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Notes from the Paul-Ehrlich-Institut on the submission 
of variations for medicinal products authorised purely 
nationally pursuant to Chapter IIa of Directive (EC) No. 
1234/2008 of the Commission 
 
Please note the following supplementary information on the submission of variations for national 
marketing authorisations with regard to the design of documents to be used for the application. 
 
General notes 
Covering letter 

The PEI is requesting you to include the following information – with hyphens between the 
words – in the subject line of the covering letter: 
 
• <Short name of the marketing authorisation holder> 
• <G or WS> in the case of grouping or worksharing 
• <Date of application using this format YYYYMMDD> 
• <number in ascending order> (two-digit), if additional notifications were submitted on 

the same day. 
Example for the information in the subject line: Testmed-G-20130804-01 
 
This information must provided in the case of a submission via the "Common European 
Submission Platform" (CESP) in the field "Procedure Number". 
 
The procedure number does not necessarily have to be indicated, however, this is desirable. 
 
Submission of parallel applications 

If multiple parallel applications are submitted simultaneously, the required documents must be 
submitted separately for each single application. The submission of a joint documentation for all 
parallel applications is in principle not permitted. 
 
Design / Composing the supportive documents 

For submissions containing a number of changes within a Module 3 section, the Paul-Ehrlich-
Institut is requesting the additional submission of the concerned documents as track change 
version. These track change versions must be inserted in the eCTD in Module 1 as annex to the 
application form. This note especially applies to documents in which many changes are made 
on the texts in various sections or individual data were changed in tables. 
 
Suggestion for names for the track change documents in the eCTD sequence: XXXX 
<Sequence number> 1.2 Application form_Annex X.X.Y.X.X ZZZZZ 
<Sec. No. and Title>_Var XXX <Variation number>_Highlighted 
 
Notes on the various variation procedures 
Please note the following supplementary information. 
 

http://www.pei.de/
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Type IA Variations – Article 13a 

• The notification is performed in the same way as for European variations after 
implementation (do and tell). 

• Minor variations, which require immediate notification (Type IAIN), must be notified 
immediately after the variation has been performed. 

• Variations of Type IA not requiring immediate notification must be notified within 12 
months. 

• The notification is validated and the marketing authorisation holder is informed within 30 
days after receipt at the PEI. 

 
Type IB Variations – Article 13b 

• Validation within 7 days after receipt of the notification. The marketing authorisation 
holder is informed on the result. 

• The variation is reviewed within 30 days after validation of the notification. In the case of 
non-conformities, the marketing authorisation holder will receive a list of questions. 
However, he will not receive an assessment report. 

• If non-conformities exist, these can be corrected within 30 days. 
• After that, the variation will be validated again, and a decision will be made within 30 

days on whether the variation is acceptable. 
• If no negative criticism by the PEI is received within 30 days, the variation is accepted 

(implied authorisation). 
 
Type II Variations – Article 13c 

• Validation within 14 days after receipt of the notification. The marketing authorisation 
holder is informed on the result. 

• The variation is reviewed within 60 days after validation of the notification. In the case of 
non-conformities, the marketing authorisation holder will receive a list of questions. 
However, he will not receive an assessment report. 

• If non-conformities exist, these can be corrected within 60 days ("clock stop"). An 
extension of the deadline can only be made after agreement by the PEI. 

• After that, the answers are validated and a decision is made within 60 days as to 
whether the variation is accepted. 

• The above 60-day procedure can be shortened to 30 days or extended to 9 days (e. g. 
if the indication is extended or in the case of complex grouped variations). 

 
Grouped variations (Grouping) – Article 13d 

• With regard to the possibility of grouping multiple variations, the same requirements and 
acceptance criteria exists as for European procedures (cf. Annex III of Regulation (EC) 
No. 1234/2008, Examples for acceptable and not acceptable groupings for MRD/DCP 
products). 

• In addition, for purely nationally authorised medicinal products, the marketing 
authorisation holder can group the same variations (including Type IB and Type II 
variations) of one or multiple marketing authorisation and then transmit them at the 
same competent authority in one single submission, if the competing authority agrees to 
such single submission (so-called “horizontal grouping”). 

• Pursuant to Article 13d (2c) variation of purely nationally authorised medicinal products 
cannot be combined in the “grouping procedure” with medicinal products authorised 
within the centralised marketing procedure or with medicinal products authorised within 
the MRP/DCP. 
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Worksharing procedure – Article 20 

• Purely national marketing authorisation procedures can be included in the worksharing 
procedure for medicinal products authorised in the centralised marketing authorisation 
procedure and/or the MRP/DCP – Article 20 (1a) and (1b). 

• A worksharing procedure is also possible if the variations refer to purely national 
marketing procedures which one and the same marketing authorisation holder holds in 
more than one EU member state – Article 20 (1c). 

• If the variations concern only medicinal products purely authorised nationally in 
Germany, the above mentioned “horizontal grouping” procedure shall be performed. 

• For the “worksharing procedure” with purely national marketing authorisations, the 
same rules apply, including the assignment of the worksharing procedure number as for 
medicinal products authorised within the centralised procedure or the MRP/DCP (cf. 
Chapter 7, CMDh “Best Practice Guide on Worksharing“). 

 
Fees 
The fees to be paid for role-independent procedures (as RMS/CMS and national marketing 
authorisation procedures) can be found in the Statutory Cost Regulation for Official Duties of the 
Paul-Ehrlich-Institut pursuant to the German Medicinal Products Act (Kostenverordnung für 
Amtshandlungen des Paul-Ehrlich-Instituts nach dem Arzneimittelgesetz, PEI-KostVO). Since 
these fees are framework fees, their amounts depend on the actual workload. 
 
Since, contrary to the submission of variation notifications at the BfArM, no additional 
submission via PharmNet.Bund is required at the PEI if CESP is used, the PEI does not reduce 
the fees further. 
 
Contact for enquiries 
Email:  grundsatzfragen@pei.de 
 
Further information 
For further information on the practical implementation of Regulation (EC) No. 1234/2008, 
amended by Regulation (EU) No. 712/2012, (e. g. EMA postauthorisation guidance documents, 
CMDh Best Practice Guides, Templates, Q&A), please visit the websites below: 
 
• Website of the CMDh 
• Website of the EMA 
• Electronic submission (PEI) 
• PEI fees law  
 

https://www.hma.eu/cmdh.html?&L=0
https://www.ema.europa.eu/en
https://www.pei.de/DE/regulation/elektronische-einreichung/el-einreichung-node.html;jsessionid=58F57E2233886A25AD4CF1C8C4BEE6C9.intranet222
https://www.pei.de/DE/service/rechtliches/gebuehrenrecht/gebuehrenrecht-node.html
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