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HEALTH RESEARCH AUTHORITY 
BOARD MEETING 

 
PART 1 – PUBLIC SESSION 

 
Minutes of the Health Research Authority (HRA) Board meeting, held on 22nd 

February 2017 at the London HRA Centre 
 

Present Initials 

 
HRA Non-Executive and Executive Directors 
 
Teresa Allen   Acting Chief Executive 
Graham Clarke   Non-Executive Director  
Ian Cook   Director of Corporate Services 
Allison Jeynes-Ellis  Non-Executive Director 
Jonathan Montgomery   Chair 
Nalin Thakker   Non-Executive Director 
Karen Williams   Director of Finance, Procurement and Estates 
 
HRA Directors who attend the Board  
 
Joan Kirkbride   Director of Operations 
Janet Messer   Director of Research Systems, Standards and HRA  
    Approval Programme 
 

 
 
 

TA 
GC 
IC 

AJE 
JMo 
NT 
KW 

 
 
 

JK 
JM 

 

In attendance  

 
Amanda Hunn Joint Head of Policy 
Gaynor Collins-Punter Deputy Director Research Information Systems (in part – 
 item 7) 
Stephen Tebbutt Head of Corporate Governance 
 

 
AH 

GCP 
 

ST 

Observers 

  
Katherine Guerin Health Research Authority  
Simon Wilde Health Research Authority  
 

Item Item details Action 

1.  Apologies 
 
Deirdre Kelly, Non- Executive Director 
Tom Smith, Director of Guidance and Learning  
Janet Wisely, Chief Executive  
 

 

2.  Conflicts of interest 
 
The Board noted there were no conflicts of interest in relation to the agenda. 
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JMo advised he had recently stepped down as Chair of the Nuffield Council on 
Bioethics and would update his declaration of interest form in due course. 
 

3.  Minutes of last meeting 
 
The Board agreed the minutes of the last meeting were a true and accurate 
representation of the matters discussed without amendment. 
 

 

4.  Update from Chair 
 
National Research & Ethics Panel (NREAP) event  
JMo flagged the upcoming event on 28 February to thank continuing and 
outgoing members and welcome new members of the revised NREAP. The 
event would also include a debate on human tissue, big data and proportionate 
consent. 
 
JMo advised thanks to Sheila Oliver, Head of Research Ethics Service (England), 
who was due to retire soon, would also take place at the event. 
 

 

5.  Update from Interim Chief Executive 

Strategic Plan 

We have started the drafting work on the 2017-2022 HRA Strategic Plan 
following our interactive Board Seminar in January and our aim is to have a 
draft version available for review at the next Board meeting in April. 

Business Plan 

Progress is also being made with the 2017/18 Business plan which will be 
covered in more detail under the finance report.  To support this, the EMT has 
agreed to a number of initiatives to achieve savings targets whilst maintaining 
and continuing to improve service levels.  There will be a need to prioritise and 
manage expectations proactively over the next 3 years and we have started 
drafting a number of business cases to supplement the Business Plan.  

Leadership Talent Programme 

During January all ALB CEOs met to discuss progress with the Department of 
Health, Leadership Talent programme which is currently in its third  year.  It was 
a recommendation by an ALB NED at the last meeting that ALB boards were 
made aware of the specific objectives and recommendations which were 
discussed and agreed.  This includes placement of adverts for senior leadership 
posts within the ALB family, supporting coaching and development 
opportunities for aspiring directors and  potentially setting targets for achieving 
diverse leadership teams.  All ALBs agreed to share details of skills gaps with the 
wider pool and to highlight senior vacancies to the ALB 
family.  Recommendations will be circulated and we can consider the 
implications for the HRA. 

Service Improvement Workshop 

 



Page 3 of 8 
2017.02.22 HRA Board Minutes – Part 1 (FINAL) 

We had excellent representation from a number of stakeholders throughout 
our 4 day Service Improvement workshops and would like to take the 
opportunity to thank them for their valuable insights and contributions.   
 

6.  Directorate Update 

HRA Approval 

Detailed information on performance of HRA Approval operation is provided 
separately. There is continuing progress on reducing the open case load, 
achieved through a focus on clearing long-standing studies where applicants 
have not responded – although such long standing studies inevitably impact on 
median timelines for approval. Further analysis of the open case load is 
underway to continue to drive down timelines, alongside revised processes to 
request missing documents as quickly as possible to ensure the early steps in 
the process can be achieved.  

With control over the assessment process being achieved, the programme team 
have been able to return attention to working with the Department of Health 
on revisions to the Master Indemnity Agreement for devices used in support of 
research studies. Following a period of discussion between pharmaceutical 
companies through the Association of the British Pharmaceutical Industry, a 
consensus on desired modifications to the model Clinical Trials Agreement has 
not been agreed. We have therefore offered to develop a revised document 
drawing on our experience of the issues being raised by companies and NHS 
organisations. 

With input from the devolved administrations, work on rolling out technical 
assurances has been re-planned and detailed process flows for UK-wide 
processes have been agreed. 

UK-wide NHS/HSC compatibility programme 

We have made excellent progress with the Devolved Administrations on 
developing the sequencing of changes to be made to IRAS and supporting the 
development of change management plans in each nation. Detailed work on the 
specification for the UK-wide Local Information Pack in IRAS is being 
undertaken. 

Confidentiality Advisory Group 

A workshop has been held between HRA, NHS Digital and the MRC Regulatory 
Support Unit to develop a route map to help researchers requesting data from 
NHS Digital. Work has also been undertaken to compare the NHS Digital and 
CAG application forms, which will help to identify opportunities to reduce 
duplication for applicants. 

Collaboration & Development 

We continue to engage with a number of organisations exploring opportunities 
to streamline and clarify the regulatory arrangements for digital apps and in 
vitro devices. 
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We participated in a workshop on the ‘Liminal Spaces Project’ with Edinburgh 
University Law School, exploring current and future approaches to regulation of 
health research. 

We are exploring an opportunity to work with an academic partner to develop a 
framework for appropriate governance and oversight of activities that fall 
between research and service innovation. 

We are supporting a number of strands in NIHR’s ‘Push the Pace’ project, which 
is working to reduce waste and speed up the overall the research journey.   

Initial Assessment Information for RECs 

The 4 Nations Research Policy Group had agreed that the devolved nations RECs 
should receive the initial assessment information when they consider studies 
that are led from England.  This proposal was presented to colleagues from 
Scotland, Northern Ireland and Wales at UKREDG and was well received and 
actions commenced to allow this to happen. 

Hosting International Visitors 

7 Delegates from the Singapore Ministry of Health (MoH) visited the HRA on 7th 
February. The meeting was hosted by Sheila Oliver, Catherine Blewett, Sue 
Bourne and Chris Keane. Delegates had provided a list of questions for the HRA 
to assist them in implementing the Human Biomedical Research Act (HBRA), 
which was passed by Singapore Parliament in 2015, they also had an IRAS 
demonstration.  

REC Member Training 

The first of 2 National Member Training Days was held on the 16th February with 
100 members attending, the programme included REC and HRA up-date, 
Proportionate Consent, e-Consent, Adaptive, stratified and platform trials, 
embedding studies within studies, HRA Approval up-date and a workshop for 
REC Pharmacist Members. A second event will be held in March 

Consistency Improvement Plan 

The Consistency Improvement Plan, which was the initial output from the 
Consistency Improvement Programme, was completed in January 2017 and has 
been submitted to the Operational Management Group (which acted as the 
programme board) for approval. The Consistency Improvement Plan made 27 
recommendations which the group agreed could all be taken forward and an 
action plan is currently being developed to undertake this, taking the 
programme into the implementation phase.  

Proportionate Review 

The Proportionate Review timelines changed from 14 days to 21 days from 
January 2017 after the pilot which ran in 2016 showed that allowing additional 
time at the administration and committee review stages meant that 
applications were more likely to be facilitated through the process on first 
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submission; rather than being rejected for not meeting the validation criteria 
and therefore causing duplication and waste of resources due to having to be 
rebooked, resubmitted and revalidated. Whilst the average number of days to 
review has remained below 14 days, the applications which require more 
support and input from the REC staff and members have been able to benefit 
from the additional time allowed. 

Head of the Research Ethics Service 

Sheila Oliver is retiring from the NHS on 31 March 2017. Sheila started her 
working life as a nurse, then midwife and joined the HRA in 2007.  Immediately 
prior to joining the HRA Sheila won the contract to work with our organisation 
to develop the QA programme and REC Accreditation Scheme we have in place 
to date.  Sheila joined us as the Head of QA prior to transferring to her current 
role in 2010. 

Following interviews held in January, Mrs Ann Tunley, current RES Manager for 
England has secured promotion to this role. 

Financial management 

Finance has been leading on the 2017/18 budgeting process, working with 
Directors and budget managers to pull together a first draft budget based on 
this detailed work. EMT and finance are now working together to create a 
budget that enables delivery of our strategic aims whilst also delivering on core 
business as usual activity. The first draft budget is over-subscribed by £300k on 
the confirmed grant in aid allocation of £12,310k. This is a £320k reduction on 
2016/17 revenue limit and 4.5% reduction in real terms. Actions being 
considered to bring the budget within the GIA allocation include increasing the 
vacancy factor, travel and accommodation, maximising procurement 
opportunities, utilising ALB resources as well as renewed efforts to sub-lease 
available desks in HRA locations to off-set estates costs.  

A meeting has been held with our finance and payroll shared business service 
provider with the aim to get more from this service at a reduced cost. Currently 
indications are that a reduction of 18% £20k/annum is possible on this contract 
whilst also improving reporting functionality and automation of transactional 
processing.  

Policy  

The Policy Directorate are working with the Human Tissue Authority to set up a 
joint public engagement project to consider broad consent and dynamic 
consent when patient data is shared with tissue for research.  The project has 
the support of the Medical Research Council and the Department for Business, 
Energy and Industrial Strategy have agreed to match our funding as a 
Sciencewise project. 

The EU Guidelines on lay summaries of clinical trial results developed by an EU 
Taskforce led by the HRA have now been formally adopted by the European 
Commission in January 2017. 
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The Guidance on taking a proportionate approach to consent was published in 
January 2017. 

The Policy Directorate has agreed a jointly worded statement on GCP and 
training with the intention of asking other bodies to explicitly support the 
statement in order to reduce inappropriate application of GCP training. 

Guidance & Advice 

We are continuing to prepare the next phase of changes to reorganise and 
simplify the overall content on the website related to HRA Approval as well as 
the work to finalise the guidance for the research community about managing 
amendments to research conducted in the NHS/HSC. In February, in 
collaboration with the Medical Research Council (MRC) Regulatory Support 
Centre, we published an update to our existing online consent and participant 
information sheet guidance to add new content linked to the recently launched 
“Proportionate Consent Guidance” document and also the HRA’s generic 
radiation risk statements. In this update included reference to the EU-UK 
Privacy Shield for instances where it is planned to transfer data to the US and 
we also made some minor revisions in response to feedback.  
 

7.  Future version of IRAS – summary of stakeholder engagement to date 
 
The Board thanked GCP for attending to present this item. The Board noted this 
was a visioning exercise to identify future ideas with consideration of how these 
ideas might work in practice to follow at a later date. The Board agreed it is 
important the future version of IRAS is adaptable to deal with any potential 
changes where possible. GCP flagged wider stakeholder engagement is still to 
take place with the outcome from the service improvement plan to support the 
work. The Board noted the importance of working with customers and 
beneficiaries to support the development of the future version and agreed 
functionality beyond solely an application form should be considered. 
 

 

8.  Service Improvement Plan (SIP) update 
 
IC gave a short presentation on the SIP work to date. IC advised the joint 
workshop with both staff and external stakeholders had been a success.  
The Board noted further workshops were scheduled in March to help prepare 
managers and staff for change. 
 
The Board noted a business case to Department of Health (DH) had been 
drafted and the high level summary would be shared with NEDs.  

Action: IC to share high level business case with NEDs 
 

 
 
 
 
 
 
 
 
 

IC 

9.  HRA Approval update 
 
Performance data 
JMe presented new data comparing the overall timelines from the initial REC / 
HRA application to recruitment of the first patient for quarter 3 2015/16 and 
quarter 3 2016/17. The Board noted the caveat that this was only the initial 
analysis of data obtained from the National Institute for Health Research with 
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further data cleansing required for quarter 3 2016/17. Noting the caveat, the 
Board agreed the data was helpful and encouraging with the graph showing the 
time from application to first patient recruitment had decreased from 231 days 
to 143 days and the time from approval to recruitment of first patient had 
reduced from 176 days to 53 days.  
 
The Board noted the latest performance report. The Board noted the upward 
trend for REC study timelines in Figure 2 of the performance report - HRA 
Approval Timelines in Calendar days from REC final decision to HRA Approval by 
month of Approval. JMe advised the team had actively been chasing researchers 
with outstanding applications which was causing the data to be skewed. 
 
The Board discussed the KPIs and agreed future targets should be tested with 
stakeholders to consider what is acceptable. The Board noted the responsibility 
for the overall timeline was held jointly with researchers and sponsors with 
specific targets for the HRA controlled aspect to follow. 
 
Communications plan 
The Board noted the communications plan which would put greater emphasis 
on the bigger picture including reducing waste in the overall system. The Board 
agreed to send any comments on the stakeholder map to JMe. 

Action: All to send any comments on stakeholder map to JMe 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

ALL 

10.  Key Performance Indicators (KPIs) Quarter 3 2016/17 
 
The Board reviewed and approved the KPIs for quarter 3 and was assured the 
organisation was performing appropriately against these measures. The Board 
agreed the one page format was an effective way of presenting the data. 
 

 

11.  Corporate Risk register Quarter 3 2016/17 
 
The Board reviewed and approved the risk register for quarter 3 and noted the 
Audit and Risk Committee had reviewed the register at its last meeting. The 
Board noted there had not been much movement in risks since the last quarter 
and encouraged risk owners to consider their mitigations to ensure risks, where 
possible, are reduced over time. 
 

 

12.  Finance report: December 2016 & January 2017 
 
The Board reviewed and approved the reports for December 2016 and January 
2017. 
 
The Board noted the revenue budget for 2017/18 had now been confirmed 
(£12,310k), representing a £320k reduction or 4.5% cut in real terms on 
2016/17. KW flagged this had impacted on the business planning prioritisation 
process. 
 
KW flagged the forecasted revenue underspend was anticipated to be in the 
range of 1.6 – 2% which was largely due to key projects being delayed or not 
taking place. KW advised certain strategic projects, that helped the HRA to 
deliver its strategic goals and can be implemented quickly, have been brought 
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forward to address this potential underspend.   
 

13.  HRA Audit and Risk Committee minutes (2016/10/04) 
 
The Board noted the minutes from the Audit and Risk Committee held on 4th 
October 2016. GC flagged there had been a number of changes in membership 
since the previous meeting with a change in the National Audit Office leads and 
Moore Stephens being replaced by Mazars as the external auditors. Marc Taylor 
had also joined the committee as an independent member. 
 
GC flagged a deep dive had taken place to consider the amendment backlog 
which had offered opportunity for Committee members to consider the process 
and be assured by the steps undertaken to resolve the issue. GC flagged the 
next deep dive would be to consider the iCasework project in more detail. The 
Board accepted the Audit and Risk Committee should continue to lead the deep 
dive discussion as opposed to adding to the Board agenda however agreed JMo 
and AJE should be invited to join the deep dive sections if they wished. The 
Board agreed to consider where the responsibility for the deep dive discussion 
is best positioned again in a year. 
  

 

14.  Any other business 
 
NREAP Terms of Reference 
AH presented the revised terms of reference to the Board. The Board discussed 
how topical issues were identified and agreed a list of topics to be covered over 
the year should be detailed. This would allow NREAP members to have the 
opportunity to flag any other issues and be able to input into horizon scanning 
activity.  
 
The Board agreed the reporting structure should be detailed in the terms of 
reference. The Board agreed the terms of reference should also make clear how 
changes are made to the membership pool. 
 
The Board approved the terms of reference subject to these changes. 
 

 

15.  Questions from the public 
 
None to note 
 

 

16.  Date of next meeting 
 
The Board agreed a teleconference should be scheduled in March. 

Action: ST to arrange teleconference 
 
Wednesday 12th April, London HRA Centre 
 

 
 
 

ST 

 


