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Some Clarity on Transparency in European 
Animal Health Regulatory Data 

From mid-2016, the European Medicines Agency (EMA) will 
be publishing in full all clinical trials for human medicines 
submitted in applications from January 2015 onwards, on 
completion of the decision-making process. In contrast, 
developments in transparency in the veterinary sector have 
been frozen since 2011, pending legal challenges to EMA 
decisions on release of some (human) documents. Where 
are we now, and can we expect to follow the transparency 
tendency with a veterinary clinical trials release policy? 

There is a trend in Western countries towards improved 
public access to official documents linked to a general public 
distrust and cynicism about government and its regulatory 
bodies, and a suspicion of commercial interests. Since the 
Vioxx scandal, the evidence for the safety of human medicinal 
products has been under scrutiny. Challenging questions have 
been raised about the probity of the industry in relation to 
clinical data but also about the role of the regulators. Has all 
of the data been evaluated properly and the correct decision 
made about benefit and risk? 

In response, EMA has adopted a transparency policy for 
human and veterinary medicines in line with EU treaties’ 
values of ‘openness and transparency’ legally expressed in 
Regulation 1049/2001. This allows the widest possible public 
access to documents (including application dossiers) within 
EMA’s remit. Non-disclosure is only permitted in line with the 
legal exemptions in 1049/2001 and even then an overriding 
public interest in disclosure may take precedence over an 
exemption. Application-related documents are only disclosed 
once the assessment is completed. Legal exemptions include 
protecting the institution’s ability to carry out their tasks 
and the privacy of the individual, in particular protection of 
personal data and commercial interests. 

The Agency operates a dual proactive and reactive 
approach. The implementation of the human clinical report 
release policy and the existing public access to the human 
pharmacovigilance database are the crystallisation of the 
proactive approach. The reports will be released in full to 
allow academics or others to be able to re-assess data sets 
and these outside evaluations are expected to be fully 
transparent in their turn. 

The Agency continually releases documents on its 
activities, which include limited information on medicines 
under evaluation. Notable examples are committee agendas, 
minutes and summary press releases, plus summary opinions 
which include key facts, reasons and applicant’s details. 
After authorisation or decision, detailed public assessment 
reports are published which summarise the information in the 
application dossier in some detail. Normally these reports do 
not contain confidential information as they are reviewed by 
the applicant before publication. 

The public reports are summaries intended for a general 
audience and in theory are the means by which anyone 
may understand the evidence on which the Agency made its 
benefit/risk assessment. These reports are used as a source 
of information by other companies seeking to understand 
the product and how the authorisation was achieved, and 
personally I suspect that they are accessed more by competing 
companies than by veterinarians or academics. In the earlier 
stages of an application, the agendas and minutes exclude 
direct applicant, product and ingredient details but still 
contain informative and useful information when considered 
with other market and competitor intelligence.

The strong public interest in human health and medicines 
is much less apparent in the veterinary world. The subject is 
far less newsworthy and of little concern except to a few 
motivated individuals. Nevertheless, our industry also suffers 
from the general cynicism about big business and our 
presentation of scientific data in marketing materials may be 
less than convincing. ‘Evidence-based medicine’ (EBM) is 
increasingly discussed in academic and professional 
veterinary circles and the relative absence of published 
‘evidence’ on vet drug efficacy and safety is all too easy to 
demonstrate. 

In my view, one element missing from the veterinary 
EBM debate is recognition of the evidence required to gain 
authorisation, and of the critical assessment applied by the 
regulatory agencies. Of course, this ‘evidence’ is not available 
to be tested, which is exactly the point. While the regulators 
and industry can and should do a better job of educating 
the veterinary profession on regulatory scrutiny, we should 
recognise the value of transparency for our clients as well as 
for ourselves and our businesses. 

There is no current intention to apply the proactive clinical 
trials publications policy to veterinary medicines but this 
could be written into the new Regulation which already 
includes provision for access to veterinary pharmacovigilance 
data. 

The reactive approach is for release of specific documents 
on request by any citizen, including any natural or legal 
person (i.e. companies) residing in the Union. Requested 
documents can be as little as a letter or as much as an 
application dossier. The policy and principles for disclosure 
are common to veterinary and human sectors but in practice 
the differences between them mean that implementation by 
simple transposition of guidance from human to veterinary is 
neither appropriate not desirable. 

Detailed guidance on what may be considered as 
commercially confidential information (CCI) and personal 
data within a medicine authorisation application is defined 
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in a joint Heads of Medicines Agencies – EMA document, very 
specifically intended for human medicines only. The personal 
privacy exemption is limited in that personal data relating 
to experts or personnel with a defined role or responsibility 
should be released in the public interest. In contrast, details 
of personnel involved in studies on animals is much more 
sensitive as the public perception of such experimentation is 
controversial and extreme views have placed those involved 
in danger. For this reason, the names of experts and others 
involved in veterinary studies (including details of CROs) 
would not normally be disclosed.

The human guidance on the application dossier details 
how far each sub-section can be considered as confidential. 
At a practical level, the veterinary dossier prescribed structure 
(but not its content) is much less detailed, so CCI and 
disclosable information is mixed together. In the absence of 
veterinary guidance, the Agency, in their view, interpret the 
policy objectively and with an awareness of the differences 
between the sectors. 

The differences lie in the relative small size of the veterinary 
sector and the nature of its businesses. There are relatively 
fewer companies, each distinctive in its profile, and the trade 
associations argue that information disclosed about an 
application can easily be used to deduce identities and 
relationships that in the human sector would remain hidden.

In general, manufacturing and testing processes are 

generally recognised as proprietary and are easily justified 
as commercially confidential. The clinical data are less 
easy to protect but the sector differences provide some 
justification. Although we in animal health complain about 
the regulatory burden, there is relatively less clinical guidance 
than for our bigger cousins. Where development follows 
specific guidance, the generated data are by definition not 
innovative and so cannot contain intellectual property. The 
more general veterinary guidance allows a greater degree of 
flexibility which companies use to address common issues in 
innovative ways. This means that the development work has 
a commercial value and may – provided the justification is 
made – be considered as CCI. This does not just apply to the 
veterinary big beasts with the larger R&D budgets, but also 
to the ‘generic’ companies who innovate in their own way to 
gain market advantage and capture niches. 

Following a request for a document, the Agency will ask the 
marketing authorisation holder to identify – and justify – any 
CCI. The company is expected to demonstrate with reasonable 
grounds how the release of a piece of information will harm 
their commercial interests. A general statement without 
solid justification is unlikely to be successful. Incredibly, it 
appears that confidentiality claims have been attempted for 
information available via Google. Industry has complained 
that it is very difficult to justify confidentiality against a 
barrier that is set too high, but the Agency is understood to 
be surprised that the companies have not produced stronger 
arguments. 
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Perhaps one of the reasons why justifications have proved 
weak is simply the resource effort this demands. A single 
request may cover many documents (and even a dossier), 
and as each exception has to have a separate justification 
this can be a very significant exercise. The received message 
is that animal health companies may do a better job of 
protecting their intellectual property if the resources can be 
put into arguing their special case point by point.

The resource demand on the Agency is also significant, and 
overall the number of EMA staff dedicated to transparency full 
time is well into double figures – paid for by our application 
fees, of course. Resources available to national agencies are 
less, but these are perhaps under less scrutiny. The resource 
cost for both sides may be reduced if in the future it is possible 
to identify up front which parts of a dossier are particularly 
sensitive and valuable for an applicant. It is understood 
that both the veterinary industry and regulators are open to 
constructive discussion on managing demands which distract 
from the core activities of developing and evaluating useful 
medicines. 

Policies which promote transparency are intended to open 
the regulatory environment to public and academic scrutiny, 
but the majority of requests for documentation are thought 
to come from industry itself, seeking to mine these regulatory 
intelligence resources to gain knowledge of competitor 
activities, methods and strategies. Industry has always had 
an ambivalent attitude to transparency, reluctant to release 
information it regards as sensitive but keen to use others’ 
information as a resource. In practice, most requests concern 
the human sector and proportionally, veterinary use is light. 
The relatively lower tendency for veterinary companies to 
access these data at European level is also seen at national 
level, with freedom of information requests in the UK to the 

VMD also at a relatively low level. 

It is interesting to speculate about this difference in 
behaviour. The financial investments, rewards and resources 
in human medicine are so great it is not surprising that all 
avenues for advantage are fully explored. In our sector, 
the scarcer resources must be directed elsewhere. Perhaps 
another factor is a reluctance to trigger an access war when 
most companies – major players and generics – are involved 
in both innovation and me-too developments, and few 
companies are now linked to a human pharmaceutical giant. 
Veterinary requests are however increasing steadily and this 
is expected to continue as the value of publicly accessible 
intelligence is recognised. 

Transparency has been quiet for animal health for a few 
years now. The discussion in 2011 on more detailed guidance 
on CCI was placed in hibernation at the point that legal 
challenges to disclosure decisions in the human sector placed 
the EMA policies into question. By this time the Agency had 
drafted more specific veterinary guidance which has still to 
be made public. Now the legal cases have run their course, 
the Agency is expected to review its general policy and 
transparency in our sector will again become topical. It is 
understood that the Agency now wants to revisit veterinary 
transparency and reopen discussion with industry in the near 
future. We can expect consultations around the end of this 
year.

Thus far, the EMA has been sensitive to the differences 
between the sectors in its implementation of its transparency 
policies and for this it is to be congratulated. Specific veterinary 
guidance clarifying CCI which recognises these specifics can 
only help companies in protecting their own interests while 
allowing the public – including other companies – the access 
that is their right. We all benefit from transparency that 
boosts confidence in the quality of our medicines and the 
system that regulates them. In my view, provided genuine 
commercial confidentiality and personal protection are 
maintained, animal health should embrace the advantages 
that increasing openness brings. We can then all have a clear 
view and confidence in our industry and its products, and 
provide the evidence base for our products that veterinarians 
deserve.
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