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This report covers the period from 1st June 2015 and 31st May 2016.  Since this is the first report additional information about changes that have been made to the Animal Welfare Ethical Review Body [AWERB] processes and the handling of Project Licences, in particular, has been included to enable the University Biomedical Services Strategy and Governance Committee [UBSSGC] members to appreciate the progress made towards meeting the AWERB recommendations in the 2014 Strategic Governance Review.

University AWERB structure and process:
The AWERB Handbook (V2.0 February 2016) includes the University’s policy for animal use, summarises how animal work is regulated and how the University AWERB process is organised, explains the Project Licence process and provides the contact details of key University Biomedical Services (UBS) staff who provide advice and support.  This document is designed for anyone who is involved in animal research at the University and as the induction pack for new AWERB members [Recommendation 6].  
In line with Recommendations 3 and 4 the newly formed UBSSGC has two main functions:
a) overall responsibility, and authority, for setting the strategic direction for Biomedical Services in the University, for ensuring that the governance systems that support this are legally compliant and fit for purpose, for the financial sustainability of the service, and for providing facilities and staff that support the needs and setting direction of biomedical research in the University and 
b) setting high level policy as it relates to the housing of animals acquired for or used for a scientific purpose and the type of animals and nature of the research considered ethically appropriate for the University. 
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AWERB Standing Committee (which also includes the AWERB Sub-committee and AWERB Licence Amendment committee).
a) The AWERB Standing and Sub-Committees:
The AWERB Standing and Sub-committee normally meet once a month each however meeting frequency is demand led.  For example; during peaks in applications or when exceptional circumstances determine, additional AWERB Standing Committee meetings have been called.  
The AWERB Standing Committee concentrates on new applications and Project Licence Retrospective Assessments while the AWERB Sub-committee handles referred amendments, retrospective licence reviews and other AWERB business.  These two committees try to retain this division of tasks however when circumstances dictate new project licence applications are tabled at AWERB Sub-committee meetings and amendments at AWERB Standing committee meetings.  The AWERB Standing Committee meetings are held at the end and the AWERB Sub-committee meetings at the beginning of each month.
The University appointed a new Chair of the AWERB Standing and Sub-committee [Recommendation 9] in October 2015.  Dr Virginia Warren (MA, MD, formally FFPH [Fellow of Faculty of Public Health]) brought her medical, public health and board level voluntary sector expertise to these committees and an energy and dedication to the role that has helped drive the evolution of the whole University AWERB process.  Working with Dr Farmer, UBS Welfare Director [Recommendation 11], she has supported and implemented the following changes:
a) Introduction of a PowerPoint template and guidance notes designed to focus Project Licence holders on the core points the committee require addressed when licensees attend and give presentations to the committee meetings.  This has introduced consistency in the type of information presented and transparency since licensees know beforehand what the committee will be expecting to hear.
b) The introduction of one or two “specialist” scientists co-opted to attend all or part of each meeting.  This has helped to strengthen the scientific consideration of licences and has been well received by licensees going through the process.  However this should not be seen as diluting the contribution made by the core team of scientists who serve on AWERB committees, who provide breadth to the scientific discussion.
c) New Lay Members from both within and external to the University have joined the committee and their contribution, along with the existing Lay Members, allows more flexibility and reduces demand on each individual.  Each Lay Member brings a unique contribution to the committee and the University is fortunate to have Lay Members who actively engage in the process and are of a calibre to improve discussion.
d) Agreed a clear separation of the tasks undertaken by the AWERB Standing committees and the 3Rs committee which has reduced duplication of effort.
e) Agreed the introduction of new Retrospective Review and Assessment templates.  The information now gathered is more comprehensive and relevant.
f) Aided by Rev. Dr Peter Hayler and Dr Jo Keeley discussed and considered the ethical consideration of project licences and concluded that the way the committees undertake this consideration is robust and proportionate.
g) Discussed and agreed policy on advice to scientists undertaking regulated procedures or collaborations with scientists overseas or in other UK establishments [Recommendation 10].
In addition to her role of chairing AWERB Standing and Sub-committees, Dr Warren has attended meetings of the University’s 3Rs and Named Persons Committees, engaged in external activities including the IAT Joint Autumn Symposium at the University Technical College in November, the RSPCA Lay Member’s Forum in London in December, a University Institute Continuing Education [ICE] course held at Madingley Hall and the Animals in Science Committee [ASC] local AWERB Hub meeting in Leicester, both in May.  By so doing she has brought new and fresh ideas to the University AWERB process.  
b) AWERB Licence Amendment Committee:
The University uses a virtual committee system to consider most project licence amendments.  The Licence Amendment committee consists of a Named Veterinary Surgeon [NVS], a Named Animal Care and Welfare Officer [NACWO], a scientist and a Lay Member.  As the title suggests business is conducted electronically.  Members are sent an e-mail attached to which is a copy of the proposed licence amendment.  Comments are requested within 2 weeks by return e-mail to ensure process delays are kept to a minimum.  
Project licence amendments are handled by a Licence Amendment committee when the amendment is straight forward and does not fall into one of the categories listed below [Recommendation 13].  If an amendment is referred to an AWERB Standing/Sub-committee the project licence holder is invited to attend, although attendance is not mandatory.  The committee does not expect the project licence holder to give a presentation however if the licensee feels this will help the committee to understand the amendment more clearly they are given to opportunity to give a brief 10 minute presentation before answering questions from the committee.
The following amendments should always be considered by the AWERB Standing/Sub- committee and not the virtual AWERB Licence Amendment committee:
1. The amendment is complex and the NVS, NACWO or scientist flag that the amendment should be tabled at an AWERB Sub-committee meeting.
1. The amendment is ambiguous or unclear and the issue cannot be resolved by the AWERB Licence Amendment committee process.
1. The amendment raises ethical, societal or welfare concerns. 
1. The amendment involves special species.
1. The amendment requests a significant increase in the numbers of animals used on moderate or severe severity protocols.
1. The amendment requests the severity classification of a protocol to be increased and/or the addition of one or more severe severity protocols.
3Rs Committee: 
a) Division of tasks between the AWERB Standing and Sub-committees and the AWERB 3Rs committee:
Under the chairmanship of Prof Saeb-Parsy the new 3Rs committee, which meets on a monthly basis, is making a significant contribution to the University AWERB process.  After the remit of the AWERB 3Rs committee was clarified, the duplication of effort which occurred when this committee was first formed has been resolved.  In relation to project licence applications the AWERB 3Rs committee undertakes the following tasks:
a) For new project licences with severe severity protocols or amendments to existing licences which add severe severity protocols, the committee considers primarily the 3Rs part of Project Licence Part D.  When appropriate the committee will pass comments to the next AWERB Standing Committee meeting where the full licence is considered.
b) Considers primarily Section 3 (3Rs section) on all Retrospective Reviews and Assessments and pass comments, where appropriate, to the AWERB Sub-committee or AWERB Standing Committee meetings respectively.
c) Where clear 3Rs achievements appear in project licence applications/ amendments or in Retrospective Reviews or Assessments, the committee will either approach the licensee and request the licensee writes a brief guidance note or ask if the information can be extracted by the Named Information Officer [NIO] with a view to disseminating the information to the wider University research and where appropriate inclusion on the UBS 3Rs database.
d) Maintains a spreadsheet of all licences which have severe severity protocols authorised by the Home Office.  Based on data from the annual statistics the 3Rs committee selects those licences where the severe severity protocols are used and the previous year’s annual statistical returns have included animals returned as having reached severe severity.  The project licence holders of these selected licenses are asked to attend a 3Rs committee meeting to discuss why animals reached this level of suffering and explore possible refinements aimed at reducing the level of suffering.

b) The AWERB 3Rs Committee has also been undertaking the following AWERB tasks this year:
a) Working guidance for the use of irradiation and tamoxifen was discussed and is still in preparation.
b) Proposals to introduce technician led projects has been discussed however due to the ongoing staff shortage progressing this further has proved problematic.  
c) Technician poster competition.  Two of our technicians produced a poster prior to this reporting period (The Naked Mole Rat – Husbandry and Maintenance) which this year won the IAT Journal Prize for a paper based on their project when it was published in IAT Journal “Animal Technology & Welfare”. 
d) Identified that information contained in Retrospective Reviews of project licences would be useful when a further licence is require.  The committee recommended that Reviews should take place in the penultimate year of the licence.  This has been taken forward and Retrospective Reviews are now requested when licence holders receives their 15 month reminder letter.  The Retrospective Review is now a core document licensees are expected to provide to their Project Writing Team before the first meeting to discuss writing a new licence.
e) Project licence holders are required to complete a Retrospective Review of their licence 12 to 15 months prior to its expiry.  Until recently the way Retrospective Reviews have been considered by the AWERB process has been slightly ad hoc.  Now all Retrospective Reviews are considered by the 3Rs committee and Project Writing Teams.  When appropriate Retrospective Reviews are considered by the AWERB Sub-committee.
f) Following discussion of the Macleod paper on “Risk of bias of in vivo research: A focus for improvement” the 3Rs committee and AWERB Standing and Sub-committees have increased their attention on the experimental design component of each application and if not clearly explained in the application ask licensees to explain their approach to experimental design and whether randomise and blind are integral to their work; if no the licensee is asked to explain why this is not the case.  Asking questions around experimental design ensures that University scientists are attending to the 3Rs, and to the Utilitarian aspects of ethical biomedical research, and can lead to offers of additional support and resource, if required [Recommendation 15]. 
g) Wrote to the Establishment Licence holder and pro Vice Chancellor for Research identifying the need for additional resources necessary to ensure good advice and discussion of statistical and experimental design occurs during the project licence writing process, at AWERB meetings and when experiments are planned [Recommendation 15].
h) Provided comment on the Home Office draft document on the “Effective breeding of genetically altered animals: an assessment tool” which is now being tried out by inspectors at several establishments ahead of full implementation.
i) Set up a sub-committee to organise and co-ordinate UBS’s involvement in two Science Festivals scheduled for 2017.
j) Arranged for a researcher experienced in CRISPR/Cas9 technology to attend and explain the 3Rs benefits from this new technology.  A one page summary has subsequently been circulated to all project licence holders and Named Persons [Recommendation 15].

The Named Persons Committee.
This committee brings together the NVSs and NACWOs, Deputy Directors/Named Training and Competence Officers and NIO, the UBS Training Manager plus the UBS Directors [Recommendation 4 and 5].  The meeting is chaired by the Establishment Licence holder.  This committee meets once a month.  
This committee has undertaken the following business this year:
a) Reviewed the two Compliance Assurance Meeting [CAM] cases, the non-compliance and suspected non-compliance cases to identify the lessons learned and shared the actions taken.
b) Reviewed the University’s Transport policy and led to the inclusion of a statement that animals would only be moved to and from overseas sources as a last resort.
c) Reviewed and agreed revisions to Study Plans and the handling of Project Licence Standard Condition 18 reports.
d) Disseminated 3Rs information from the 3Rs committee and other sources to NACWOs.
e) Disseminated information about unit health issues and actions being taken.
f) Discussed and agree the replacement of key items of equipment, refurbishment of facilities, progress with building projects and changes to the Establishment Licence.
g) Formed a sub-committee of surgery technicians.  Noted activities and disseminated recommendations from this sub-committee.  Discussed and agreed the original and revision to the policy proposal for surgery technician cost recovery.
h) Disseminated advice provided by the Home Office inspectors.
i) Updated and where possible agreed common Standard operating Procedures [SOPs] across animal facilities.
j) Identified the need for and discussed a guide for licensees on how to handle unexpected adverse effects.  This project has subsequently been placed on hold because the Home Office is producing an Advice Note on the same subject.
k) Discussed and disseminated information about security and health and safety matters.
An outward facing AWERB.
The 3Rs and NPC committees extended an invitation to CI and MRC Named Persons to attend meetings.  CI requested and staff have been invited and attended, as observers, the University AWERB Standing committee.  Requests from non committee members to attend AWERB Standing and Sub-committee meetings are considered on a case by case basis to protect intellectual property.

The new Project Licence process
Project Writing Teams have been introduced to support Project Licence holders through the drafting of their new licence and to explain and support the licensee through the AWERB and submission phase.  However UBS resources are finite and therefore the onus remains on the Project Licence holder to drive the process and produce good quality documents.  Project Writing Teams can be set up at any time, however UBS recommends all Project Licence holders set up their Team before they start to write a new licence, if a Team is not already in existence.  UBS strongly encourage Project Licence holders to include UBS Named Persons, their Deputy Director/Named Training and Competence Officer and a biostatistician (plus were possible scientists from within their own group) since these are the people best placed to provide up to date advice and support during the writing process.  
To support Project Licence holders further and after consultation with Project Licence holders and the local Home Office inspectors, considerable effort was put into producing a Project Licence Writing Guide.  In addition the Training School runs a session on Project Licence writing [Recommendation 11].
UBS 15/16-16
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In addition to the diagram above a Project Licence Process Timetable has been revised and presented as a Task and Action Table, in Word format, which is given to all Project Licence holders when they have their first Project Team meeting so they know from inception to granting what is required and the people responsible for each step and how they can be contacted [Recommendation 11].
[image: Microsoft Excel - PPL Tracker]UBS staff developed Project Licence Tracking Tool [Recommendation 11].  This is a spreadsheet designed to track the progress of Project Licences from the time a new licence is identified to when it is granted by the Home Office.  The spreadsheet will allow UBS to identify where delays are occurring in the process so that ways to reduce or remove these can be explored and implemented.  Initially, only key UBS staff will have access to this spreadsheet; however in the longer term the aim will be to make it available to all project licence holders so they can see where their licence is in the system and what other licences are also being processed through the system at the same time.  A similar Process Timetable and Tracking Tool are being developed for Project Licence amendments.
Screenshot of the PPL Tracking Tool.

Project Licences processed during 2015/16.  
As described above, significant changes have been made to the University AWERB.  This has required the introduction of a number of new processes and documents.  In addition at the beginning of September 2015 UBS became a single section with in the Division of Health, Safety and Regulatory Facilities [Recommendation 1].  The UBS office also moved from central Cambridge to Greenwich House in North West Cambridge.  Inevitably these changes impacted on the handling of Project Licences, particularly during the office move and UBS apologises for any delays experienced.  
This year it is not possible to provide an accurate or complete breakdown of the time taken for Project Licences to move through the AWERB process so this information has not been provided.  However with the new Project Licence Tracking Tool now in use the intention is to provide this information in the 2016/17AWERB Annual report [Recommendation 11].  
Below provides a summary of the number of new Project Licences and Project Licence amendments considered by the AWERB Standing, Sub- and Licence Amendment committees during the period of this report.
a) New Project Licences:
Twenty four new project licences went through the University AWERB committee meeting process during this period and of these seventeen have been granted by the Home Office.  Five licenses are currently with the Home Office and two are with the licensee.  Two of these licences returned to AWERB after extensive revision was requested to scope the application, one of these applications is currently with the Home Office and the other is with the licensee.  Another licence has been heard by the AWERB on three occasions and is currently being redrafted.  
Three licences have been submitted electronically as part of the new ASPeL on line process trial: two have been granted.  The third licence is still being drafted but in the interim the Home Office granted a 3 month bridging licence because delays in processing the new application meant that the full licence could not be granted before the existing licence expired.  Two licences have required additional availability, at either the University or another establishment.
A further eleven project licences were granted during this period however these licences had been through AWERB committee meetings prior to this reporting period.
b) Project Licence Amendments:
Thirty nine amendments have been granted during this reporting period of which three were submitted twice for two different changes.  Two amendments requesting additional availability were considered by the virtual committee, both have been granted.  A further four requests for additional availability were referred to the AWERB Standing/Sub-committee and of these three have been granted and the fourth is currently with the Home Office.  Two further amendments were referred to the full AWERB committee and both of these have since been granted.
Finally the Governance Review recommended [Recommendation 19] UBS minutes are recorded using a standard template.  Several different formats are still in use.  To address this recommendation a meeting will be held at the end of June 2016 to agree the format that will be used in future.  		
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