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The Decline of Administrative Burden: A 
Perspective from Regulatory Professionals
Introduction
Each veterinary medicinal product (VMP) needs to be 
authorised before it can be placed on the market. The 
registration process for human and veterinary medicinal 
products started back in 1965 with the European 
Community Medicines Directive 65/65/EEC, which focused 
on guaranteeing safety, quality and efficacy of all available 
medicines.

Since then, the EU and EEA have continued to grow, and 
there are now 31 member states which are part of the EEA: 
each member state has its own regulatory authority working 
independently to authorise and oversee the veterinary 
medicines marketed in its territory. In addition, Regulation 
(EC) No 726/2004 has made it possible for applicants/
marketing authorisation holders to apply for marketing 
authorisations for certain VMPs centrally, via the European 
Medicines Agency (EMA): the common regulatory agency for 
human and veterinary medicines.

With the introduction of the different Community 
procedures (centralised, decentralised and mutual 
recognition) a single market has been achieved in the EU. 
The main focus is and has always been the authorisation of 
safe, efficacious veterinary medicinal products, with a high 
standard of quality. This is achieved through adherence to 
guidance issued by the official bodies, who set the parameters 
by which the scientific standards required by the community 
legislation can be met in practical terms.

However, regulatory affairs professionals sometimes feel 
that the time and effort spent to respond to the administrative 
requirements expected in the application dossier are 
unreasonable and that resources would be better spent in 
the preparation of the scientific counterpart of the dossier. 
There is much hope that the final draft of the new Regulation 
for Veterinary Medicines, currently being negotiated within 
the European Commission to replace Directive 2001/82/EC 
as amended, will reduce the current administrative burden 
experienced by industry and the authorities.

Administrative Burden
Dealing with 31 member states in a European procedure 
can be rather challenging. While the majority of the 
Community has abandoned national requirements within 
the application dossier, some member states still request 
specific administrative documents (refer to the information 
in Table 1 for an illustration of these differences). Centralised 
procedures are managed by a single agency, the EMA, and 
submitting the correct administrative documents is therefore 
much more manageable in this case: however, only certain 
VMPs are eligible to be authorised via this route.

Industry has been calling for harmonisation of the 
administrative data to be presented to all EEA member 

states for years, but some member states still insist on certain 
additional requirements, usually based on compliance with 
their national legislation.

The Coordination Group for Mutual Recognition and 
Decentralised Procedures – Veterinary (CMDv), replacing 
the previous Veterinary Mutual Recognition Facilitation 
Group (VMRFG), started its activities in 2005 and since then 
has worked closely with industry with a view to reducing 
administrative burden within the Community.

The EMA and the CMDv organised the first veterinary 
e-submission workshop at the EMA in May 2009 and since 
then much progress has been achieved in moving away from 
paper-based regulatory submissions towards electronic-only 
ones. Regulatory professionals who have been working in 
regulatory affairs over the last seven years will have witnessed 
the amazing progress achieved in relation to the preparation, 
compilation and submission of marketing authorisation 
applications. We will definitely not miss the days when all 
dossiers had to be printed in paper copy, organised into 
different folders by hand, and delivered in numerous heavy 
boxes via courier to the different European agencies!

The decline in paper copy requirements, and other 
national requirements, has usually been in response to a new 
tool or guidance which is made available (or mandatory) for 
regulatory procedures. Although there have been a number 
of these landmark developments, below are examples of the 
most significant and the most recent to demonstrate their 
impact on regulatory affairs.

eAF:
Use of the electronic application form was made mandatory 
for all EU veterinary regulatory procedures from 1st January 
2016. It should be said that the electronic application form 
(eAF), as a tool, does not necessarily reduce administrative 
burden for industry but it does guide applicants to ensure 
the correct information is provided in the format preferred 
by the authorities, through the use of information fields and 
automatic validation of the form. It could be assumed that 
this function will help to reduce application form-related 
validation comments, though it is too early to know this for 
sure. In addition to this, the new eAF does enable the user 
to quickly copy sections across the form, removing the need 
to re-enter information in multiple sections, and ensuring 
that each entry is identical (reducing possible sources of 
errors). Although the eAF may initially add burden from 
the industry perspective, as regulatory professionals need 
time to get to grips with another new ‘tech solution’, it 
greatly reduces the administrative burden for the regulatory 
authorities. With predetermined fields, it enables the 
information to be automatically extracted into authority 
information databases, without errors. This should reduce 
the administrative burden for the authorities’ validation 
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assessors, freeing up their time to devote to other activities.

CESP Capabilities:
As of 25th January 2016, there are 24 veterinary authorities 
(two for Germany) indicated on the CESP website as having 
CESP capability. It is worth noting that a small number of 
the 24 authorities listed are currently undertaking pilot 
phases, and/or that CESP submissions made to them may 
have limited functionality (e.g. only certain applications for 
specified procedures are accepted). The inception of CESP 
marked a concerted effort from the European authorities to 
reduce the burden in the approach to regulatory submissions. 
It truly was the first step in obtaining a single European route 
of application, and half a step towards the feted 1:1:1 system. 
This said, despite the increasing number of authorities joining 
CESP, the EU single route of application objective will not be 
achieved until all authorities in the EEA have CESP capability 
for all regulatory procedures. Currently there are two 

authorities in pilot or transitional phases, resulting in 
limited CESP capabilities. The BVL (Germany) can only 
accept MAA dossiers through CESP; all other procedures 
must be submitted by non-CESP routes. The Greek National 
Organization for Medicines is in a transitional period until Q2 
2016, where CD/DVD and paper copies are still required to 
accompany CESP submissions. Other veterinary regulatory 
authorities at present have no CESP capability; Bulgaria, 
Croatia, Italy, Liechtenstein (submission possible through 
Austria), Lithuania, Malta, Poland, Portugal and Slovakia. 
It is worth noting that a number of authorities retain the 
right to request CD/DVD or paper copies, though in Cyton’s 
experience this right is rarely exercised. 

VNeeS Checkers and Validation Checklists:
The current checker (ANSES-ANMV and FAGG-AFMPS VNeeS 
checkers) version 2.3b is based on the current Guideline on 
eSubmissions for Veterinary Products Version 2.3. Version 2.4 

Member State 2008 2010 January 2016 
Austria 1 x Full dossier on CD-ROM 

1 x Part 1 on paper 
1 x CD-ROM 
Paper copy of signed cover letter and 
application form 

CESP submission 

Belgium 1 x Full dossier on paper 
2 x Part 1 on paper 
1 x Part 2 on paper 

1 x CD-ROM 
Paper copy of signed cover letter 

CESP submission 

Germany (BVL) 3 x Full dossier on paper 
1 x Part 1A on paper 
1 x Full dossier on CD-ROM 

1 x CD-ROM CESP submission for initial marketing 
authorisation applications only 

Denmark 1 x Full dossier on paper 
1 x Part 1 on paper 
1 x Full dossier on CD-ROM 

1 x CD-ROM 
Paper copy of signed cover letter 

CESP submission 

Spain 3 x Full dossier on paper 
4 x Part 1 on paper 
4 x Part 2 on paper 
1 x Full dossier on CD-ROM 
Translation of application form 

1 x CD-ROM 
Paper copy of signed cover letter and 
application form 
Translation of application form 

CESP submission 

France 2 x Full dossier on paper 
20 x Part 1 on CD-ROM 
Finished product sample for new applications 

3 x Full dossier on paper 
20 x Part 1 on CD-ROM 
Finished product sample for new 
applications 

CESP submission 

Hungary 1 x Full dossier on paper 
1 x Part 1 on paper 
1 x Full dossier on CD-ROM 
Finished product sample for new applications 

1 x CD-ROM 
1 x Part 1 on paper 
Finished product sample for new 
applications 
 

CESP submission 
Signed cover letter 
Finished product sample for new 
applications 
 

Ireland 1 x Full dossier on paper 
1 x Part 1 on paper 
1 x Full dossier on CD-ROM 

1 x CD-ROM 
Paper copy of fee form 

CESP submission 

Italy 1 x Full dossier on paper 
1 x Part 1B on paper 
1 x Full dossier on CD-ROM 
Translation of Part 1C 

1 x CD-ROM 
1 x Part 1 on paper 
Translation of Part 1C 

1 x CD-ROM 
1 x Part 1 on paper 
 

The Netherlands 1 x Part 1 on paper 
1 x Full dossier on CD-ROM 

1 x CD-ROM 
Paper copy of signed cover letter and 
application form 

CESP submission 
 
 

Poland 2 x Full dossier on paper 
1 x Part 1 on paper 
1 x Full dossier on CD-ROM 
Bilingual power of attorney 
Extract from chamber of commerce document 
stating legal person to sign documents, and its 
sworn translation 
Several commitment letters 

2 x Full dossier on paper 
1 x Part 1 on paper 
1 x Full dossier on CD-ROM 
Bilingual power of attorney 
Extract from chamber of commerce 
document stating legal person to sign 
documents, and its sworn translation 
Several commitment letters 

3 x CD-ROM 
Paper copy of signed cover letter and 
application form 
Bilingual power of attorney 
Extract from chamber of commerce 
document stating legal person to sign 
documents, and its sworn translation 
Several commitment letters 

Portugal 1 x Full dossier on CD-ROM 
6 x Part 1 on CD-ROM 
Translation of application form 

1 CD-ROM 
Paper copy of proof of payment 

Eudralink submission or CD-ROM 

Romania 1 x Full dossier on paper 
1 x Part 1 on paper 
1 x Full dossier on CD-ROM 
Translation of application form 

1 x Full dossier on paper 
1 x Part 1 on paper 
1 x Full dossier on CD-ROM 
Translation of application form 

CESP submission 

Sweden Finished product sample for new applications 1 x Full dossier on paper 
1 x Part 1 on paper 
1 x Full dossier on CD-ROM 
Finished product sample for new 
applications 

CESP submission 
Finished product sample for new 
applications 

United Kingdom 3 x Full dossier on paper 
2 x Part 1 dossier on paper 
1 x Full dossier on CD-ROM 

1 CD-ROM 
Paper copy of fee form 

CESP submission 

 

Table 1: A list of submission requirements for 15 member states, as submitted by Cyton before and after the first e-submission 
workshop at the EMA compared to current day requirements.
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of the guideline and checker are available on the Veterinary 
Harmonisation Group (formerly TIGes-Vet) website and will 
come into force on 1st July 2016. The VNeeS checker and 
corresponding validation checklists allow applicants to ensure 
that their VNeeS dossiers are compliant prior to submission, 
which greatly helps to reduce validation comments. 

EudraGMP:
The EudraGMP database is a useful tool which can be used 
to obtain a list of GMP-compliant manufacturing sites, and 
also to obtain copies of the GMP certificates for these sites 
– which can be used in regulatory submissions. It is worth 
noting that not all manufacturing sites with GMP certificates 
are listed in the database, but its very existence hints that the 
regulatory environment could be heading in this direction. 
The eAF also allows applicants to state the site’s EudraGMP 
number instead of having to obtain the GMP certificate from 
the manufacturer themselves. Although this seems relatively 
minor and finite in its benefits, enough of these minor and 
finite fixes will cumulatively have a great impact in reducing 
the administrative burden for industry and authorities alike.

It is clearly visible from Table 1 that the paper copy dossier 
requirements have reduced significantly since 2008, being 
replaced at first by hard-copy digital media (CD/DVD) and 
then by online file transfer systems (FTS), such as CESP and the 
EMA Gateway. Moving from paper copies to CD/DVDs greatly 
reduced costs and the administrative burden for applicants 
when making regulatory submissions. These burdens were 
further eased following the introduction of FTSs.

An unavoidable requirement in an economic area where 
24 different languages are spoken is the need for translations. 
It is inevitable that the summary of product characteristics 
(SPC) and product literature must be translated, as these 
are for the benefit of those using the end product. However, 
up until recently there were also a number of translation 
requirements solely for regulatory procedures; translation of 
the application form (BG, CY, EL, ES, PT and RO), translation of 
the DACS (IT) and translation of the proof of establishment 
documentation (PL). It can be seen from the table above 
that the need for such ‘additional’ translations has reduced 
over time, culminating this year (2016) in the removal of the 
requirement for application form and DACS translations. This 
is a welcome change for applicants, allowing savings in terms 
of both man-hours and expenditure. 

Despite the overall decrease in national regulatory 
requirements, it is worth noting that some requirements still 
remain. For example, Italy has a requirement for legal stamps 
in the national phase in order to issue the MA document, 
which must be purchased from within Italy by the applicant, 
and Poland requires translated and legalised paper copies of 
certain company documents to be provided at submission of 
all dossiers. These purely national requirements are outside 
the scope of any European initiatives aimed at promoting 
efficiency in regulatory procedures, and for the present, they 
remain in place.

Conclusion
Europe has one of the world’s most stringent licensing 
systems for controlling medicines. The national competent 
authorities, the EMA and industry representatives continue 
to work together in order to make the registration process 
for veterinary medicines as smooth as it can possibly be. We 
must not forget, however, that there are 31 member states 
with different ways of working, and different interests and 
priorities. Streamlining processes will, therefore, always 
present challenges. 

So far the administrative burden has mainly been addressed 
by introducing electronic, technical solutions which have as a 
consequence decreased the number of national requirements, 
and supported a unique route of submission via CESP. These 
national requirements may always remain – without question 
we will always need national translations of the SPC – but 
where national requirements cannot be removed, European 
authorities and working parties have strived to reduce the 
requirements as much as possible (e.g. reduction of labelling 
text and approved pictograms). We have come a long way 
in the last seven years, and we believe (and hope) that all 
European Agencies will endeavour to achieve the desired ‘one 
dossier, one route of submission’ for all types of European 
procedures in the near future. 
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