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1. Overview

The Department of Health, Social Services and Public Safety (DHSSPS) requires that each designated establishment maintains a viable ethical review process, which is open to continued assessment by the local inspector. The satisfactory operation of the ethical review process is a standard condition of the establishment licence held by QUB under the Animals (Scientific Procedures) Act (ASPA) 1986; the QUB Named Compliance Officer is currently Professor Graham McGeown. In January 2013, the Act was updated further to UK implementation of the European Directive 2010/63EU governing animal research.
2. Role of the Animal Welfare and Ethical Review Body (AWERB)
The primary function of the AWERB is to review project licence applications, amendment requests and mid-term reports, and to discuss issues directly relevant to animal welfare and ethics, as detailed in the revised guidance on the operation of ASPA. Specifically, the role of the AWERB is to:

i. promote awareness of animal welfare.
ii. provide a forum for discussion and development of ethical advice to the establishment licence holder on all matters related to animal welfare, care and use at your establishment.
iii. consider standards of animal care and accommodation, including breeding stock, and the humane killing of animals.
iv. set up and regularly review procedures and protocols, including management systems, for monitoring, reporting and following up on the acquisition, welfare and proper use of animals at your establishment.
v. support named people, and other staff dealing with animals, on animal welfare and ethical issues.
vi. promote the development and uptake of the 3Rs (replacement, refinement, reduction), and advise staff how to apply them.
vii. review all proposals for project licences from a local perspective, consider how the 3Rs are being applied and advise the establishment licence holder on their acceptability, bringing local knowledge and local expertise to bear.
viii. throughout the lifetime of projects, follow their development and outcome, including those requiring retrospective review, so that lessons learnt can be used to further apply the 3Rs.
ix. advise on re-homing animals including appropriate socialisation.
x. respond to enquiries and consider advice received from the national Animals in Science Committee.
3. Committee Composition

The AWERB is comprised of representatives from all relevant research areas, including Medicine, Dentistry & Biomedical Sciences, Biological Sciences, Pharmacy and Psychology. This ensures wide involvement of staff within the establishment, as recommended by the DHSSPS. At the end of the reporting period, the committee composition was as follows:

i. Academic Staff:  6 representatives from relevant research areas, who are typically current project licence holders. This includes a Chair, who is appointed by the QUB certificate of designation holder.
ii. 
Post-doctoral Staff:  2 postdoctoral contract research staff who are currently working within the above research areas and are routinely involved with animal research.
iii.
Postgraduate Students:  2 PhD students who are currently working within the above research areas and are routinely involved with animal research. These committee members are rotated on an annual basis to provide invaluable experience to junior researchers.
iv. 
BRU Staff:  The Biological Resource Unit (BRU) manager and one deputy as Named Animal Care and Welfare Officers (NACWO).
v.
External Lay Representative:  1 non-QUB lay member who was appointed in conjunction with Research Governance.
vi.
Named Veterinary Surgeon:  The appointed Named Veterinary Surgeon (NVS) and one deputy.
vii. 
DHSSPS Inspector:  Invited to be in attendance at all AWERB meetings.
viii.
QUB Named Compliance Officer:  Invited to be in attendance at all AWERB meetings.

ix.
Administrative Support:  1 QUB staff member who is in attendance at all AWERB meetings to record minutes.

4. AWERB Meetings

During the reporting period regular AWERB meetings were held (12th December 2013, 19th March 2014, 25th June 2014, 27th August 2014) at which 12-13 members were present, thus satisfying the quorum of 5 attending members set by the terms of reference. Detailed minutes of discussions and decisions were prepared and will be made available for review by the DHSSPS inspector as requested.

5. QUB Project Licences

A project licence provides authorisation from the DHSSPS for a defined programme of work. At the end of the reporting period, there were 39 project licences issued to QUB, held by 29 different staff members.
6. Business for Academic Year 2013-2014
6.1 Project Licence Applications
At QUB, project licence application typically involves the Chair of the AWERB, together with the DHSSPS Inspector, NVS and NACWO, working together with the applicant from an early stage of the process in relation to e.g. structure, content and experimental protocols, with particular regard to animal ethics and welfare. Once the application has undergone several iterations, it is sent to the rest of the AWERB, who then review the completed submission. The applicant is invited to the AWERB meeting at which their application is considered so that they may discuss any issues or concerns directly with the committee. The applicant is required to satisfy the AWERB that the proposed research is fully justified in relation to realistic outcomes of the project balanced against animal use. Typically, further revisions are requested by the committee and final ethical approval is only granted by the Chair upon their satisfactory completion. During the reporting period, the AWERB considered the following 11 project licence applications (7 new projects and 4 renewals):
i. Antibody production to chemical contaminants found in food, feed and the environment (School of Biological Sciences); approved 09/01/2014
ii. Studies in diabetic retinopathy (School of Medicine, Dentistry and Biomedical Sciences, Centre for Experimental Medicine); approved 18/02/2014
iii. Studies in blood cancers
(School of Medicine, Dentistry and Biomedical Sciences, Centre for Cancer Research and Cell Biology); approved 20/02/2014
iv. Passage and treatment of parasitic helminths in mammalian hosts (School of Biological Sciences); approved 24/03/2014
v. Ecology and physiology of badgers (School of Biological Sciences); approved 27/04/2014
vi. Ecology and physiology of hedgehogs (School of Biological Sciences); approved 27/04/2014
vii. Studies in ischaemic disease (School of Medicine, Dentistry and Biomedical Sciences, Centre for Experimental Medicine); approved 10/06/2014

viii. Therapeutic evaluation of macromolecular agents (School of Pharmacy); approved 07/07/2014
ix. Chronic and acute immune responses in respiratory disease models( School of Medicine, Dentistry and Biomedical Sciences, Centre for Infection and Immunity); approved 08/07/2014
x. Study the role of inflammation in retinal degenerative diseases (School of Medicine, Dentistry and Biomedical Sciences, Centre for Experimental Medicine); approved 01/09/2014
xi. Model of BRCA1-related cancer( School of Medicine, Dentistry and Biomedical Sciences, Centre for Cancer Research and Cell Biology); approved 10/09/2014
6.2 Project Licence Amendments
A project licence provides authorisation only for a specified programme of work as defined in the original application. If, subsequent to issue, the project licence holder decides that they would like to modify an experimental protocol or make any other change to the licence, no matter how small, they are required to apply to the AWERB for ethical approval. The application process is similar to that for project licence applications, with advice generally sought from and/or offered by the Chair, DHSSPS Inspector, NVS and NACWO, prior to ethical review by the rest of the AWERB. During the reporting period, 12 project licence amendment applications were reviewed and approved. These included: (1) addition of new species; (2) alteration of volumes, frequency and/or route of substance administration; (3) addition of new surgical models of disease; (4) modification, refinement or addition of experimental protocols; (5) inclusion of new in vivo functional assessment techniques (6) alteration of blood/fluid sampling protocols; (7) expansion of breeding programme; (8) increase of animal numbers; (9) use of alternate methods for treatment with therapeutic agents; (10) inclusion of toxicity testing protocol; (11) change of project licence holder. After review by the committee, these amendments were typically subject to minor amendment prior to granting of final ethical approval by the Chair of the AWERB.
6.3 
Mid-term Reports
Mid-term reviews of all active project licences are undertaken by the AWERB at 2.5 years, in which the project licence holder is required to report on (1) project progression, including details of animal usage and research outputs; (2) project management, including details of meetings with the NACWO, BRU staff and NVS; (3) project refinement, including plans for reducing animal use or improving animal welfare, and details of any observed adverse effects; (4)  future plans, estimating animal usage and detailing available funds for completion of the work. Only when the AWERB are satisfied that acceptable progress has been achieved, the conditions of the licence have been adhered to, and that appropriate future plans have been put in place, is ethical approval granted for project continuation. During the reporting period, 7 mid-term reviews were undertaken, all of which were approved for continuation. The AWERB have now introduced a mandatory meeting with the NVS as part of the formal mid-term review process.
6.4 
Final Reports

In order to maintain better oversight of animal research conducted under QUB project licences and to assess the balance outputs/outcomes against animal use, from June 2014 the AWERB decided to review and approve final reports before they are submitted to the DHSSPS. Since this time and over the remainder of the reporting period, the AWERB reviewed and approved the following 5 final reports:
i. Ecology and physiology of badgers (School of Biological Sciences); expired 13/02/2014, approved 27/06/2014
ii. Animal models of Alzheimer's disease (School of Psychology); expired 19/02/2014, approved 30/06/2014
iii. Investigation of the function of leukaemia initiating cells (School of Medicine, Dentistry and Biomedical Sciences, Centre for Cancer Research and Cell Biology); expired 25/02/2014, approved 29/06/2014
iv. Studies in diabetic retinopathy (School of Medicine, Dentistry and Biomedical Sciences, Centre for Experimental Medicine); expired 21/03/2014, approved 01/04/2014
v. Neoplastic transformation and cancer biology studies (School of Medicine, Dentistry and Biomedical Sciences, Centre for Cancer Research and Cell Biology); expired 09/05/2014, approved 24/07/2014

7. Other Business

Although the main role of the AWERB relates to project licence application and management, other issues are discussed but only when they have the potential to directly impact upon animal welfare and ethics, and are covered by its remit as outlined in Section 2. In this regard, the following additional business was considered by the AWERB during the reporting period:

i. Training and Competency:  Further to UK implementation of the European Directive 2010/63EU on 1st January 2013, responsibility for training and competency of all personal licence holders has now been devolved to individual licensed establishments. As such, QUB has now appointed 3 Named Training and Competency Officers who are responsible for ensuring that all researchers are adequately trained and competent in relevant procedures and that appropriate records are maintained. All QUB personal licencees have now moved over to the new style DHSSPS licences.

ii. Retrospective Severity:  Further to the new directive, retrospective severity assessment is now mandatory from 1st January 2014. QUB ensure compliance by linking collection of these data to the existing experimental record sheets which are completed by all researchers prior to and upon completion of an experiment, requiring sign-off by the NACWO.

iii. Schedule 1 animal numbers:  It is also required that schedule 1 animal numbers are recorded from 1st January 2014. This relates to any animals that are sacrificed out with a project licence e.g. those used solely for the collection of tissue. These numbers are now being collated by the BRU, project licence holders, and other relevant users.
iv. BRU staffing:  The absence of the previous BRU Chief Technician on extended sick leave prior to their permanent departure has put a significant strain on the unit from a management perspective. This has been exacerbated by a general shortage of technicians on the floor due to extended sickness absence. Two animal technicians have now been recruited together with a new BRU Chief Technician which has largely addressed these staffing and managerial issues. It is important to note however that animal welfare was not at risk at any time as planned studies were cancelled when inadequate support was available so that technicians could focus on their core duties.

v. BRU management structure:  The AWERB continues to report on a monthly basis to the BRU Management Committee which is chaired by the BRU Director and consists of academic staff from the main user groups together with BRU managers and an Estates representative, and is responsible for overseeing day-to-day operation of the unit. The AWERB Chair also sits on the BRU Steering Group which is chaired by the Dean of the School of Medicine, Dentistry and Biomedical Sciences and also comprises the BRU Director, Named Compliance Officer, Named Training and Competency Officer, Head of Research Governance and an Estates and Health and Safety Representative, and takes an oversight of unit management and considers wider issues relating to animal research within QUB.
vi. Oversight of animal work outside the BRU:  The AWERB and NVS have been taking a more detailed oversight of animal work which is performed outside the BRU. This has involved visits to sites in the MBC basement, ground floor and sixth floor, in addition to the Royal Victoria Hospital.
vii. Ethical review of non-ASPA animal research:  Together with Research Governance, the AWERB have decided that all animal research not covered by ASPA i.e. not requiring a project licence, should undergo internal ethical review. As such, all schedule 1 work will be reviewed by the AWERB (currently only associated with the teaching laboratories) whilst observational/non-licensed studies conducted by members of the Schools of Psychology and Biological Sciences will be reviewed by the relevant School ethics sub-committee. The latter will be reported back to the AWERB through its School representatives.
viii. Brown report:  Further to the Brown report in to malpractice at Imperial College London in relation to animal research, some small changes have been made to the QUB ethical review process: (1) it will now be mandatory for applications to be reviewed at AWERB meetings (and not by email) and that applicants are present for the discussions; (2) the AWERB will increase its number of meetings from 4 to 6 per year with the dates published in advance together with application deadlines; (3) the QUB annual animal returns will be centralised and collated prior to submission to the DHSSPS so that greater oversight can be achieved; (4) all project licence applications and amendments will be managed by the School of Medicine, Dentistry and Biomedical Sciences Office and issued licences checked, as appropriate, before work is allowed to start or continue.
ix. Withdrawal of pilot study licence scheme:  in 2012-13 a pilot study licence scheme was introduced to allow new or existing staff to conduct animal research under an existing QUB project licence for a period of up to 12 months. A total of 9 pilot study licences were granted by the AWERB but as all of these individuals have now either ceased their animal research or gained their own project licences, it has been decided to withdraw this scheme.
