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Home Office: Consultation on draft guidance on the 
operation of the Animals (Scientific Procedures) Act 1986: 
January 2013 

Response by the Wellcome Trust  

March 2013 
 

Key Points 

1. The Wellcome Trust is pleased to have the opportunity to respond to the Home Office 
consultation on the Draft Guidance for Animals (Scientific Procedures) Act 1986 (ASPA). 
In producing this response we have consulted with Trust funded researchers who hold 
project, personal and establishment licenses.  

2. The Trust has contributed to the UK Bioscience Sector Coalition (UKBSC) Response 
which is attached in Annex A. We have not replicated points raised in their response but 
fully endorse the response from the UKBSC. The Wellcome Trust Sanger Institute will 
also submit a separate response. 

3. We have outlined in more detail our key concerns below, our most pressing concerns 
being: 

a. Better regulation: some aspects of the draft Guidance run contrary to the 
Hampton principles, requiring additional bureaucracy with no animal welfare 
benefit; 

b. Consistency and clarity of language: terminology needs to provide clarity and be 
consistent across all Home Office documents, including the regulations, 
Guidance and Codes of Practice; 

c. Roles, competence and accountabilities: clarity is required around responsibilities 
and accountabilities in this critically important section of the Guidance; 

d. Severity classification: this section requires clarification and further consideration 
of the impact of classification on animal welfare; and 

e. Evaluation of benefit: This section needs to recognise that benefits of animal 
research will usually be long term and the only immediate benefit might be 
contributing important knowledge to a larger body of information that leads to 
long-term benefits. 

OVERARCHING ISSUES 

4. We welcome the adoption of plain English in the Guidance notes and commend the 
Home Office’s engagement with stakeholders in the process of providing feedback on 
the guidance. We recognise the need to implement and embed appropriate practice in 
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line with the new legislation as soon as possible and appreciate the efforts of ASRU to 
facilitate this transition.  

5. We do however echo the concerns of the UKBSC over the short timescales with 
overlapping consultation periods on Guidance, Codes of Practice and Statistics. The 
short timeframe is not conducive to in-depth review and discussion with all our 
stakeholders.   

6. Use of examples or case studies throughout the Guidance would be helpful for 
applicants in applying the guidance.1 

7. While it would be a transitional measure, we believe the guidance would be much more 
user friendly if it were to indicate important changes from previous ASPA legislation in 
the text through formatting or clearer text. It should also be indicated whether this 
Guidance is advisory or mandatory in nature (Page 6: line 9).  

Better Regulation  

8. Ensuring the new regulations are easily implemented in a way that minimises the burden 
imposed on the bioscience sector should be central to the introduction of ASPA, in 
accordance with the Hampton principles2  and the ‘one in, one out’ rule.3 We are 
concerned that some aspects of the draft Guidance significantly amplify the requirements 
of both the EU Directive 2010/63 and the revised ASPA without contributing to animal 
welfare. 

9. There are several sections of the new regulations where stipulations in the guidance go 
beyond those required in the Directive, resulting in new recording requirements, new 
roles and restrictions. Specific examples of these are provided in the UKBSC response 
to this consultation (Annex A). 

10. The focus throughout the Guidance should be on animal welfare outcomes, with the 
processes by which these are achieved decided by establishments or the local AWERB. 

11. The Directive was intended to promote harmonisation and mobility of staff, which has not 
been the case either with the revised regulations or the guidance, for example personal 
licences are not transferable within the EU. 

12. The implementation of the new regulations will not be cost neutral to the sector. 
Additional training modules, caging requirements, certification of competence and 
changes to retrospective reporting requirements will all require additional investment. 
Along with the man hours required to implement the new regulations, estimates from the 
sector suggest the cost of housing animals under the new regulations could increase by 
10-40% for breeding centres, which could impact the buying in of animals in the long 
term. 

                                                             
1 For example: Page 12: line 25, Page 33: line 26, Page 34: line 6, Page 38: lines 4-5, Page 40: line 32, Page 42: lines 10-
12. 
2 Animals (Scientific Procedures) Division and Inspectorate: A Hampton Implementation Review Report. 
3 One-in, one-out rule for regulations: methodology. 

http://www.bis.gov.uk/assets/biscore/better-regulation/docs/10-610-animals-scientific-procedures-division-inspectorate-hampton-implementation-review
https://www.gov.uk/government/publications/one-in-one-out-rule-for-regulations-methodology
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Clarity of Language and terminology 

13. We welcome the plain English format of the Guidance however, in some cases the 
wording is either incomplete, unclear, repetitive, or has altered the meaning of the 
guidance.  

14. Terminology across all of the Home Office documents should also be consistent, for 
example, in the Guidance, the Code of Practice is referred to as a ‘guide’ (Page 66: line 
29), PELs are referred to as ‘Section C licences’ (Page 91: lines 8 & 32) and the EU 
Directive should be referred to using the same terminology throughout all documents. 
(Page 88: line 32, Page 89: line 2 and Page 98: line 11). 

15. At times it is not clear when the Guidance is referring to severity of PPLs or severity of 
protocols. Severity is also referred to using different terms – ‘class’, ‘limit’ and ‘category’, 
- use of these terms should be harmonised and a clear definition given in the glossary. 

16. The use of the term ‘deputy’ should be clarified as there is variation in the role and 
responsibilities across institutions. 

17. Further areas of clarification of language which we agree are important are outlined by 
the UKBSC response (Annex A) and the Wellcome Trust Sanger Institute response 
(Annex B). 

Roles, competence and accountabilities 

18. The training necessary for some of the named persons with responsibilities under ASPA 
remains unclear, for example what evidence of “further” or “additional” training will be 
required in order to obtain (Page 31: line 28) or amend (Page 37: line 11) a personal 
licence or what training is expected of the new Named Persons. Furthermore, it states 
that those taking care of animals ‘are not currently required to fulfil any minimum training 
criteria’, and yet there is a training need identified on the previous page (Page 85: line 
11. Page 86: lines 1-2). 

19. The focus on defining accountabilities should be based on responsible persons making 
every effort to put systems in place aimed at producing outcomes, as it is impractical for 
these persons to actually ensure outcomes in many circumstances, such as PEL 
responsibilities (Page 21: line 13).  

20. We note the guidance does not stipulate that PPLHs should hold specific academic 
qualifications. We agree with this approach as experience and knowledge should be 
considered of equal importance in this respect. (Page 39: line 16). There is some 
concern however that the Home Office has a wide ranging remit to decide who is an 
‘unsuitable Named Person’ and some clarification over how this will be defined and when 
this power would be exercised is requested (Page 23: line 3). 

Severity classification and assessment  

21. Examples or case studies in severity classification would be helpful, especially in relation 
to cumulative non-regulated procedures which taken together may be deemed a 
regulated procedure (Page 12: line 25) or in agricultural practices (Page 13: lines 35-39). 
This would also be particularly helpful in illustrating how to judge ‘harmful phenotypes’ 
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compared to an example of a procedure which would not be regulated in GA animals 
(Page 13: line 2). 

22. The UKBSC response highlights the importance of distinguishing between a severity 
‘limit’ and ‘likely severity’. There is a key difference between these definitions and we 
would encourage the Home Office to rethink the wording of this section. As it is currently 
written, this section raises significant welfare concerns.  Severity categories should be 
based on the severity that most animals would experience, not a minority.  Animals 
placed at a higher severity classification than required may lead to increased handling, 
disturbance and monitoring above that needed.  Furthermore, the adverse effects 
threshold, which triggers action for all of the animals would be higher than it would 
otherwise be for a majority of the animals and does not naturally encourage routine 
minimisation of pain and suffering. 

Timelines 

23. We welcome the Home Office’s clear commitment to dealing with licence applications 
promptly and within a set timeframe. A flow diagram of the application process or 
example might be helpful here in clarifying when the ‘clock starts’ in an application. 

24. The 28 days extension stipulated within the guidance upon the death or departure of a 
license holder is shorter than promised turnaround time for a new license by the Home 
Office (40 days). While we understand the Home Office would ordinarily prioritise this, it 
would seem sensible to guarantee a new license application could be processed within 
the 28 day extension of the existing license – to avoid a potential situation where all the 
animals on that project license would have to be euthanised to comply with the 
legislation. (Page 19: line 17, Page 25: line 4).   

Methods of humane killing  

25. We believe Schedule 1 needs to be more clearly formatted and presented in a readable 
accessible format within the guidance (Page 14: line 15). The chart on page 65 we feel 
could be clearer and is potentially misleading, seeming to preclude Schedule 1 killing on 
any animals which are unconscious and suffering. 

Information and reporting 

26. Recording of births and causes of death in neonates is very difficult in some species 
such as mice and zebrafish. Counting mice immediately after birth is a welfare issue as 
disturbance may lead to cannibalism. Indeed, determining sex of mouse neonates is not 
practical. The inclusion of ‘where known’ is an important clause and we would encourage 
this to be applied sensibly by Home Office Inspectors. 

27. Reporting of retrospective assessments of severity will not be possible for 2013 as the 
guidance on how this should be implemented or on statistical returns is yet to be 
finalised. We would emphasise it will also take time for institutions to create or amend 
existing systems to enable this reporting, therefore we would suggest that reporting 
commence for 2014 for publication in January 2015. The wording in the guidance is 
ambiguous here though it seems to indicate this is the plan from the Home Office 
perspective (Page 56: line 27). 



Wellcome Trust CONSULTATION RESPONSE 

 
 
Wellcome Trust response to Consultation on draft guidance on the operation of the Animals (Scientific 
Procedures) Act 1986: January 2013 
March 2013 

5 

 

28. We would request greater clarity in the guidance on the nature of the retrospective 
assessment, who will carry out these assessments and what the outcomes will mean for 
the license holders involved. Furthermore, how will the results of these assessments be 
fed back to license holders and establishments to ensure any 3R’s lessons are learnt 
and improvements can be made.  

29. The inclusion of, “whether the objectives of the programme of work have been achieved”, 
raises concerns for us in that scientific research is not wholly predictable and despite 
excellent research, objectives may sometimes not be met. (Page 47: Line 29) 

Establishment licenses and Schedule of Premises 

30. Reasonable flexibility over the use of areas in facilities should not require amendments 
to the PEL. ASPA requires a “specified place” yet the guidance stipulates “a schedule of 
premises” (Page 18: line 24) and any changes to “how you are using these areas” (Page 
29: line 33). We would suggest a caveat to this, to include the clause, “…if this adversely 
affects animal welfare”. 

31. Following an inspection we would suggest that the PELH should be supplied with a copy 
of the report in order to be able to address any concerns and make improvements as 
appropriate. (Page 81: line 29). Providing the PELH with notes on the common causes of 
non-compliance and the measures that can be taken to prevent them would also be very 
helpful in preventing non-compliance in the first instance (Page 79: lines 1-2). 

The 3Rs 

32. The Trust commends the inclusion of the 3R’s in this section however we feel short 
illustrative examples of the 3R’s would be helpful in this section (Page 15: lines 4-14). 

33. The inclusion of a requirement to keep records of surplus animals is new. A clear 
definition of 'surplus' is needed along with clarification as to what form the ‘review’ should 
take (Page 16: line 18). We would suggest these activities would naturally be done as 
part of any establishments 3Rs policies, falling under the remit of the facilities managers 
and PPLH’s rather than the AWERB. (Page 16: line 21). 

Evaluating benefit 

34. We agree that the expected benefits of a project should be outlined in realistic and 
achievable objectives in a PPL application. It should be acknowledged in the assessment 
of this benefit however, that increasing the scientific knowledge and evidence base in 
basic research is important in producing long term benefits for human and animal health. 
If projects will be assessed on direct outcomes as indicated, then small gains in basic 
scientific knowledge must be acknowledged as valid and beneficial outputs, as well as 
3Rs outputs such as sharing animal lines with other researchers. (Page 45: line 13-14). 

35. It should be noted that the process of good science requires experiments to be replicated 
and results validated. Negative results are not always available and it is unclear how 
‘available’ results are defined here, nor how you would judge the quality of the data 
which is available. We would not want potentially valuable research to be prevented from 
taking place because there was previous poor quality or inaccurate work in the public 
domain. (Page 16: line 25). 
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36. In deciding if an application should be referred to the Animals in Science Committee a 
definition of ‘human material’ (Page 47: Line 2) would be useful, however this should not 
include the insertion of a human gene, protein or chromosomal DNA into an animal 
(transgenics), or the transplantation of human cell-lines or stem cells. The Academy of 
Medical Sciences produced a report on this issue which may be helpful in forming a 
definition.4 

Lay summaries  

37. The Wellcome Trust is working with other organisations, coordinated by UAR, to develop 
a concordat on openness.  The degree of information available to the public on the use 
of animals in research should balance openness for the public with the need to protect 
both intellectual property rights (IPRs) and security of personnel and facilities connected 
with animal research. A briefing on this topic from the UK Bioscience Coalition was sent 
to the Home Office, Department for Business, Innovation and Skills, the Ministry of 
Justice and the Information Commissioner’s Office on 1 February 2013. 

38. The lay summary should not contain prospective figures for the number of animals in a 
project as these may give an inaccurate picture of the project, as the actual numbers of 
animals used and the severity limits will likely be lower. The use of retrospective 
reporting of actual animals used is much more accurate and helpful and would negate 
the need for predicted prospective figures. There should also be a much greater 
emphasis placed on the benefit of the research in the summary as well as the potential 
harms. 

 
 

                                                             
4 The Academy of Medical Sciences (2011). Animals containing human material. 
http://www.acmedsci.ac.uk/download.php?file=/images/project/Animalsc.pdf  

http://www.acmedsci.ac.uk/download.php?file=/images/project/Animalsc.pdf

