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Summary of changes in v1.25.0.0

The v1.25.0.0 is called ‘Medical Devices’ release as the main trigger for this new 
version was the introduction of the Medical Device regulation Art 2(1) of Regulation 
(EU) 2017/745 which triggered a Notice to Applicant review of the Human application 
forms. Number of improvements/changes agreed previously were also included in this 
particular release. 
This release contains a new version of all 4 application forms (H&V).
The detailed changes are listed in the release notes and in the following slides.

The forms become available for use on 1st of October 2021 and the mandatory use of 
this version starts on 1st of November 2021.
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Accessing control terminology lists – very important

• In order to access the control terminology lists, the forms must be trusted first
• Please save the form on your local drive – potentially with another name – and open the 

saved form using adobe reader DC. It is important to use adobe (acrobat) reader 
DC to edit the forms instead of adobe acrobat or adobe acrobat pro as using these will 
result in issues with locking the forms and may lead to rejection

• Once you open the form, there should be an exclamation mark on the top of the left 
hand pane. If the pane is closed, click the small sideways arrow to open the pane

• When you click exclamation mark, a yellow banner will open across the top, please select 
trust this document one time only
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Important reminders about using the eAF forms

• The eAFs should be edited using Adobe (Acrobat) Reader DC
• Please note that the forms must be signed using an image of a signature or a signature 

snippet. Adobe sign or other digital signature tools must not be used
• Please note that imports of data from an older version do not work so well when there are 

significant changes to the form from the previous version. For example, it is not 
recommended to import data from previous versions of the forms due to very extensive 
DES changes. If you however, decide to use the importing feature, please note that you 
may need to repeat the export-import action, meaning you first import from an older 
version to the version 1.25.0.0. Then again export from the v1.25.0.0 to a newly opened 
v1.25.0.0 – this should in most cases solve the issue. Please check all the fields carefully 
and use ‘update lists’ feature if needed.

• If you experience any issues with the forms – please report these to the EMA Service 
Desk portal immediately

• If you notice that there scopes missing from the variations form, please report these to 
the EMA Service Desk portal immediately. In most cases the missing scopes are not 
intentional!
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Accessing control terminology lists – very important

• If you repeatedly get this error message;

• It most likely indicates that you have an issue with trusting the document or that you 
will need to add the following url: 
http://eaf.ema.europa.eu/eaf/services/EutctService?wsdl on your trusted list.

• If your local IT policy forbids you from making changes to a security setting, it is 
recommended that you contact your local IT service desk and request that they allow 
access to the following url: http://eaf.ema.europa.eu/eaf/services/EutctService?wsdl

• Depending on your IT infrastructure you may need to take some additional steps to allow 
access to the lists.
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New, repeatable section 2.2.3.7 Proposed storage conditions after reconstitution or dilution

It is now possible to repeat the section for Ph.Eur. Certificate of suitability in section 2.5.3 

(+/- buttons has been added)
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Details of the changes – MAA form H&V
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In both, renewal and variation forms, the Proof of payment section has been made more 
visible (the Proof of payment tick box is ticked by default and can be unticked if not relevant)

In the renewal form an incorrect business rule in section 3. Qualitative and Quantitative 
composition in terms of the Active Substances and Excipients: the excipient is always an 
optional field
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Details of the changes – Renewal and Variation form 
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• Updated section 2.2.4 Medical Devices 

• New section 2.2.5 Companion Diagnostics
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Details of the changes – MAA human form
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New ‘Changes concerns’ tick box has been added to indicate ‘Medical Device’. This new tick box 
is always visible and when selected, a new section 4.d is shown to include details on Medical 
Devices and Companion Diagnostics

When Type of Application is ‘Type II’ a new value is available for selection in Changes concerns 
section: “Variation to changes related to the active substance of a human coronavirus vaccine”

Title fields in the form are now optional

8

Details of the changes – Variation form human domain 
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• New section 4.d Medical Devices 

• New section 4.d Companion Diagnostics
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Details of the changes – MAA human form
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Details of the changes – Variation form human domain 

If “National Authorisation” or “National 
Authorisation in MRP/DCP” (or both) are 
selected and Type of Application is ‘Type II’ a 
new section under proof of payment  has been 
added to allow the applicant to declare parallel 
variations; “Declaration of the applicant about 
submission(s) of the same type II variation 
application for the same product in other 
Member States – for MRP/DCP/purely 
nationally authorised products” 
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Details of the changes – Variation form human domain 

If “National Authorisation” or “National 
Authorisation in MRP/DCP” (or both) are selected 
a new section “Information on harmonisation of 
product information for MRP/DCP/purely 
nationally authorised products under proof of 
payment has been added to allow the applicant 
to provide information on harmonisation of 
product information “Information on 
harmonisation of product information for 
MRP/DCP/purely nationally authorised products’
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Any questions?

EMA Service Desk

Official address Domenico Scarlattilaan 6  ● 1083 HS Amsterdam  ● The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question  Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000

Further information

Follow us on @EMA_News

https://servicedesk.ema.europa.eu/
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