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1. Purpose

To provide a management summary for the Health Research Authority (HRA) of the annual reports in respect of the Research Ethics Committees (RECs) 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:  A Harmonised Edition - September 2011) 
2. Background 
GAfREC requires that the Health Research Authority as the Appointing Authority for RECs in England receive the Annual Reports for the individual Research Ethics Committees (RECs).  This report has been structured geographically by region rather than by HRA Office as requested by the Board.
Copies of the individual REC annual reports are available to the Board and will be published on the HRA website.
3. Introduction
Reports have been submitted for 66 RECs operating during the reporting period in the nine regions. One REC was subsequently closed after the end of the reporting period following an options appraisal; South West - Exeter. 
As part of the Service Improvement Programme new KPIs are being developed for end to end approval timelines, within which we will continue to monitor REC timelines. Previous stretch targets for the REC timeline are therefore no longer being monitored or reported. 
	 Region
	No. of RECs reporting 
	HRA Office

	East Midlands
	Total 5 RECs


	All managed from the Nottingham Office

	East of England
	Total 5 RECs


	All managed from the Nottingham Office

	London
	Total 23 RECs


	7 RECs managed from London
7 RECs managed from Bristol

7 RECs managed from Manchester

1 REC from Nottingham

1 REC from Newcastle

	North East
	Total 4 RECs

	All managed from the Newcastle Office

	North West
	Total 8 RECs


	All managed from the Manchester Office

	South Central
	Total 7 RECs
	All managed from the Bristol Office

	South West
	Total 4 RECs
	All managed from the Bristol Office

	West Midlands
	Total 5 RECs
	All managed from the Nottingham Office

	Yorkshire & the Humber
	Total 5 RECs
	All managed from the Newcastle Office


Head of Research Ethics Service (England) for reporting period: Ann Tunley
Director of Approvals Service for reporting period: Janet Messer
4. Summary 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 the Regional Managers for action.

To supplement the Accreditation Audits, Regional and Deputy Regional Managers have undertaken Quality Control checks on a proportionate basis (but at least yearly for each REC), and a monitoring visit at each REC meeting once each year, or more often if required. Identified issues are subject to action plans. 
Membership
All but 2 RECs were correctly constituted in terms of expert to lay members; the recruitment of additional lay members is currently in progress.
Reports show that a total of 145 members resigned or completed their term of office; this is a decrease of 27 in the number of members lost in 2016/17. The number of expert members leaving was 68 compared to 97 in the previous year. Of the expert members leaving, 26 were doctors compared to 50 in the last reporting period. The number of lay members leaving was 77, compared to 75 in the previous year.
During the reporting period 134 new members have been recruited; this is a decrease in recruitment from the last reporting period during which time 148 new members were recruited. Of the new members recruited, 53 are expert members, 10 of these are doctors as compared to 32 in 2016/17 and 81 lay members were recruited. 
The total membership at the end of the reporting period was 845 compared to the optimum total membership of 990 (based on 15 members per REC), giving a shortfall of 145 members; this compares with a shortfall of 141 members in 2016/17.
In order to address some of this shortfall, a Volunteer Recruitment and Management project, part of the Service Improvement Programme, commenced towards the end of the reporting period looking at various aspects from advertising for new members, the recruitment process itself, induction training for new members and the processing of expenses. Whilst the work remains ongoing, an increase in the number of interview panels has addressed the list of potential members awaiting interview with 69 people interviewed between April and June 2018, 31 of whom have been appointed to a REC, 18 are awaiting appointment to a suitable REC and 20 are on hold either being unable to attend the interview dates offered or pending the receipt of references. Interview panel dates have been published for the remainder of 2018 and for 2019 to ensure that this progress continues. Other work will continue over the next year, including a project looking at potential recruitment channels in a specific location where recruitment of new members has been particularly problematic and, if successful, will look at elements which could be rolled out more widely. This work will continue to be developed with the establishment of the Approval Support Division.  
Attendance
Member attendance at meetings is generally good with the majority of members meeting the two thirds attendance requirement; where there were individual shortfalls these are picked up through quality control checks by Regional Managers and Deputy Regional Managers for action through the member management policy. 
Training

Attendance at training and recording of self-directed learning showed an improvement on the previous year, with figures showing that 87% of members complied with training requirements compared to 83% in the previous reporting period. 
In addition to attendance at face to face courses, attendance at regional Chairs meetings is recorded as training, and REC Managers have managed an increased number of local and regional training events to meet the specific needs of members. Additionally further eLearning packages have been developed and rolled out. RES 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. Effort has been made to identify training needs relating to REC flags and highlight and target relevant training to members of flagged RECs where possible; this work will continue over the next year. 
REC activity
Opinion rates differ significantly across RECs (see section 8). Comparison figures are presented and discussed at NREAP-hosted Chairs meetings. Additionally, where there are significant outliers, Regional Managers are asked to discuss this with the RECs concerned.

Timelines for Research Ethics Committee Decisions 
Meeting statutory timelines for the review of new applications and substantial amendments is excellent across the service with a significant number of RECs meeting 100% of all statutory timelines. The timelines for Proportionate Review (PR) was less successful this year with an overall 87% compliance with the target compared to 95% in 206/17. An audit has revealed that PR agenda slots are not being used as efficiently as they could be and a number of measures are being put in place to address this.
Chairs overview

Many Chairs acknowledged the considerable commitment of Officers and members and thanked REC staff and managers. 
5. REC Membership, recruitment and quoracy
Each Research Ethics Committee may have up to 18 members; however the HRA optimum is 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 a meeting would otherwise be inquorate to ensure that a valid ethical opinion can be given.

The recruitment of new members is by an open process and the constitution of the committee is set by GAFREC. 
Table 1: Membership as at 31 March 2018

	Region
	Total number of members
	Resigned/Left
	Appointed

	East Midlands
	56
	14
	9

	East of England
	71
	5
	11

	London
	309
	54
	57

	North East
	51
	11
	7

	North West
	97
	16
	14

	South Central
	92
	19
	14

	South West
	45
	5
	6

	West Midlands
	57
	9
	9

	Yorkshire & Humber
	67
	12
	7

	Total
	845
	145
	134


East Midlands RECs

Membership ranged from 9 to 14 members and the reports show that all but one of the RECs were correctly constituted in terms of lay to expert members; this is in the process of being addressed. During the reporting period 14 members resigned or completed their term of office, 6 were expert members. 9 new members were recruited, 3 are expert members. 

44 scheduled meetings were held, 6 meetings were cancelled due to low workload, low numbers of members or staff vacancies. 5 RECs co-opted members to ensure quoracy. The total number of meetings requiring co-opted members was 16.
East of England RECs
REC membership ranged from 13 to 16 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 5 members resigned or completed their term of office, 1 was an expert member. 11 new members were recruited, 4 are expert members. 
49 scheduled meetings were held, 1 meeting was cancelled because of low workload.  5 RECs co-opted members to ensure quoracy. The total number of meetings requiring co-opted members was 14.
London RECs

REC membership ranged from 11 to 16 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 54 members resigned or completed their term of office, 24 were expert members. 57 new members were recruited, 23 are expert members. 
224 scheduled meetings were held, 6 RECs each cancelled 1 meeting due to low workload. 2 meetings were not quorate and these were managed in line with standard operating procedures. 19 RECs co-opted members to ensure quoracy. The total number of meetings requiring co-opted members was 48.
North East RECs

REC membership ranged from 12 to 14 members and the reports show that all REC were correctly constituted in terms of the ratio of lay to expert members. During the reporting period, 11 members resigned or completed their term of office, 8 were expert members. 7 new members were recruited, 3 are expert members. 
38 scheduled meetings were held, 2 meetings were cancelled due to quoracy issues or low numbers of applications. 3 RECs co-opted members to ensure quoracy. The total number of meetings requiring co-opted members was 3.
North West RECs

REC membership ranged from 10 to14 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 16 members resigned or completed their term of office, 10 were expert members. 14 new members were recruited, 5 are expert members. 
74 scheduled meetings were held, 6 meetings were cancelled due to quoracy issues or low numbers of applications. 8 RECs co-opted members to ensure quoracy. The total number of meetings requiring co-opted member was 25.

South Central RECs

REC membership ranged from 11 to 16 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 19 members resigned or completed their term of office, 8 were expert members. 14 new members were recruited, 7 are expert members. 
67 scheduled meetings were held, 3 meetings were cancelled due to quoracy issues or low numbers of applications. 1 meeting was not quorate and this was managed in line with standard operating procedures. 6 RECs co-opted members to ensure quoracy. The total number of meetings requiring co-opted members was 17.
South West RECs

REC membership ranged from 10 to 12 members and the reports show that all REC were correctly constituted in terms of the ratio of lay to expert members. During the reporting period, 5 members resigned or completed their term of office, 1 was an expert member. 6 new members were recruited, 2 are expert members. 
31 scheduled meetings were held, 9 meetings were cancelled due to quoracy issues or low numbers of applications. 2 RECs co-opted members to ensure quoracy. The total number of meetings requiring co-opted members was 4.
West Midlands RECs

REC membership ranged from 10 to 13 members and the reports show that all but 1 REC were correctly constituted in terms of the ratio of lay to expert members; this is currently being addressed. During the reporting period, 9 members resigned or completed their term of office, 3 were expert members. 9 new members were recruited, 3 are expert members. 
46 scheduled meetings were held, 4 meetings were cancelled due to quoracy issues or low numbers of applications. 5 RECs co-opted members to ensure quoracy. The total number of meetings requiring co-opted members was 20.
Yorkshire & the Humber RECs

REC membership ranged from 10 to 16 members and the reports show that all were correctly constituted in terms of the ratio of lay to expert members. During the reporting period, 12 members resigned or completed their term of office, 9 were expert members. 7 new members were recruited, 3 are expert members. 
50 scheduled meetings were held as planned. 4 RECs co-opted members to ensure quoracy. The total number of meetings requiring co-opted members was 12.
6. Research Ethics Committees' meetings and member attendance
To maintain competency Research Ethics Committees should meet at least ten times per year and should aim to review between four and six applications at main meetings; one meeting may be used as a training meeting. To meet terms and conditions of appointment members are required to attend two thirds of main REC meetings or take part in Proportionate Review Sub-Committees. The member management policy details the procedure for members not meeting these requirements.
Table 2: Number of meetings held

	Region
	Full REC 
	PR SC
	Sub-committee

	East Midlands
	44
	56
	121

	East of England
	49
	46
	130

	London
	224
	202
	686

	North East
	38
	42
	130

	North West
	74
	79
	198

	South Central
	67
	72
	274

	South West
	31
	43
	87

	West Midlands
	46
	55
	125

	Yorkshire & Humber
	50
	51
	154

	Total
	623
	646
	1905


Of the 845 members appointed as at 31 March 2018, 738 members met the attendance requirements; the breakdown between regions is set out below:

East Midlands RECs

Of the 5 committees reporting, 1 held 10 meetings, 3 RECs held 9 meetings and 1 REC held 7 meetings. Attendance at meetings was very good with 2 RECs reporting that all members attended two thirds of meetings and 3 RECs reporting only 1 member not meeting attendance requirements.
East of England RECs

Of the 5 committees reporting, 4 held 10 meetings and 1 REC held 9 meetings. Attendance at meetings was very good with 2 RECs reporting that all members attended two thirds of meetings and 3 RECs reporting only 1 member not meeting attendance requirements.
London RECs

Of the 23 committees reporting, 1 REC held 11 meetings, 15 held 10 meetings and 7 RECs held 9 meetings. Attendance at meetings was very good with 12 RECs reporting that all members attended two thirds of meetings, 10 RECs reporting only 1 or 2 members not meeting attendance requirements and 1 REC reporting 3 members not meeting attendance requirements.
North East RECs

Of the 4 committees reporting, 3 held 10 meetings and 1 REC held 8 meetings. Attendance at meetings was excellent with 4 RECs reporting that all members attended two thirds of meetings.
North West RECs

Of the 8 committees reporting, 4 held 10 meetings, 2 RECs held 9 meetings and 2 RECs held 8 meetings. Attendance at meetings was good with 3 RECs reporting that all members attended two thirds of meetings, 4 RECs reporting only 1 member not meeting attendance requirements and 1 REC reporting 3 members not meeting attendance requirements.
South Central RECs

Of the 7 committees reporting, 1 held 11 meetings, 2 RECs held 10 meetings, and 4 RECs held 9 meetings. Attendance at meetings was good with 2 RECs reporting that all members attended two thirds of meetings and 5 RECs reporting only 1 or 2 members not meeting attendance requirements.
West Midlands RECs

Of the 5 committees reporting, 2 held 10 meetings, 2 RECs held 9 meetings and 1 REC held 8 meetings. Attendance at meetings was very hgood with all RECs reporting only 1 or 2 members not meeting attendance requirements.
Yorkshire & the Humber RECs

Of the 5 committees reporting, all held 10 meetings. Attendance at meetings was very good with 3 RECs reporting that all members attended two thirds of meetings and 2 RECs reporting only 1 or 2 members not meeting attendance requirements.
7. 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, completing eLearning modules, other suitable training or self-directed learning. Shortfalls are monitored through quality control and procedures detailed in the member management policy.  Members report difficulty in obtaining time off work to attend training sessions. The provision and expansion of e-learning modules has facilitated more self-directed learning.
Table 3: RECs meeting training requirements
	Region
	No of RECs
	RECs met requirements
	RECs with 1-2 shortfall
	RECs with 3-4 shortfall
	RECs with 5+ shortfall
	No of members
	No. members not meeting requirements

	East Midlands
	5
	4
	1
	
	
	56
	1

	East of England
	5
	2
	1
	
	2
	71
	19

	London
	23
	7
	9
	6
	
	309
	33

	North East
	4
	2
	1
	1
	
	51
	4

	North West
	8
	2
	3
	2
	1
	97
	17

	South Central
	7
	1
	5
	1
	
	92
	10

	South West
	4
	2
	1
	1
	
	45
	4

	West Midlands
	5
	1
	2
	1
	1
	57
	12

	Yorkshire & Humber
	5
	1
	2
	2
	
	67
	7

	Total
	66
	22
	25
	14
	4
	845
	107


8. Summary of REC activity 
Numerical Information for REC workload and outcomes contained in the individual reports is summarised below.
The opinion rates reflect an average for each region. There is variation in opinion rates between RECs. The annual report summaries showing opinion rates for each individual REC are discussed at regional Chairs' meetings. Additionally, where there are significant outliers, discussions with individual RECs are undertaken.
Table 3: Applications reviewed at full committee meetings 
	Region 
	%

FOSC
	%

FOAC
	%

UFO
	%

PO
	No.

POPC
	No.

SSB

	East Midlands
	2.0
	7.5
	5.5
	84.6
	0.5
	0

	East of England
	0.9
	8.4
	6.0
	83.7
	0.9
	0

	London
	6.5
	18.7
	6.0
	67.3
	1.5
	7

	North East 
	4.7
	11.2
	7.1
	75.9
	1.2
	0

	North West
	4.4
	26.0
	2.2
	67.2
	0.3
	1

	South Central
	8.2
	31.2
	2.1
	57.6
	0.9
	8

	South West
	4.1
	13.1
	4.1
	77.9
	0.8
	1

	West Midlands
	2.3
	16.3
	5.1
	74.9
	1.4
	0

	Yorkshire & Humber
	7.2
	13.5
	6.0
	72.9
	0.4
	1

	Total
	5.3
	18.2
	5.0
	70.5
	1.0
	18


Key

FOSC

Favourable opinion with standard conditions

FOAC

Favourable opinion with additional conditions

UFO

Unfavourable opinion

PO

Provisional opinion

POPC

Provisional opinion pending consultation with referee

SSB

Number of studies sent back to full committee for final opinion

Table 4: Applications reviewed at Proportionate Review Sub-Committee meetings

	Region 
	%

FOSC
	%

FOAC
	%

NO
	%

PO
	%

UFO

	East Midlands
	22.9
	17.9
	2.9
	54.3
	2.1

	East of England
	11.7
	4.7
	13.3
	64.8
	5.5

	London
	31.4
	13.5
	9.6
	43.6
	1.9

	North East
	76.0
	9.0
	4.0
	11.0
	0.0

	North West
	33.7
	25.4
	6.6
	33.1
	1.1

	South Central
	20.2
	23.1
	4.9
	51.7
	0.0

	South West
	18.8
	9.4
	5.9
	63.5
	2.3

	West Midlands
	20.2
	18.6
	3.1
	55.8
	2.3

	Yorkshire & Humber
	53.2
	8.3
	13.8
	23.9
	0.9

	Total
	31.0
	15.0
	7.6
	44.5
	1.8


Key
NO - No opinion - unsuitable for PR referred to a full committee

UFO - Unfavourable opinion - Application of poor quality requires resubmission

Table 5: Workload after REC favourable opinion

	
	NOSA
	MOD
	INFO
	PI
	NON
	SR
	SAE
	APR
	FR
	SSA

	East Midlands
	575
	4
	7
	136
	583
	247
	31
	395
	117
	37

	East of England
	616
	29
	11
	95
	590
	196
	28
	393
	77
	80

	London
	2566
	62
	28
	424
	2114
	988
	51
	1488
	371
	210

	North East
	472
	8
	3
	98
	475
	145
	5
	219
	90
	58

	North West
	827
	5
	13
	170
	766
	271
	14
	567
	227
	80

	South Central
	940
	31
	21
	207
	765
	306
	4
	487
	73
	89

	South West
	248
	1
	5
	39
	270
	42
	6
	180
	36
	5

	West Midlands
	474
	8
	4
	98
	512
	122
	8
	282
	58
	25

	Yorkshire & Humber
	486
	6
	14
	91
	455
	113
	11
	281
	121
	34

	Total
	7204
	154
	106
	1358
	6530
	2430
	158
	4592
	1170
	618


Key 
NOSA

Notice of Substantial Amendment

MOD

Modified Amendment

INFO

Substantial Amendment received for Information only

PI

Substantial Amendment received for new sites/PIs

NON

Non-substantial Amendment

SR

Safety Report

SAE

Serious Adverse Event

APR

Annual Progress Report

FR

Final Study Report

SSA

Site Specific Assessment for non-NHS sites
9. Timelines for Research Ethics Committee Decisions
All new applications presented to the committees should be given an opinion within 60 calendar days (with clock stop for any request for correction or clarification) and Substantial Amendments within 35 calendar days. Proportionate Review Applications should be reviewed within 21 calendar days. Site Specific Assessments (SSAs) are now usually carried out by the main REC as part of the review of the main application.  Where SSAs are submitted separately, the timeline is 14 days for a Phase 1 application and 25 days for other applications.
Table 6: Performance
	Region
	No of Full applications
	% of full applications reviewed within 60 days
	No of PR applications
	% of  PR applications reviewed within 21 days
	No of NOSAs
	% of  NOSAs reviewed within 35 days

	East Midlands
	199
	97%
	135
	83%
	575
	99%

	East of England
	213
	98%
	110
	65%
	616
	97%

	London
	1082
	99%
	421
	91%
	2566
	98%

	North East
	169
	100%
	94
	99%
	472
	100%

	North West
	362
	99%
	169
	87%
	827
	97%

	South Central
	328
	98%
	137
	88%
	248
	95%

	South West
	121
	99%
	80
	88%
	248
	95%

	West Midlands
	214
	100%
	124
	75%
	474
	99%

	Yorkshire & Humber
	247
	100%
	94
	99%
	486
	100%

	Total
	2935
	99%
	1364
	87%
	7204
	98%


10.  Appeals and Complaints
The Board receives separately an annual report of appeals and complaints.

Table 6: Appeals and complaints made

	Region
	Appeals 
	Complaints

	East Midlands 
	
	None received

	East of England 
	1 for a substantial amendment (not progressed, a modified amendment was submitted)

	None received

	London 
	2 for full applications (1 was allowed and received a favourable opinion after further information and 1 not progressed and dealt with as a re-submission to the same REC)
4 for substantial amendments (all not progressed, 3 modified amendments were submitted and additional information from the MHRA resulted In a variation of opinion)
	None received

	North East 
	2 for full applications (both allowed and both received a second unfavourable opinion)
1 for a substantial amendment (not progressed, a modified amendment was submitted)

	None received

	North West 
	None received
	I (upheld)

	South Central 
	2 for substantial amendments (all not progressed, 2 modified amendments were submitted)
	1 (partly upheld)

	South West 


	None received
	None received

	West Midlands 
	2 for full applications (1 not progressed and dealt with as a re-submission to the same REC, 1 appeal allowed and received a favourable opinion after further information)

	None received

	Yorkshire & Humber 
	3 for full applications (2 not progressed and dealt with as a re-submission to the same RECs, 1 appeal allowed and received a favourable opinion after further information)
	None received


11.  Accreditation of Research Ethics Committees
The HRA Quality Assurance Department audits RECs on a three year rolling programme.  
Table 7: Outcomes of accreditation audits during reporting period

	Region
	RECs achieving accreditation at first review

	Number of RECs achieving accreditation having completed an action plan 

	East Midlands
	East Midlands - Leicester Central

	East Midlands - Nottingham 2
East Midland - Derby
East Midlands - Leicester South

	East of England 
	East of England - Cambridgeshire & Hertfordshire
	

	London
	London - South East
London - Riverside

London - Central

London - Surrey Borders

London - Chelsea

London - Bromley
	London - City & East
London - Fulham

London - Bloomsbury

	North East
	North East - Tyne & Wear South
	North East - York
North East - Newcastle & North Tyneside 1

North East - Newcastle & North Tyneside 2 

	North West
	North West - Liverpool Central
North West - GM Central

North West - GM West
	North West - Haydock

	South Central
	South Central - Oxford C
South Central - Hampshire A
	

	South West
	No audits conducted in period
	

	West Midlands
	West Midlands - Coventry & Warwick
West Midlands - South Birmingham
	

	Yorkshire & the Humber
	
	Yorkshire & the Humber - Leeds East


All other RECs hold accredited status and will be re-audited as scheduled.
12.  Recommendation
In accordance with GAfREC the Board of the Health Research Authority is required to receive the Annual Reports for the RECs in England. If accepted the individual REC reports will be published on its website.
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