf/index.html
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1. SD-159756 - Add Switzerland (CH) to drop-down list under 2.5.1 b – This change is applicable for Human & Vet MAA forms only. 

eAF 1.22.0.1 eAF 1.23.0.0 

  
 

2. SD-140624 - OMS-integration in the variation form - present and proposed sections 

eAF 1.22.0.1 eAF 1.23.0.0 
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3. SD-170597 - eAF OMS Integration for org last mod and addresses 

This change is in the XML schema file – there is no visible change in the form, therefore no screenshot. 

4. SD-145156 - NTA changes for All 4 eAF forms 
a. Common changes across more than one form 

i. Changes applicable to Human & Vet MAA forms only 

eAF 1.22.0.1 eAF 1.23.0.0 

 
 

 

  
In v1.22.0.1 when selecting the "Populate data in sections 2.1.2, 2.2.1 and 
2.6.1" button from the Declaration & Signature section - the form would copy 
data to each respective section including the Proposed (invented) name, Active 
Substance, Pharmaceutical Form, Strength & Unit. 

However in v1.23.0.0 - when selecting the "Populate data in sections 
2.1.2, 2.2.1 and 2.6.1" button - the form will copy data into each 
respective section with the exception of the Active substance field in 
section 2.2.1 only. Users will need to manually enter and select an 
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active substance for this field. 
Users also now have the ability to provide the base\active moitey 
details of the Active substance. 
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ii. Changes applicable to all 4 forms 

eAF 1.22.0.1 eAF 1.23.0.0 
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b. Human MAA 

eAF 1.22.0.1 eAF 1.23.0.0 
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c. Vet MAA 

eAF 1.22.0.1 eAF 1.23.0.0 
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d. Variation Form 

eAF 1.22.0.1 eAF 1.23.0.0 
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e. Renewal Form 

eAF 1.22.0.1 eAF 1.23.0.0 
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5. SD-186883 - Remove\Hide OMS entry related fields from eAFs where no OMS data exists 
a. For the following sections: 

i. MAA-Human form - Section 2.4.1 - payment section only and in section 2.5.4 for CROs 
ii. MAA-VET form - Section 2.4.1 - payment section only and in section 2.5.4 for CROs 

iii. Renewal form - payment section only 
iv. Variation form - payment section only 

The ability to use the OMS lookup entry has been removed as these types of organisations are not yet present in the OMS dictionary. 
Therefore for these entries, Users will be required to enter free text fields only. 

eAF 1.22.0.1 eAF 1.23.0.0 

  
 


