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Agenda Item: 64/13R 

 
Trust Board - 26 September 2013  
 
Research & Development Update 
 
Presented by: Dr M Van der Watt, Medical Director 
 

1. Purpose 
 
1.1 To present the R & D Annual Report data for 2012/13 
1.2 To update the board on the MHRA GCP inspection planned for 23rd-27th September 
 

2. Background 

 
National Context 
A range of policy statements defined the expectations with respect to NHS R&D. 
 

a. Role of health research in the Government's new Health and Social Care Act 
Research has always been a core function of the NHS since its creation.  The Health 
and Social Care Act 2012 recognises the need to promote research and the use of 
research evidence, and creates unprecedented powers and duties, at all levels, to 
meet that need. 
 

b. The Department of Health‟s 5 year strategy „Best Research for Best Health‟ set out to 
ensure a vibrant, world class environment for conducting health related research.  It 
established the National Institute for Health Research (NIHR) to complete a trio of 
institutes that form an innovation, evaluation and implementation framework.  
Together these institutes provide a coherent system in order to: 

 Identify innovative ways of preventing, diagnosing and treating disease (NIHR) 

 Evaluate these innovations to assess their clinical and cost effectiveness (NICE) 

 Ensure that agreed innovations are implemented in the NHS (NIII). 
 

c. The NHS Constitution speaks of an „NHS committed to the promotion and conduct of 
research‟ requiring that the „NHS will do all it can to ensure that patients, from every 
part of England, are made aware of research that is of particular relevance to them‟. 

 

d. The White Paper, „Equity and Excellence, Liberating the NHS‟ confirmed that the 
Government is committed to the promotion and conduct of research as a core NHS 
role and that it is essential in order to improve quality and productivity and is critical 
to the ability of the NHS to deliver world-class health outcomes. 

 
e. The Operating Framework for the NHS in England 20012/13 states  “The promotion 

and conduct of research continues to be a core NHS function and continued 
commitment to research is vital if we are to address future challenges.  Further action 
is needed to embed a culture that encourages and values research throughout the 
NHS”.  

 

https://web.nhs.net/owa/redir.aspx?C=6ed1879174b64a2292d98f9bbfbd1b29&URL=http%3a%2f%2fwww.legislation.gov.uk%2fukpga%2f2012%2f7%2fcontents%2fenacted
https://web.nhs.net/owa/redir.aspx?C=6ed1879174b64a2292d98f9bbfbd1b29&URL=http%3a%2f%2fwww.legislation.gov.uk%2fukpga%2f2012%2f7%2fcontents%2fenacted
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National Research Networks Update 
 

The current 102 NIHR Research Networks are being reduced to 15 Clinical Research 
Networks, one to be aligned to each Academic Health Science Network. WHHT employs 
many Research staff funded by the Comprehensive Local Research Network [CLRN] 
together with substantial support funding covering additional costs to the Trust resulting from 
recruitment to NIHR Portfolio non- commercial studies.  A paper about the possible risks is in 
preparation. 
 
Health Research Authority [HRA] 
 
The Health Research Authority (HRA) is a newly formed NHS organisation established on 01 
December 2011 as a Special Health Authority.  The purpose of the HRA is to protect and 
promote the interests of patients and the public in health research.  

 
The HRA will work closely with other bodies, including the MHRA and NIHR, to create a 
unified approval process and to promote proportionate standards for compliance and 
inspection within a consistent national system of research governance. 
 
Academic Health Science Networks [AHSN] Update 
 
Interviews for potential AHSN applicants have taken place and UCLP has been appointed.  
The host for the Local Clinical Research Network has now been confirmed as Barts and the 
Royal London NHS Foundation Trust. 
 
New Guidance for Attributing the costs of Non-Commercial Portfolio Research 
[ACoRD] 
 
This guidance may have financial consequences for our non-commercial research activity 
over time. 
 
MHRA GCP Inspection 
The Trust has been notified of a routine MHRA inspection 24th -27th September. The 
inspections review R & D processes and activity and particularly patient safety and data 
quality. 
 

3. Analysis/Discussion 
 

3.1 R & D performance  
 

Activity 
Research activity has increased substantially over recent years. The recruitment figures 
show fluctuation because high recruiting studies are not always available to research teams. 
There is a high recruiting study open in the current financial year, so the recruitment in 
2013/14 is likely to be strong. 
 

http://www.mhra.gov.uk/Aboutus/index.htm
http://www.nihr.ac.uk/Pages/default.aspx
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Funding 
 
Department of Health Network Funding 
The Trust received £565,868 in 2012-13 to support portfolio activity 
 
Grant Income, received and awarded 
 

Year 2009-10 2010-11 2011-12 2013-14 2014-15 2015-16 

£ 0 £44,998 £89,996 £72,248 £93,474 £79,009 

 
Department of Health Research capacity Funding 
The Trust received £39,598 in 2012-13 and has been awarded £36,468 for 2013-14 
 
Commercial/other income 
The Trust received £20,043 in additional income in 2012-13 

 
Performance 

 
Performance in the Department of Health Initiating and Delivering of Research 
The Trust met the DH initiating research target for only 1 of the 7 eligible studies [14%] 
compared to the national average of 23%. The reasons are described on the Trust website 
and are due to external factors and studies for rare conditions [haematology oncology] 
where the target will not usually be achievable. The R & D approval times averaged 11 days, 
well within the 30 day target. These performance targets remain a focus for the research 
staff. 
 
Key Performance Indicators for 2013/14 
 
It is proposed that the R & D key performance indicators (KPIs) will be: 
 
KPI  1 – Increase portfolio recruitment in line with DH guidance to double recruitment within 
5 years. Our CLRN recruitment target is 750.  
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KPI  2 – Submit at least one application for NIHR funding with WHHT Chief Investigator 
 
KPI  3 - Review R & D approval and initiation at WHHT to address the DH targets and 
improve number of studies achieving first participant within 70 days by 20%. 
 
KPI 4 – Initiate at least one new commercial study per year 
 
KPI  5 - Develop engagement with divisions by providing Activity data and available studies 
and requesting annual R & D review information from them. 

 
3.2 MHRA GCP inspection 
 
The MHRA inspectors have decided to inspect WHHT jointly with East & North Herts NHS 
Trust because of our shared R & D processes and staff. The inspection will be based at 
Mount Vernon Hospital and an inspector will be on site at WGH all day on Thursday 26th 
September. The focus will be on a critical care study led by Dr V Page. A working party has 
been preparing for the inspection for several months. 
 

4. Risks  
 

4.1 Poor MHRA inspection report could lead to substantial corrective and prevention 
action being required and possible re-inspection Risk: moderate  Likelihood: possible 
 

4.2 National changes to research networks and funding arrangements may lead to a 
reduction in funding from this stream. Risk: moderate  Likelihood: possible 

 

5.  Recommendations 
 
5.1 The Trust continues to support the research teams in preparation for the Trust-wide 
MHRA GCP inspection in September. 
 
5.2  The Director of R & D/ R & D Manager will keep the board updated on national changes 

and their potential impact for research teams at WHHT 
 
5.3 The Board is therefore asked to:  
 

 Note the 2012/13 annual update 

 Note the recommendations  

 Note the MHRA inspection 24th -27th September. The inspectors will be on 
site at Watford General Hospital on Thursday 26th September 

 Note the updated Research & Development Operational Capability 
Statement [attached] 

 
 
 
 
 
Dr M Van der Watt 
Medical Director 
September 2013  
 


