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 Annual Report Summary for RECs in England
April 2013 to March 2014
Purpose

To provide a management summary to the Health Research Authority (HRA) of the annual reports in respect of the National Research Ethics Service (NRES) Committees in England.  This summary will enable the Board to discharge its function to monitor the performance of the RECs against the requirements of the Department of Health Governance Arrangements for Research Ethics Committees (GAfREC - September 2011)
Background 
GAfREC requires that the Appointing Authority receive and adopt the Annual Reports for the Research Ethics Committees (RECs).  The Annual Report Summaries and this report have been structured by HRA Office, noting for each office the regions in which the committees were situated at the end of the reporting period.
Copies of the HRA Office summary reports and the individual REC annual reports are available to the Board and will be published on the HRA website.
Introduction
Reports have been submitted for 69 RECs from the five HRA Offices operating during the reporting period. This has been a period of stability with no REC closures or mergers and no office closures.
The South Central - Southampton A REC changed its name to South Central – Hampshire A in line with the newly formed South Central – Hampshire B REC which was established just prior to the annual reporting period with the merger of the South Central - Portsmouth and South Central - Southampton B RECs.
Changes in the management team and the introduction of new office processes resulted in a significant improvement in the timelines achieved in the London REC Office.  It is however acknowledged that further improvement is required. Since the end of the reporting period the London REC office has been reduced in size, with the administration of 6 of the 12 RECs now transferred to other offices.
	REC Office
	No. of RECs reporting 
	Regional Manager
	NRES Manager

	Jarrow REC Office
	Total 10 RECs

4 North East 

1 London

4 Yorkshire & the Humber

1East of England
	Leigh Pollard
	Linda Ellis

	Manchester REC Office
	Total 15 RECS

2 London
9 North West

2 West Midlands 
2Yorkshire & the Humber


	Noel Graham
	Ann Tunley

	Nottingham REC Office
	Total 13 RECs

5 East Midlands

3 West Midlands

1 London

4 East of England
	Linda Ellis
	Linda Ellis

	London REC Office
	Total 12 RECs 

10 London

1 South East Coast
1East of England

	Louise Braley
	Ann Tunley

	Bristol REC Office
	Total 19 RECs

4 South West

7 South Central

7 London
1 South East Coast
	Tom Lucas
	Ann Tunley


REC Membership
Each Research Ethics Committee may have up to 18 full members though it has been agreed that the optimum should be 15 members and this is a target for 2014/15. As a minimum, one third of members should be Lay members. Deputies may also be appointed. Arrangements may be made to co-opt members from other committees, where the meeting would otherwise be inquorate or specific expertise is required.

The recruitment of new members is by an open process and the constitution of the committee is set by GAfREC. 
Jarrow Office - REC membership ranged from 9 to 16 members and the reports show that all RECs were correctly constituted in terms of the ratio of lay to expert members except the Hatfield REC towards the end of the reporting period. Operational Managers are aware of this and measures are in place to ensure that meetings held by the REC are quorate. During the reporting period 39 members resigned or completed their term of office, 25 were expert members. 45 new members have been recruited, 29 are expert members.
99 scheduled meetings were held, all were quorate. 8 RECs needed to co-opt members to ensure quoracy. 

Manchester Office - REC membership ranged from 10 to 18 members and the reports show that all committees were correctly constituted in terms of the ratio of lay to expert members. During the reporting period 29 members resigned or completed their term of office, 22 were expert members. 29 new members were recruited, 12 are expert members. 148 scheduled meetings were held, all were quorate, 11 RECs co-opted members to ensure quoracy.
Nottingham Office - REC membership ranged from 9 to 15 members (including deputy members) and the reports show that all committees were correctly constituted in terms of the ratio of lay to expert members. During the reporting period 32 members resigned or completed their term of office, 19 were expert members. 21 new members were recruited, 12 are expert members. 140 scheduled meetings were held, all were quorate. 10 RECs co-opted members to ensure quoracy.
London Office - REC membership ranged from 10 to 18 members (including deputy members) and the reports show that all RECs were correctly constituted in terms of the ratio of lay to expert members. During the reporting period, 27 members resigned or completed their term of office, 14 were expert members. 24 new members were recruited, 10 are expert members. 131 scheduled meetings were held, all were quorate, 7 RECs co-opted members to ensure quoracy. 
Bristol Office - REC membership ranged from 10 to17 and the reports show that all RECs were correctly constituted in terms of the ratio of lay to expert members at the end of the reporting period. During the reporting period 54 members resigned or completed their term of office, 29 were expert members. 38 new members were recruited, 22 are expert members. 190 scheduled meetings were held, 12 RECs co-opted members to ensure quoracy. 1 meeting became inquorate; studies were managed correctly in accordance with Standard Operating Procedures.
Attendance

To maintain competency the HRA recommends that RECs should meet at least ten times per year, 11 meetings are scheduled and 1 meeting may be used as a training meeting, and should aim to review between four and six studies at main meetings. Members are required to attend two thirds of main REC meetings or take part in Proportionate Review Sub-Committees.
Jarrow Office - Of the 10 committees reporting, 2 did not meet the requirements in terms of the number of meetings held. Bradford Leeds and South Yorkshire RECs met only 7 times. The Bradford Leeds REC was a newly merged REC and not fully constituted until July 2013. South Yorkshire REC meetings were cancelled during the transitional period following the closure of the Leeds REC office until staff were in post. Excellent attendance was reported by all RECs, with 5 RECs (Newcastle & North Tyneside 1, York, Camden & Islington, Bradford Leeds, and Leeds West) reporting that all members attended at least two thirds of all meetings held and 5 reporting low attendance for only 1 member. 
Manchester Office - Of the 15 committees reporting 2 did not meet the requirements in terms of the number of meetings held, The Black Country and Humber Bridge REC met only 9 times, this was related to low workload. Generally excellent attendance was reported, with 5 RECs (Greater Manchester Central, East and South, Lancaster and Liverpool Central) reporting that all members attended two thirds of meetings held, 4 RECs reported low attendance by only 1 member and 6 RECs reported low attendance by 2 or 3 members.
Nottingham Office -  Of the 13 committees reporting, only the Leicester REC  did not meet the requirements in terms of number of meetings held, meeting only 9 times because of a change in REC Chair and administrative support. Excellent attendance reported for most RECs, with 5 RECs (Derby, Northampton, Nottingham 1 and 2, and Edgbaston) reporting that all members attended two thirds of meetings held, 6 RECs reported low attendance by only 1 or 2 members. 
London Office - Of the 12 committees reporting, 11 RECs met the requirements in terms of meetings held. The Essex REC met 9 times, with 1 meeting cancelled in terms of workload and 1 in preparation for the transfer of REC administrative support to other offices. Excellent attendance reported for 1 REC (Surrey Borders) with all members meeting two thirds attendance requirements, very good attendance reported for 4 RECs, showing a shortfall in attendance by only 1 or 2 members. 7 RECs show low attendance for 3 to 5 members. 
Bristol Office - Of the 19 committees reporting all met the requirements in terms of meetings held. Excellent attendance was reported by 6 RECs, with all members meeting two thirds attendance requirements (Berkshire, Berkshire B, Hampshire A, , Hampshire B, Oxford A, and Central Bristol), 8 RECs reported low attendance for only 1 or 2 members, and 5 reported low attendance for 3 to 6 members.
Training 

Terms and conditions of membership require that members attend initial induction training within six months of appointment and the equivalent of one day training annually; this may be by attending training courses provided by the HRA other suitable training or self-directed learning.
Jarrow Office- Reports show that 107 out of a total membership of 128 at the end of the reporting period had attended training or recorded self-directed learning. The Sunderland REC reported that all members had complied with training requirements, 6 RECs reported only 1 member not meeting training requirements and 3 RECs reported that 2 to 4 members had not attended training or completed self-directed learning.
Manchester Office - Reports show that 152 out of a total membership of 198 at the end of the reporting period had attended training or recorded self-directed learning. 8 out of 15 RECs show excellent compliance with training requirements with either all members (Bloomsbury, Greater Manchester Central and East, South Birmingham and Humber Bridge) or all but 1 or 2 members attending training. Shortfalls in training were noted for the  Preston, Haydock, Liverpool East and Sheffield RECs and this is being managed through quality control. 

Nottingham Office - Reports showed that 111 out of a total membership of 155 at the end of the reporting period had attended training or recorded self-directed learning. 6 RECs reported only 1 or 2 members had not met training requirements with other RECs showing a shortfall of between 3 and 8 members not complying with training requirements. This is being managed through quality control.
London Office - Reports show that only 90 out of a membership of 168 have attended training or recorded self-directed learning. Reports showing RECs with particularly poor compliance with training requirements were Essex, Central, Chelsea, Dulwich, Stanmore and Brighton & Sussex. Only the Hampstead REC reported that all members had attended training. Shortfalls are being managed through quality control. 
Bristol Office - Reports show that 221 out of a total membership of 246 at the end of the reporting period had attended training or had completed self-directed learning. Six RECs reported 100% of members attended training or completed self- directed learning (Berkshire, Berkshire B, Hampshire A, Hampshire B, Oxford A and Central Bristol), a further four RECs reported all but one member meeting training requirements. Five RECs reported two to four members not meeting training requirements. 
Summary of activity 

Key

FOSC

Favourable Opinion with Standard Conditions

FOAC

Favourable Opinion with Additional Conditions

UFO

Unfavourable Opinion

PO

Provisional Opinion

Apps 

Full Applications

PR

Proportionate Review
Applications


Invalid

Noted as invalid application at REC review
The opinion rates reflect an average for each REC Centre. There is significant variation in opinion rates between RECs with some having 0% in some opinion categories.  The annual report summaries showing opinion rates for each individual REC are discussed at National Research Ethics Advisor (NREAP) hosted Chairs' meetings. Additionally, where there are significant outliers, discussions with individual RECs have been undertaken or are planned.
Jarrow Office
	No. of RECs 
	% FOSC
	%

FOAC
	%

UFO
	%

PO
	Invalid
	Apps
	PR
	Total Apps

	10
	7.82
	16.95
	4.52
	70.5
	0
	473
	164
	637


Manchester Office
	No. of RECs 
	% FOSC
	%

FOAC
	%

UFO
	%

PO
	Invalid
	Apps
	PR
	Total Apps

	15
	3.7%
	25%
	5.4%
	65.8%
	0
	766
	249
	1015


Nottingham Office
	No. of RECs 
	% FOSC
	%

FOAC
	%

UFO
	%

PO
	Invalid
	Apps
	PR
	Total Apps

	13
	4.6%
	19.4%
	7.7%
	68.2%
	0
	725
	273
	998


London Office
	No. of RECs 
	% FOSC
	%

FOAC
	%

UFO
	%

PO
	Invalid
	Apps
	PR
	Total Apps

	12
	5.0%
	18.0%
	4.7%
	72.3%
	0
	652
	144
	796


Bristol Office
	No. of RECs 
	% FOSC
	%

FOAC
	%

UFO
	%

PO
	Invalid
	Apps
	PR
	Total  Apps

	19
	3.4%
	22.7%
	6.0%
	67.9%
	1
	1045
	318
	1363


Timescales for Research Ethics Committee Decisions
The United Kingdom Clinical Trials Regulations and NRES Standard Operating Procedures require that decisions are made within the following timelines (calendar days).

Full Applications 

            - 60 days 
Proportionate Review Applications 
- 14 days

Substantial Amendments 

- 35 days 

Site Specific Assessments 

- 25 days, 

The NRES is also working towards achieving the following KPIs (Key Performance Indicators), 95% of applications to full committee to receive a final decision within 40 calendar days, 95% of amendments to receive a decision within 28 calendar days.

Jarrow Office
	No. of RECs
	No. of full apps.

No. over 60 days
	% full apps reviewed within 60days
	% full apps meeting the 40 day KPI
	No. of NOSAs 
No. over 35 days
	% NOSAs reviewed within  35 days
	% NOSAs meeting the 28 day KPI
	No. of PR apps
No. over 14 days
	% PR apps reviewed within 14 days 

	10

	473

0
	100%
	81.2%
	857
4
	99.5%
	91.9%
	164

4
	97.6%


Manchester Office
	No. of RECs
	No. of full apps.

No. over 60 days
	% full apps reviewed within 60days
	% full apps meeting the 40 day KPI
	No. of NOSAs 
No. over 35 days
	% NOSAs reviewed within  35 days
	% NOSAs meeting the 28 day KPI
	No. of PR apps
No. over 14 days
	% PR apps reviewed within 14 days 

	15
	766

2
	99.7%
	85.8%
	1363

20

	98.5%

	91.0%

	249

15
	95.2%



Nottingham Office
	No. of RECs
	No. of full apps.

No. over 60 days
	% full apps reviewed within 60days
	% full apps meeting the 40 day KPI
	No. of NOSAs 
No. over 35 days
	% NOSAs reviewed within  35 days
	% NOSAs meeting the 28 day KPI
	No. of PR apps
No. over 14 days
	% PR apps reviewed within 14 days 

	13
	725

2
	99.7%
	75.3%
	1626

3
	99.8%
	96.1%
	273

7
	97.4%


London Office
	No. of RECs
	No. of full apps.

No. over 60 days
	% full apps reviewed within 60days
	% full apps meeting the 40 day KPI
	No. of NOSAs 
No. over 35 days
	% NOSAs reviewed within  35 days
	% NOSAs meeting the 28 day KPI
	No. of PR apps
No. over 14 days
	% PR apps reviewed within 14 days 

	12
	652

35
	94.6%
	61.3%
	1232

51
	95.9%
	80.4%
	144

36
	75.0%


The performance of the London Office has shown a significant improvement since the last reporting period. 
Bristol Office
	No. of RECs
	No. of full apps.

No. over 60 days
	% full apps reviewed within 60days
	% full apps meeting the 40 day KPI
	No. of NOSAs 
No. over 35 days
	% NOSAs reviewed within  35 days
	% NOSAs meeting the 28 day KPI
	No. of PR apps
No. over 14 days
	% PR apps reviewed within 14 days 

	19
	1045

11
	98.9%
	74.0%
	2072

49
	97.6%
	86.0%
	318

36
	88.7%


Accreditation of Research Ethics Committees
The HRA Quality Assurance Department audits RECs and offices on a three year rolling programme. 
Information related to the Accreditation status of RECs was included in Annual Report Summaries. Reports show the number of RECs audited during the reporting period, together with accreditation status. 
	Office
	RECs achieving accreditation at first review

	Number of RECs achieving accreditation having completed an action plan 

	Jarrow 
	Yorkshire & the Humber - Leeds East
Yorkshire & the Humber - Leeds West

North East - Newcastle & North Tyneside 1
North East - York
	

	Manchester 
	North West - Lancaster 

North West - Haydock
London - Fulham

London - Bloomsbury

Yorkshire & the Humber - Sheffield
	North West - Liverpool

	Nottingham 
	East of England - Cambridge Central
East Midlands - Nottingham 1

London - West London & GTAC
	East of England - Norfolk
East of England - Cambridge South

	London 
	None
	London - Dulwich
London - Hampstead

	Bristol 
	London - City & East
South Central - Berkshire
	London - Harrow
London - Camberwell St Giles

South Central- Berkshire B

South East Coast - Surrey




All other RECs hold accredited status and will be re-audited as scheduled.
No office audits were undertaken during the reporting period.

Conclusions and Actions 
General
Where issues were noted during the review of the annual reports and the production of summary reports they were brought to the attention of NRES and Regional Managers for action.

To supplement the Accreditation Audits, Regional and Deputy Managers undertake Quality Control checks twice yearly for each REC. Identified issues are subject to action plans.

Membership
Reports show that a total of 181 members resigned, or completed their term of office; this is an increase in 1 in the loss of members from the previous year. The number of expert members leaving was 109, compared to 103 in the previous year, of those, 42 were clinicians.
During the reporting period 157 new members have been recruited, this is a significant increase in recruitment from the 2012/13 reporting period during which time only 30 new members were recruited. Of the new members recruited 85 are expert members and of those 34 are clinicians.
The total membership at the end of the reporting period was 895, with an optimum total membership of 1020 (based on 15 members per REC).
Measures have and are being taken to improve this shortfall and to increase the number of expert members, including the placing of advertisements in the BMJ, Cambridge Biomedical Campus Newsletter, The Royal Pharmaceutical Society Journal, a planned joint event with the Royal Statistical Society, and other local advertising.  Simon Denegri tweeted about the need to recruit lay members.  

Training
Attendance at training and recording of self-directed learning has improved since the previous year, with figures showing that 76% of members complied with training requirements compared to 64% in the previous reporting period. The range of compliance across the offices ranged from 89% in the Bristol office to 53% in the London office.
To assist members in meeting training requirements attendance at NREAP hosted Chairs meetings may now be recorded as training, and REC Managers are encouraged to plan local training events to meet the specific needs of members. 
NRES and Regional Managers have been asked to ensure that shortfalls in training and recording of that training are addressed where necessary, and also that care is taken to ensure that members full training requirements are met.
Timelines for Research Ethics Committee Decisions (see appendix A)
Meeting statutory timelines for REC review of new applications and substantial amendments is excellent in 4 out of the 5 offices, and significantly improved for the London office since the previous reporting period. A significant number of RECs are meeting 100% timelines. For the first time in the annual reports compliance with KPIs has also been reported. 
Chairs overview

Many Chairs acknowledged the considerable commitment of members and thanked REC staff and managers. Several Chairs raised concerns about the loss of members, specifically clinicians and recruitment.  Where the HRA is notified for particular difficulties, the HRA Chief Executive will write to the Trust to request assistance with the release of clinical staff.
Recommendation
In accordance with GAfREC the Board of the Health Research Authority is required to receive and adopt the Annual Reports for the RECs in England and to publish them on its website.
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Appendix A

Applications reviewed within 60 day timeline

	
	Jarrow
	Manchester
	Nottingham
	London
	Bristol

	2013/14
	100%
	99.7%
	99.7%
	94.6%
	98.9%

	2012/13
	99.7%
	99.7%
	96.5%
	82.3%
	93.7%

	2011/12
	100%
	100%
	99.4%
	89.1%
	96.5%

	2010/11
	99.3%
	100%
	98.6%
	90%
	93.5%


Applications reviewed within 40 day timeline
	
	Jarrow
	Manchester
	Nottingham
	London
	Bristol

	2013/14
	81.2%
	85.8%
	75.3%
	61.3%
	74.0%


Substantial amendments reviewed within 35 day timeline

	
	Jarrow
	Manchester
	Nottingham
	London
	Bristol

	2013/14
	99.5%
	98.5%
	99.8%
	95.9%
	97.6%

	2012/13
	99%
	97.6%
	96.3%
	73.8%
	93.5%

	2011/12
	97.5%
	99.7%
	99.3%
	82.6%
	92.7%

	2010/11
	99.5%
	98.9%
	98.5%
	85%
	88%


Substantial amendments reviewed within 28 day timeline

	
	Jarrow
	Manchester
	Nottingham
	London
	Bristol

	2013/14
	91.9%
	91.0%
	96.1%
	80.4%
	86.0%


Proportionate review applications reviewed within 14 day timeline

	
	Jarrow
	Manchester
	Nottingham
	London
	Bristol

	2013/14
	97.6%
	95.2%
	97.4%
	75.0%
	88.7%

	2012/13
	94.7%
	97.9%
	95.9%
	47.7%
	86.3%


1
Version 1.0 final                                                                                                  3

