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10 December 2019 HRA Board meeting 
Approvals Service update 
HRA Approval 
The process of operational staff becoming better acquainted with a new structure 
and new roles continues.  Recruitment rates remain high, though we are pleased to 
say that this relates to a significant amount of internal promotion within operational 
teams – each promotion triggers successive promotions opportunities in its wake. 
The senior team have been focussing on provision of training, formally and 
individually, on both technical and leadership aspects, and face-to-face regional 
meetings to use feedback to work together on refining processes. The outcomes of 
the work on reducing printing of meeting papers, and the roll out of the amendment 
tool (described further below) are needed in order to reduce workload for the team. 

The October round of the regional Chairs’ meetings have been held and included 
discussion of operational and policy issues, and ethical aspects related to the 
involvement of patients and the public in research.  Chairs, members and staff are 
giving us useful feedback on the addition of an Approvals Specialist or Manager at 
meetings, to support the Committee in their decision-making, with due regard for 
relevant governance issues in applications.   

In the member support team, a fixed term project worker has started in post to work 
with REC membership on increasing confidence in, and use of, the HARP Member 
Portal. He will visit RECs in turn offering support sessions, and 1-1 help as well as 
simplifying the guidance.  This will further our work in reducing the financial and 
ecological costs of printing and posting meeting packs, while making sure this is 
done in the way that is most supportive of REC members.  

The support team and learning and development team have collaborated to refresh 
member induction, organise regional training, as well as establishing arrangements 
to better identify and deliver targeted training 

Guidance and Advice  
HRA Queries Line continues to receive high volumes relating to roll out of the UK 
Local Information Pack as well as a broader range of queries. To increase capacity 
and resilience in the service we have requested additional advisors from 
counterparts working in devolved nations.  

Guidance activities include: 



• Mental Capacity Act (Northern Ireland) – Work is underway with colleagues in 
Northern Ireland to address the implications of new legislation which was 
implemented with little advance notice on 1 October 2019. 

• Guidance on K Local Information Pack - we are working with colleagues 
across the UK to improve guidance related to applications using the IRAS 
Form, and monitoring feedback on UK Local Information Pack guidance and 
making improvements as needed.  

Customer support project – the project board has agreed the high-level requirements 
for a Customer Relationship Management (CRM) system and work is now underway 
on procurement.  

Programme Activities 
We have been working closely with NHS England and the NIHR Clinical Research 
Network to advise and support on the work relating to commercial costing and 
contracting. We have established a UK contracting leads group to ensure a UK-wide 
link for the related work on template agreements. 

Combined Ways of Working (CWoW) 
The CWoW pilot has now received its 100th application and feedback remains 
positive. Favourable reactions particularly to the harmonised set of requests for 
further information from the MHRA and REC, significantly reducing overall start-up 
timelines. Applicants have noted that the guidance is very clear and the CWOW 
team has been very helpful, making the CWoW pilot “one of the most appealing 
amongst the various pilot schemes in the EU”. Evaluation of intermediate benefits 
set out in the benefits realisation plan ensures that we are on track to be able to 
demonstrate overall benefits to RECs, HRA and applicants at the end of the pilot. 

Clinical Trials 
The HRA has been leading on work with the EU Clinical Trial Expert Group to 
develop harmonised templates which can be used and submitted to all EU member 
states. Three templates (investigator CV, declaration of interest form and site 
suitability form) have been endorsed by the CT Expert Group in Brussels and are 
now accessible via the European Commission website. A fourth proposed template 
(Recruitment and Informed Consent procedures) was presented to the Expert Group 
last week and we are awaiting the outcome. 

Amendments Tool 
We have developed an algorithm to help sponsors classify amendments and 
determine which review bodies need to be informed. This is intended to reduce 
burden for staff and reduce confusion for the community. We are piloting this with a 
small number of sponsors to refine the tool and guidance, before further expanding 
the pilot. 

Medical Device Regulation 
We have been liaising with the Medicines and Healthcare products Regulatory 
Agency (MHRA) to work through the implications of future regulations for medical 
devices. We are also exploring how we can provide a more integrated service 
between MHRA and the UK REC service. 



Programme engagement  
HRA supported RDForum Non-commercial sponsor symposium, attended by over 
100 non-commercial sponsors. We worked with RD Forum on the programme, and 
Janet Messer and Juliet Tizzard spoke at the event.  

Working with DHSC, we also spoke with R&D representatives from across England 
at the Research Management Champions group, convened by HRA. Emma Lowe 
spoke to colleagues on the Life Sciences Sector Strategy, and Participant 
Recruitment Centres.  

Learning and Development  
The annual National REC Chairs’ day was held on 28 November, fully booked with 
120 delegates. This year, we opened up the event to an invited audience and 20% of 
the delegates were from industry, academia, charities or the NHS. The programme 
was been developed in discussion with a number of Chairs and HRA staff and is a 
mixture of panel discussions and parallel workshops. The workshops focus on: 

• Collaborative decision making (in RECs) 

• Getting it right: promoting and protecting the use of patient data within data 
driven technologies 

• Re-thinking Patient Information Sheets – an industry and patient collaboration 
Outcomes from the workshops will help inform strategic and operational planning 
and will be shared with the wider HRA community through the usual communication 
channels.  

Confidentiality Advice Team 
Review of arrangements and skill mix in the team that supports CAG, has given rise 
to proposals for changes to staffing. These will increase both capacity and resilience 
within the team, allowing it to continue to provide the same high level of support to 
CAG and the applicants, while working on other areas.  Planned development 
projects include work on integrating CAG information systems at the appropriate 
point and rate in the Research Systems programme.  We are also planning new 
review activities to trial a new approach to reviewing in predetermined circumstances 
where REC review is not legally required, but where we might help streamline 
research.  These focus primarily around assurances in information governance as 
well as ethics review.  We will trial the approach, which includes significant staff 
expertise in this area alongside current REC members, in relation to recruitment 
registries at first.  

Policy directorate 
Communications 
The pre-election period, which restricts proactive communications in the run up to 
the General Election, started on 6 November. Our communications activity has 
reduced as a result and the Board will see a corresponding drop in engagement in 
the next round of KPIs, especially around social media. 



Regular communications planning meetings between the HRA and the Department 
for Health and Social Care to prepare for EU Exit have restarted, though no 
communications are planned until the new government is in place. 

The Communications team has produced a communications strategy for the 
research systems programme. The strategy, written in collaboration with the IRAS 
partners, will be shared with the Research Systems Programme Board for approval 
on 5 December.  

Communications planning is underway with MHRA for the next stage of the 
Combined Ways of Working pilot to mark the 100th application to the programme. It 
is expected that this will be reached before the start of December. 

Lisa-Marie Chadderton has joined the Communications team as Communications 
Officer on a fixed term contract until April 2020. Lisa will work on the HRA website 
and intranet to develop them in line with the accessibility regulation for public sector 
websites.  

Policy and Engagement  
Our finalised our research transparency strategy, reflecting consultation feedback 
and recommendations from the Strategy Group, has been submitted to the Board for 
review and sign-off. The Chair and Director of Policy gave oral evidence at the 
House of Commons Science & Technology Select Committee’s clinical trials 
transparency follow-up session in October, and the team has been conducting a 
series of stakeholder engagement meetings to help socialise the strategy. 

We circulated our draft guidance on the use of patient data in medical software 
development to key internal and external stakeholders for comment. The draft 
guidance is now being updated to reflect the feedback received, and we are 
speaking to proposed co-signatories about publication. 

An initial programme of activities to support the development of a new engagement 
plan, including a series of interviews to map and record current external engagement 
activities by HRA staff and Non-Executive Chairs, has been submitted for 
consideration by the Leadership Team. 

Public involvement 
We are doing further scoping work on improving participant information sheets for 
commercial research studies. A workshop at the recent HRA research ethics 
conference discussed the issue with public contributors, industry representatives and 
research ethics committee chairs, helping us to plan the next stage of this work. 

The team is working with Communications colleagues to produce case studies on 
good involvement in research studies that has helped the research team secure 
approvals from the HRA more easily. This is in support of the best practice principles 

We have started planning the development of a new strategic statement for the HRA 
on public involvement, part of which will include an update presentation to the 
December Board meeting. 



Finance 
DHSC Finance  
We met with DHSC finance colleagues Julie Robinson and Ming Lui to introduce 
new team to HRA. This was a useful opportunity to discuss HRA’s funding 
requirements as well as understanding what needs to be done to gain approval for 
research systems refreshed business case.  

2020/21 budget setting 
Zero based budgeting exercise has commenced to inform 2020/21 business 
planning process. Investment appraisal exercise is planned to take place in the new 
year using an enhanced business case template, based on green book principles. 
Evaluation criteria will be agreed by SLT in December to inform this process with a 
focus on both capacity releasing and efficiency activities to help ease known budget 
pressures.   

Facilities 
Facilities management (FM) contract has been signed for our Nottingham office. We 
have also secured a route to market for FM for our Bristol / Manchester offices.  

Improved WIFI has been rolled out in Nottingham and Manchester offices with 
London and Bristol anticipated to be completed by the end of the year due to 
additional infrastructure requirements.  

Estates 
London office move. Programme manager has been recruited to support all 5 ALBs 
(NICE, CQC, HRA, HFEA, HTA) and DHSC / GPA (government property agency) 
and 5 workstreams are now up and running (Culture; Communications; Finance & 
Commercial; Technology and Facilities Management). Building tours have been 
arranged and feedback is generally positive.  

Union have signed off on package of support agreed for staff for the London move 
(based on previous arrangements for Newcastle move).   

Corporate secretariat 
Business continuity plans have been reviewed and staff updated on the changes at 
the all staff VC. As part of this refresh the phone cascade has been tested and new 
text notification system adopted.  

Information governance incident reporting process has been refreshed following 
feedback from staff and will be presented at the next Information Governance 
Steering Group.  

Project team has been created to manage completion of the Data Security and 
Protection Toolkit and NHS BSA have agreed to perform a gap analysis on cyber 
security to help inform this process.  

ICT infrastructure 
Work continues on the roll out Exchange On Line across the HRA which will be 
complete by February 2020. This work will provide improved service performance 



and better tools to meet HRA requirements. Collaboration software (MS Teams) is 
also being piloted to help support our estates and smarter working ambitions.  

The HRA continues to be an active participant in the Future Services Programme 
which aims to replace our current out-sourced ICT infrastructure contract with a 
SIAM model (service integration and management) where the supplier management 
is bought back ‘in house’ to improve performance, value and control. Service desk 
functionality will move to this model early in 2020. HRA also intends to adopt a new 
mobile phone contract to support operational requirements and widen access to 
ethics committees. HRA is represented on the FSP Board and on the various 
governance groups – including finance, commercial and technology.   

Corporate Services 

Smarter Working – part of the Estates Strategy Programme 
We have completed workshops across all our office locations and also held a virtual 
one which all our staff have been invited to attend to discuss together smarter 
working and what’s important to us at the HRA in balancing the needs of the 
organisation, individuals and our ‘customers’ in how we work together. There were 
lots of great discussions and ideas generated. The outputs of these workshops are 
now feeding into our work of this stand of our estates strategy which is overseen by 
the workforce board. 

Equality and Diversity 
Our Equality, Diversity & Inclusion staff-led interest groups have started to meet and 
are identifying areas of priority that will inform our strategy and work programme as 
well as providing a space for mutual support. Disability awareness training will be 
rolled out for managers in the new year. 

HR 
Recently commissioned work from NHS Business Services Authority (HRA’s third 
party HR provider) on assessing reasons why colleagues are leaving the HRA 
through and exit questionnaire and interview. Data is compiled each month and 
considered by the Workforce Board. Initial reports suggest there remain issues 
morale though very positive comments about line managers.  

Has also commissioned BSA to provide extra support for the remainder of 19/20 to 
update HR policies and offer additional HR capacity for the impending London Office 
move to Stratford 

Programme Management Office 
Updated the Benefits Management Framework to reflect how we manage benefits at 
HRA. Implemented the process to create benefits realisation plans and the benefits 
register. 

Maintaining the 2019/2020 portfolio dashboard for the reporting of programmes and 
projects for use by the Transformation Board and Leadership Team Meeting. 

Providing support for 2019/20 business planning.  



New learning modules implemented for project and change management.  This work 
was led by HEE. Support is being provided to PMs in the use of the project 
management process and providing feedback on project briefs/PIDs etc.  
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