STATISTICS OF SCIENTIFIC PROCEDURES ON LIVING ANIMALS: CHANGES FOLLOWING TRANSPOSITION OF EUROPEAN DIRECTIVE 2010/63/EU
Introduction

This consultation document seeks your comments on proposed new arrangements for the collection and publication of data on the use of animals in scientific procedures required under Directive 2010/63/EU on the protection of animals used for scientific purposes (the Directive).

The closing date for responses is Wednesday 17 April 2013.
How to respond 
Please complete the attached feedback form and then post or email your response to:

Animals in Science Regulation Unit
Home Office

4th Floor, South West

Seacole Building

2, Marsham Street

London

SW1P 4DF

Email:  aspd-brp@homeoffice.gsi.gov.uk 

Who can respond?

Anyone can respond to this consultation, but we would particularly like to hear from individuals and organisations with a direct knowledge of the relevant issues. If you are responding on behalf of an organisation, please make it clear who the organisation represents and, where applicable, how the views of members were assembled. 

Additional copies

You can find this consultation at: 
http://www.homeoffice.gov.uk/science-research/animal-research/
You can also request copies from the Animals in Science Regulation Unit at the address above. You can make copies without seeking permission. We also provide copies in other formats, e.g. Braille, large Font, or Audio, should you require it.
Help with queries 
Please send any questions about the content of this consultation document to the Animals in Science Regulation Unit at the address above. 

What happens next? 
We will publish a summary report on this consultation and its outcome. 

CHANGES FOLLOWING TRANSPOSITION OF EUROPEAN DIRECTIVE 2010/63/EU 
What are the new requirements for statistics and reporting?

The new requirements are set out in Article 54 of the Directive and are transposed by section 21A of the Animals (Scientific Procedures) Act 1986 (as recently revised).

Format and content of the information required

European Commission Implementing Decision 2012/707/EU
http://eurlex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2012:320:0033:0050:EN:PDF  adopted on 14 November 2012, sets out a common format for the submission of the information required by Article 54. The information falls into three categories:

· information about implementation of various Articles to assist five-yearly reviews of the Directive (Article 1 of 2012/707/EU);
· statistical information on the use of animals (Article 2 of 2012/707/EU); and
· information about ‘non-standard’ methods of killing (Article 3 of 2012/707/EU).
Except where explained below, statistical information meeting the new requirements must be collected in 2014 for submission to the Home Office in 2015. 

How was the common format prepared and agreed?
The Commission established two Expert Working Groups (EWGs) to develop the common format for statistical reporting and a framework for the assessment of the severity of procedures. All Member States and a number of non-governmental organisations (NGOs) were invited to nominate experts to participate in the work. 

The Commission’s proposal for a common format was discussed by the Commission’s Animals in Science Committee (set up under Article 56 of the Directive) on 13 July 2012 and was agreed by Member States, by a qualified majority, following a written procedure in September 2012.

Statistical information on the use of animals
The information required on the use of animals is set out in Annex II to the Commission Implementing Decision. We propose to replace the current UK data collection with these new requirements. This will harmonise the UK data collection with that of other Member States and ensure UK users, breeders and suppliers do not incur additional costs compared with counterparts elsewhere in the European Union.

How do the new requirements for annual statistics differ from current requirements? 

The information required on the use of animals differs in a number of respects from our current statistics. In particular, it will require the collection and publication of information about the actual severity of the procedures carried out. In addition, a procedure must be counted in the year in which it is completed, not the year in which it is started. 
We believe the data collected under the EU scheme will be of similar quality and similarly informative to that we currently collect although many direct comparisons will not be possible. We no longer propose to collect information on anaesthesia since we believe this is potentially misleading and the actual severity data will be much more informative.  Likewise, we do not propose to publish duplicate tables for animals and procedures since the equivalent information will be deduced from the number of reuses. 

Genetic status will specifically identify animals used for the creation of a new genetically altered line but will no longer differentiate between mutant and GM animals. The primary purposes will reflect those in the Directive but additional data (e.g. in relation to human and veterinary medicine) will be captured in greater detail in subsequent tables.  
In relation to research, fields of research are largely being replaced by the system under study and basic research will be differentiated from translational or applied research.  In relation to regulatory use and routine production, there will be some reduction in information on the production of biological materials but quality control testing will specifically include details about batch safety and potency testing, and pyrogenicity testing. 
Finally, although some of the web tables will be less detailed than at present, we will be providing access to enable individuals to carry out searches on the underlying data in line with the EU data collection system ALURES.  
We will provide separate advice on the changes that we will make to the return of procedures form to reflect these new requirements.  We would also like to be able to compare aspects of the ‘old-style’ statistics with the new requirements to minimise the impact of discontinuity.  We would welcome suggestions how this may be possible without adding a disproportionate burden.
Reporting on actual severity

New standard project licence condition 10 requires that, on completion of a procedure, a suitably qualified person must classify the actual severity as ‘non-recovery’, ‘mild’, ‘moderate’, or ‘severe’ using the criteria set out in Annex 8 to the Directive:
http://eurlex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2010:276:0033:0079:en:PDF
For the purposes of this condition, a series of regulated procedures applied to an animal for a particular purpose is to be treated as constituting a single regulated procedure. 

We propose to also request numbers of animals judged to be ‘sub-threshold’ at the end of a procedure since we believe this will generate important information with minimal additional burden.  We will amalgamate this information with the ‘mild’ data for submission to the Commission as ‘up to and including mild’.
The requirement to classify actual severity in this way applies with immediate effect, i.e. from 1 January 2013, and licence holders should now be recording this information. 
It is not a requirement to report this to us for procedures ended in 2013.  However, we will be collecting data which includes actual severity on all regulated procedures completed from 1 January 2014. 
We are considering the feasibility of collecting some information on actual severity of procedures carried out on animals in 2013.  This may be in the form of a pilot trial with a select group of representative licence holders -– we would welcome suggestions of how we might best approach this. The aim would be to gather data which will allow us to gain experience of actual severity reporting ahead of this becoming mandatory from 1 January 2014. 
Information beyond the EU requirements which we are considering
As explained above, we propose to harmonise the UK data collection with that of other Member States to limit the increase in burden which these new requirements impose upon UK users, breeders and suppliers.  Nevertheless, there are a few areas where we believe a requirement for additional information may be justified and the data collection not excessively burdensome.

We may consider retaining a limited number of current information requirements not included in the new requirements in an additional table.  These might include tobacco, alcohol and household products testing, or techniques such as ascites production where we have an interest in monitoring progress of the 3Rs.  Each would need to be justified as essential on grounds of animal welfare or being of special scientific or public interest.  

We are also minded to differentiate between animals born in the UK and those born in the rest of the EU but would welcome comments as to the perceived value and burden of this.  We are required to collect additional information on the source of primates compared with other species. 
Timetable for implementation of the new requirements

The new data collection requirements will be introduced as follows:

· from 1 January 2013, establishments must collect data on regulated procedures started (as was the case in 2012 and previous years). Establishments must also collect data (species and numbers) on the actual severity of regulated procedures completed;
· in January 2014, the data collected for 2013 on animal use (excluding actual severity) must be submitted to the Home Office;
· from 1 January 2014, establishments must collect data on regulated procedures completed including their actual severity;

· in January 2015, the data collected for 2014 on animal use including actual severity must be submitted to the Home Office;

· by 10 November 2015, the Home Office must lay the statistics before Parliament and send them to the European Commission. 
Transitional arrangements

The Statistics of Scientific Procedures on Living Animals: Great Britain in their current format will be published for the last time in 2014 providing information on the use of animals in the year 2013. Statistics in the new format will be published for the first time in 2015. We acknowledge that some double counting of procedures will occur, for example where a procedure spans the 2013 and 2014 reporting years and is reported as starting in 2013 and reported again on completion in 2014.
Methods of killing

Starting in 2014, we must send to the European Commission information on the methods of killing that have been specified in establishment  licences which differ from those required in ASPA Schedule 1. This information will be prepared from Home Office records and will not require action by establishments or licence holders.
Information about the implementation of the Directive
Starting in 2018, and every five years after that, we must send to the European Commission information on the implementation of Directive 2010/63 to assist in a five-yearly review. The information required is set out in Annex I to the Commission Implementing Decision. 

Most of the information will be prepared from Home Office records and will not require action by establishments or licence holders. 

Information will be required from establishments and/or licence holders for the calendar year 2017 relating to animals bred for use in procedures but killed and not used in procedures, including genetically altered animals not covered in the annual statistics. This must differentiate those animals involved in GA creation from those involved in the maintenance of established GA-lines (including wild-type offspring).

We will consult further on this requirement in due course.
Information will also be required on how the requirements of Article 28 of the Directive relating to a breeding strategy for primates within the EU are being met. Most of this information will be prepared from Home Office records and review of establishment breeding records.  It will not require specific additional action by establishments or licence holders. 
Previous consultations

As you may recall, the statistics on the use of animals in scientific procedures underwent an assessment by the UK Statistics Authority in 2011 to determine compliance with the Code of practice for Official Statistics. One of the requirements was that the Home Office should “publish information about why the UK has adopted a different counting procedure to that used by other countries”. We shall respond to this by detailing these differences as part of a general explanation of the transition towards meeting the requirements of the EC Directive from 1 January 2014. Responses from users to this consultation will be informative in effectively managing this process.  
Article 54





Reporting





1. Member States shall by 10 November 2018, and every 5 years thereafter, send the information on the implementation of this Directive and in particular Articles 10(1), 26, 28, 34, 38, 39, 43 and 46 to the Commission. 





2. Member States shall collect and make publicly available, on an annual basis, statistical information on the use of animals in procedures, including information on the actual severity of the procedures and on the origin and species of non-human primates used in procedures. 





Member States shall submit that statistical information to the Commission by 10 November 2015 and every year thereafter. 





3. Member States shall submit to the Commission, on an annual basis, detailed information on exemptions granted under Article 6(4)(a). 





4. The Commission shall by 10 May 2012 establish a common format for submitting the information referred to in paragraphs 1, 2, and 3 of this Article in accordance with the regulatory procedure referred to in Article 56(3).
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