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European Medicines Agency practical guidance on the 

application form for centralised type IA and IB variations 
 
This document is intended as guidance to facilitate the completion of the application form for type IA 

and IB variations to be submitted in the Centralised Procedure and should be read in conjunction with 

the EMA/CMDh Explanatory Notes on Variation Application Form (CMDh/EMA/133/2010). 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

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 

http://www.ema.europa.eu/contact
http://www.hma.eu/96.html
http://www.ema.europa.eu/how-to-find-us
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Please leave blank. The procedure number 
will be assigned by the Agency upon receipt 
of the application. 
 

For Worksharing (WS) or IG 

applications only: the pre-allocated WS 
or IG number should be included. 

All applicable options 

should be indicated by 
ticking the appropriate 
boxes 
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Select MAH from OMS by 

clicking ‘find organisation’ 

Contact details of the 
authorised contact 
person registered with 

the Agency should be up- 
to-date. 

If you need to notify us 
of a change, follow the 
instructions on our 
website “Notifying EMA 
of changes to contact 

persons” 

Only click here if the Contact 
Point is located at the MAH 
address. 

Otherwise, include name 
of contact point and select 
affiliated organisation 

from OMS by clicking ‘find 
organisation’ 

https://www.ema.europa.eu/en/human-regulatory/post-authorisation/contacting-ema-post-authorisation
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/contacting-ema-post-authorisation
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/contacting-ema-post-authorisation
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Only the presentation(s) (EU number(s)) affected by the change(s) should be listed. Please do not 

include by default the latest Annex A with the list of all approved presentations. 

 

For applications relating solely to the addition of new presentation(s), only the new presentation(s) 
should be indicated (EU number(s) confirmed with the Agency prior to submission). 

 

If different changes apply to different presentations, all affected presentations should be listed in the 
table and a detailed description of the changes, together with an explanation of which change(s) 
apply/ies to which presentation(s), should be included in the 'Precise scope' section of the 
Application Form. 
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For variations concerning a single product, identical scope(s) (change(s)) 
should be repeated as many times as needed. 

 

For IG applications (1 or >1 Type IA/IAIN variations affecting >1 product of 
the same MAH) or WS applications (a (group of) Type IB and/or Type II 
and/or Type IA/IAIN variations affecting >1 product of the same MAH), the 
same scope(s) (change(s)) must be applied to all products concerned by 
the application. The scope(s) applied for should not be repeated for each 

product as this will incur into unnecessary fees being invoiced. 

 

 
 

Implementation dates for Type IA/IAIN variations should be included here 

(see guidance for the ‘Meaning of “implementation” for Type IA variations’) 

 

 

 

 

 

 

 

 

 

 
By ticking these boxes, the applicant confirms that 
the applicable conditions are met and required 
documentation provided. 
Explanations on the conditions and required 
documentation can be added as applicable or a 
reference on where the information can be found. 
 

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf


European Medicines Agency practical guidance on the application form for centralised type IA and IB variations 
EMA/233564/2014 Page 8/16 

 

 

Implementation dates for Type IA/IAIN variations should be included here 
(see guidance for the ‘Meaning of “implementation” for Type IA variations’) 

Art. 5 box should be ticked when the classification was 
subject to a CMDh Article-5 recommendation 

procedure: http://www.hma.eu/293.html 

 

 
 

Implementation dates for Type IA/IAIN variations should be included here 
(see guidance for the ‘Meaning of “implementation” for Type IA variations’) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
By ticking these boxes, the applicant 
confirms that the applicable conditions  are 
met and required documentation 
provided. 
Explanations on the conditions and 
required documentation can be added as 
applicable or a reference on where the 
information can be found. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
file:///C:/Users/balzan/AppData/Local/Microsoft/Windows/INetCache/Content.Outlook/BIDPM221/http
http://www.hma.eu/293.html
http://www.hma.eu/293.html
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
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Implementation dates for Type IA/IAIN variations should be included here 
(see guidance for the ‘Meaning of “implementation” for Type IA variations’) 

By ticking these boxes, the applicant confirms that the 
applicable conditions are met and required documentation 
provided.  
Explanations on the conditions and required documentation 
can be added as applicable or a reference on where the 
information can be found. 

https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/european-medicines-agency-post-authorisation-procedural-advice-users-centralised-procedure_en.pdf
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Describe details 
(background) of the 
change(s) applied for. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 

The precise scope should be clear and detailed. A 'Guidance for applicants for the preparation of the 'precise scope' 
section of the variation application form' has been prepared to support marketing authorisation holders in completing 
this section. 

 
When there is a grouped procedure, the changes should be made clear in the 'Precise scope' section and should 

correspond to the 'Present and proposed' table. 

For Type IB grouped applications a justification for grouping should be provided. 

For type IA grouped applications, there is no need to provide a justification for grouping. 

 
For IG applications (1 or >1 Type IA/IAIN variations affecting >1 product of the same MAH) or WS applications (a 

(group of) Type IB and/or Type II and/or Type IA/IAIN variations affecting >1 product of the same MAH), the same 
scope(s) (change(s)) must be applied to all products concerned by the application. The scope(s) applied for should 
not be repeated for each product as this will incur into unnecessary fees being invoiced. 

 
If the product information is updated, the sections of the SmPC should be specified along with a description of the 
change. In case there are additional updates to specific languages this should also be briefly mentioned in the “Precise 
scope”. 

http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/06/WC500230052.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/06/WC500230052.pdf
http://www.ema.europa.eu/docs/en_GB/document_library/Regulatory_and_procedural_guideline/2017/06/WC500230052.pdf


European Medicines Agency practical guidance on the application form for centralised type IA and IB variations 

EMA/233564/2014 Page 11/16 

 

 

 

 

 

 

 

 

 
In the “Present and proposed” table, 
the Applicant should: 

- indicate the dossier section numbers 
at the lowest possible level according 
to eCTD 

- followed by the scope number 

- followed by the actual current 
and proposed wording as per 
footnote (note: general 

statements that ‘the section has 
been updated’ or ‘a summary of 
the updated sections’ are not 
acceptable); 

- list all the changes declared in the 
“Precise scope” section. If the 
description of changes is extensive, it 
is possible to include an Annex to the 
application form. 
- highlight all changes (underline 
additions and strikethrough 
deletions). 

I 

N/A 

Scope classification (B.II.a.3.a.1) doesn’t affect manufacturers and 

no site from OMS is selected; therefore, the declaration should be 
ticked 
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Scope classification (B.I.a.3.a) doesn’t affect manufacturers 
and no site from OMS is selected; therefore, the 
declaration should be ticked 

N/A 
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For administrative change in the 
name and/or address (A scopes): 
select old site from OMS (if available), 
otherwise insert manually 

 

For addition of a new site: leave 
blank and only select new site in the 
‘proposed’ column. 

 
For replacement of a site: select old 
site in OMS (if available, otherwise insert 
manually) in the ‘present’ column, and 
the new one in the ‘proposed’ column 

 

For deletion of sites: from OMS, select 
site which needs to be deleted (or insert 
manually) in the present column and 
leave the ‘proposed’ column blank 

 

 

When the ASMF is affected by the change(s), the EMEA 

or EU ASMF number should be included here 

Select new manufacturing site from OMS by clicking 
on ‘Find Organisation’ 
If the site is not yet registered in OMS, refer to the 
published guidance on the EMA Website. 
IMPORTANT: the new site MUST BE registered in OMS 
before the variation is submitted. 

 

 

 

 

 

 
This box should ONLY be 
ticked if the scope of the 
variation does NOT affect 
the list of manufacturing 
sites or the MAH. 

As scope classification 
(B.II.b.1.a) affects 
manufacturers, select site 
from OMS and DO NOT 
tick declaration box 

 

 

 

 

 

 

 

 

 

 

 

 

 

The applicant should list here any ongoing 
application(s). It is of particular importance to ensure 
that in case the current application affects the PI, the 
applicant makes certain that changes from the latest 
approved procedure1 or parallel procedure(s) are 
included in the PI submitted. 

 
1 Procedures without immediate Commission Decision 
(CD) are considered approved at the time of 
Opinion/Notification. Procedures with immediate CD are 
considered approved at the time of CD. 

https://www.ema.europa.eu/en/human-regulatory/research-development/data-medicines-iso-idmp-standards/spor-master-data/organisation-management-service-oms
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Tick boxes 
should be 
marked as 
applicable. 

 

 
 

 

This box should always 
be ticked for IG and WS 
submissions. 

 

 
 

 
 

This section will only appear in case 
Type IB or Type II applications are 
ticked in Section 1 of the application 
form as this is where the 
implementation date for these 
procedures should be inserted. 

 
For Type IA/IAIN changes, the 

implementation date should be 
included in the appropriate field in 
Section 3. 
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This box should always 
be ticked for IG and 
WS submissions. 

If the application form is signed on 
behalf of the authorised contact person, 
an official letter of authorisation should 
be provided to confirm the delegation 
of signature. 

 

Please ensure that the same details 

appear in this section and in section 1. 
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The following documents are to be annexed to the Application form in order to facilitate the 

review of the application: 

 

 

Letter of Authorization or Power of Attorney, should be attached when the application form is 

signed on behalf of the authorised contact person; 

Any other document which does not fit within the eCTD structure, but facilitates validation (e.g. 

justification for deleting a finished product specification parameter). 

 
 

General points to consider when completing the application form: 
 

➢ The application form should be consistent with the cover letter. Providing confusing or contradictory 

information can delay the procedure; 

➢ All changes listed under the 'Precise scope' section and in the 'Present and proposed' table should 

be reflected under the Types of changes section, by their corresponding scope indent, as per 

Variations Guidelines; 

➢ Please also consult the EMA/CMDh explanatory notes on Variation Application Form for further 

assistance. 

➢ Product information - please do not submit Annex IV as part of the Product Information Annexes. 

Please ensure to include the filled and signed Checklist for Type IA and IB PI and Annex A (europa.eu) when 
Product Information Annexes are affected; absence of this checklist will result in validation request for 
supplementary information and delay in the procedure. 

http://www.hma.eu/fileadmin/dateien/Human_Medicines/CMD_h_/procedural_guidance/Variations/CMDh_133_2010_Rev6_2013_07_clean_a.pdf
https://www.ema.europa.eu/en/documents/template-form/checklist-submission-type-ia-type-ib-without-linguistic-review-product-information-annexes-annex-if_en.pdf

