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Purpose 
The aim of this document is to summarise the changes applied to the Data Exchange 
Standard covering all 4 forms for version 1.23.0.0 of the Electronic Application Forms. 
 
It should be noted this document in no way replaces the current DES documents for each of 
the respective forms. 
 
In all instances, and to facilitate understanding, an extract of the original schema definition 
is supplied, along with the updated version. 
 
The document is split into five sections, one for common changes across more than one form 
and one for each of the specific forms affected by the DES changes: 

• Common changes across more than one form. 
• MAA Human. 
• MAA Vet. 
• Renewal. 
• Variation. 

 
 
To enable cross reference to the release notes for 1.23.0.0, this document will reference the 
corresponding Change Request/defect reference number associated with the DES change. 
 
Change Requests 

1. SD-159756 
2. SD-145156 
3. SD-140624 
4. SD-170597 

 
Defects     

5. SD-165173 
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1. eAF_dictionary XSD changes: 
 
a) OMS additional field introduced for all four  forms (SD-170597):  
For all OMS Address fields there is now an additional field used to capture the date the 
organisation was last modified. This new field shall not be displayed in the eAF and is a 
change in the XML schema only. 
 
Original eaf_Dictionary xsd schema definition: 
 

 
 
Updated eaf_Dictionary xsd schema definition: 
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b) Removal of Fax number from all OMS Addresses across all forms (SD-
145156) – NTA change: 
 
Original eaf_Dictionary xsd schema definition: 

 
 
Updated eaf_Dictionary xsd schema definition: 

 
 
c) Addition of EMA Product Number in Human form (SD-145156) – NTA 
change:  
Addition of a new EMA Product Number field in the Human Form 
 
Original eaf_Dictionary xsd schema definition: 
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Updated eaf_Dictionary xsd schema definition: 
 

 
 
d) Addition of Procedure Number for Human & Vet MAA forms (SD-145156) 
– NTA change:   
Addition of a Procedure Number field if MRP\DCP in the Human & Vet Forms 
 
Original eaf_Dictionary xsd schema definition: 

 
 
Updated eaf_Dictionary xsd schema definition: 

  
 
e) Addition of Base/active moiety of active substance(s) Human & Vet MAA 
forms (SD-145156) – NTA change: 
Addition of a Base/active moiety of the active substance(s) field in the Human & Vet Forms 
in section 2.1.2 and 2.6.1 
 
Original eaf_Dictionary xsd schema definition: 

 
 
Updated eaf_Dictionary xsd schema definition: 
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d) Addition of address section in 2.5.3 under ASMF in Human form  
(SD-145156) – NTA change: 
Addition of address fields in 2.5.3 section under ASMF in the Human Form 
 
Original eaf_Dictionary xsd schema definition: 

 
 
Updated eaf_Dictionary xsd schema definition: 
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e) Addition of address section in 2.5.3 under ASMF in #VET Form 
(SD-145156) – NTA change: 
Addition of address fields in 2.5.3 section under ASMF in the Vet Form 
 
Original eaf_Dictionary xsd schema definition: 

 
 
Updated eaf_Dictionary xsd schema definition: 
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f) Check box has been added in section 2.4.4 in Human form 
(SD-145156) – NTA change: 
Check box has been added in section 2.4.4 in the Human Form 
 
Original eaf_Dictionary xsd schema definition: 

 
 
Updated eaf_Dictionary xsd schema definition: 
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2. MAA-Human – Human XSD changes 
 
a) Addition of Medical Device fields for Human form (SD-145156) – NTA 
change: 
 
Original maa_human xsd schema definition: 

 
 
Updated maa_human xsd schema definition: 

 
 
 
b) New active substance and known active substance  radio buttons moved 
to 2.1.2 in  Human MAA forms (SD-145156) – NTA change 
 
b) SubstanceType added in  Human MAA forms (SD-145156) – NTA change: 
Human form – Claim for new active substance is deleted in section 1.4.1 and added in 2.1.2, 
Known active substance has been added and SubstanceType field has been added. 
 
Original maa_Human xsd schema definition: 
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Updated maa_human xsd schema definition: 
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3.MAA-VET – VET XSD Changes 
 
a) New active substance and known active substance radio buttons moved 
to 2.1.2 (SD-145156) – NTA change 
 
b) SubstanceType added in Vet MAA forms (SD-145156) – NTA change: 
VET form - Claim for new active substance radio button is deleted in section 1.3.1 and added 
in 2.1.2, Known active substance has been added and substance Type has been added. 
 
Original vet_Human xsd schema definition: 

 
 
Updated vet_human xsd schema definition: 

 
 
b) Addition of EMA Product Number in Vet MAA form 
(SD-145156) – NTA change:  
Addition of a new EMA Product Number field in the Vet Form 
 
Original vet xsd schema definition: 

 
 
Updated vet xsd schema definition: 
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4. RENEWAL – Renewal_Human_Vet XSD 
 
a) New check boxes has been added in Present and proposed section  
(SD-145156) – NTA change 
New check boxes has been added in Renewal Form 
 
Original Renewal xsd schema definition: 

 
 
Updated Renewal xsd schema definition: 
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b) New Ph.Eur Certificate and ASMF section has been added in Renewal 
form (SD-145156) – NTA change 
New Ph.Eur Certificate and ASMF section has been added in Renewal form 
 
Original Renewal xsd schema definition: 

 
 
Updated Renewal xsd schema definition: 
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5.Variation Form - Variation XSD -Changes 
 
a) OMS integration in variation form  (SD-140624):  
For the variation form only; the present & proposed sections have been amended to allow 
for an entry of an OMS organisation; This is aligned with other OMS Address sections. 
 
Original eaf_Dictionary xsd Schema definition: 
 

 
 
Updated/Amended eaf_Dictionary xsd schema definition: 

  
 


