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Dear Catherine 

Thank you for your letter of 5 November 2010. 

You have raised a number of queries about how Ministers, the Civil Service and legislation 
interact in the UK. I hope the following explanation will be helpful. 

Ministers are responsible to Parliament for all the work undertaken in their Department. 
This work is primarily carried out by the Civil Service. Ministers and Civil Servants must 
operate within the parameters set by legislation. As in any large organisation much of the 
work is delegated to and delivered by the staff, in this case the Civil Servants working in 
the VMD. All VMD's decisions are taken on behalf of the Secretary of State (SoS) who we 
consult on work that is not routine processing. The withdrawal of a veterinary medicinal 
product from the market following a revised benefit risk assessment would be an example. 
The SoS is able to accept or reject our advice when reaching her decision but she must 
not act outwith the legislation. In acting as advisors to the SoS on veterinary medicines, it 
is obvious that we will provide advice on how to respond to correspondence to assist her 
(or her junior Ministers) to do so. The SoS is able to ask for independent scientific advice 
from the Veterinary Products Committee whose membership covers a wide range of 
groups with expertise in the science or use of veterinary medicinal products. The VPC is 
provided with a secretariat to permit the committee to operate. The VMD provides this 
secretariat. 

It was not our intent to "shuffle you off to the veterinary bodies" in earlier exchanges. We 
are trying to ensure you are communicating with the bodies that have responsibility for the 
issues you raise. CHC appears, in correspondence, to misunderstand the extent of VMD's 
responsibilities and the limitations of our statutory powers. In the same spirit, accepting 
the risk of generating further unfounded allegations from CHC, it is likely some animal 
owners may be asking their vets to administer vaccines more frequently than 
recommended on the SPC to meet the requirements of pet insurance schemes and 
boarding kennels. Such issues are also outwith the VMD's sphere of activity. 
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We both agree that there is under-reporting of suspected adverse reactions. However, it is 
unhelpful to the stated ambitions of both CHC and the VMD if CHC maintains an entirely 
negative stance by stridently criticising a process that is used successfully around the 
world, in human and veterinary medicine. Pharmacovigilance is surveillance designed to 
report on statistical trends rather than relying on absolute numbers of reports, recognising 
that under-reporting is inevitable. Of course, the detection of significant trends requires a 
reasonable number of reports and the more reports that are received the more accurate is 
the trend analysis. Therefore, to repeat my earlier requests, it would be helpful if CHC 
could encourage, rather than discourage, its members to report their cases to the VMD. 
This would help build a better picture about the impact of a medicine's use and provide 
evidence on which to base decisions. It would also allow the hundreds of cases you claim 
are linked to vaccination to be taken into account. In asking for this change of attitude 
there is no intent for CHC to chase animal owners at a time of personal grief but CHC, by 
adopting a positive approach, could recommend all suspected adverse reactions are 
reported to the VMD. You ask if anything will happen - the simple answer is yes. We will 
include the reports on the database and examine the trends and if they amount to a 
significant change then action will follow. However, if we receive no reports then nothing 
can change as there is no evidence base for any action. You state the obvious in saying 
that reporting a suspected adverse reaction will not bring a dog back but this ignores the 
potential for effective reporting to prevent future use of a medicinal product causing 
unnecessary harm. Is this not in part what CHC is seeking? We would be happy to 
provide references to the science of pharmacovigilance if this would be useful. 

CHC argue that the remaining core MLV vaccines with a one year duration of immunity are 
redundant and should be removed from the market. As I explained in my letter of 3 
November, the Regulations allow the withdrawal of a Marketing Authorisation where the 
benefitrisk balance is shown to be unsafe. It is debatable whether the one-year core MLV 
vaccines are redundant, which is, of course, something the market would determine, but 
even if redundancy can be established this does not make them unsafe. Your 'ergo' 
deduction on the benefitrisk assessment of these vaccines, as presented, is flawed, as 
redundancy has nothing to do with risk and having read the references provided with your 
previous letters there is nothing therein that can be relied upon as evidence of harm being 
caused by UK authorised vaccines sufficient to change the benefit risk assessment. The 
benefit of vaccination is well established and I sincerely hope that in quoting the WSAVA 
vaccine guidelines CHC endorses this too. The issue between us is how often vaccination 
is required and that is an open debate within the profession around the globe. The 
regulatory process has established duration of immunity claims for currently authorised 
vaccines and, unless reliable data is presented to the regulatory authorities across the EU 
to show specific vaccines are causing harm, no action is possible in the terms CHC 
demand. If CHC and its members have reliable data to prove otherwise we are prepared 
to take it into consideration. 

Now I must address your personal and continued challenge to the independence and 
integrity of VMD staff, an approach your recent letter now apparently extends to the 
members of the VPC (an independent advisory committee of experts - not employed by 
the VMD). I believe it is the VPC members' published declarations of interest you have 
seen on our website where they are openly declared. In my view your assertion is 
incorrect. It seems reasonable to summarise your assertion as follows: as Ministers have 
decided that the pharmaceutical industry should pay fees for the regulatory work that 



permits their commercialisation of authorised veterinary medicines, the VMD's decisions 
are based on generating more income to sustain the agency rather than carrying through 
our regulatory role properly. 

I would be pleased to hear this is not your view but in case it is let me say this is patent 
nonsense and very far from the truth. The public can see clearly how the agency is funded 
from our website and I am happy to confirm we receive a fee for each element of the 
regulatory work we do, whether or not we take a lead role in the authorisation process. 
Furthermore let me make it quite clear that the fee is not reliant on a positive opinion. 

The meetings you claim justify your challenge to my own professional integrity serve only 
to identify a lack of adequate research. The National Office of Animal Health (NOAH) 
brought together a wide group of speakers at the 'food chain seminar' held at the Royal 
Society in 2009 entitled "Role of Vaccination in Animal Health" and I gave a presentation 
on "The European Technology Platform for Global Animal Health". You can read about the 
technology platform on the European Commission's website 
(http://ec.europa.eu/research/fp6/ssp/etpgahen.htm) and links will take you to other 
information sources. It is perfectly reasonable for a regulator to speak to a public meeting 
organised by the industry to provide an update on important work being carried out at the 
EU level. To be absolutely clear there was no product promotion at this meeting but even if 
there had been my presentation would have been acceptable. The ETPGAH is an EU 
group seeking to identify and co-ordinate areas for research into new medicines across the 
EU targeting important diseases affecting livestock. The presentations you mention as 
following mine on the subject of the role and benefits of vaccination were case studies in 
livestock and I recall bluetongue virus was one example of an emerging livestock disease 
where vaccines were being developed. Perhaps for absolute clarity I should point out that 
dog and cat vaccines were not a topic at this 'food chain seminar' in London. To suggest 
that my attendance at this conference was inappropriate and therefore that this supports 
your view that it brings my integrity into question is simply incorrect, misleading and serves 
only to confirm the poor merit of this accusation by CHC. I am however grateful to you for 
confirming you obtained this information from the VMD website demonstrating the 
presentation was given in an open and transparent way. 

You also rely upon the VMD's reference to the NOAH compendium, (a compilation of 
product datasheets based on the regulatory approval of authorised veterinary medicines in 
the UK) as further justification. This publication is a useful factual reference guide for 
veterinary surgeons, their staff and the public. It is also available on-line. It is surprising to 
find the CHC criticising the VMD highlighting a publication that provides the veterinary 
surgeon with information to ensure the safe and effective use of veterinary medicines. I 
trust that you now realise that your accusations are misplaced and incorrect. 

In light of this response to your challenge I would like to offer you the opportunity to retract 
your comments about the reputation and impartiality of the VPC members, the VMD staff 
and myself. They are, I assure you, entirely groundless. 



In closing you may care to note that we have released two leaflets on vaccines that are 
available on the VMD website, the references are: 

http://www.vmd.gov.uk/Publicationslvaccine advice for vets.pdf
 
http://www.vmd.gov.uk/PublicationsNaccine advice owners.pdf
 

Yours sincerely t /_ 
~~~ 

Professor Steve Dean 


