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Context 

The Executive Management Team (EMT) has a longstanding commitment to Quality Assurance (QA) and the Board will recall the business objective to extent the ISO 9001:2008 Certification from the current limited remit for the QA function, to cover the Authority. Whilst the QA team is mindful of the other, sometimes potentially, more immediate pressures on resources and impact on prioritisation, EMT confirmed at 03 June ’15 meeting that Quality Assurance was a key priority and that Directors would consider action plans within Directorates as non-negotiable for completion within timescales indicated by audit, action taken where there are currently overdue actions, so as to maximise quality across the Authority, continually review and improve our services, reduce corporate risk and achieve the business objective and extension of ISO scope this financial year.
Recommendation

The Board is asked to note the achievements of the QA team over the last year, the work within Quality which has been undertaken across the Authority and in considering the progress reported, support EMT that the ISO 9001:2008 Certification should be prioritized as a high priority.   

Current ISO9001:2008 Certification scope
Over the 2014/’15, in relation to the work undertaken to the to the existing Certification scope, the Quality Assurance (QA) team have undertaken;

· 25 REC Accreditation Audits were undertaken, including within the Devolved Administrations, to assure the quality of compliance with REC administrative processes, along with the subsequent review of action plans where applicable, 
· The management of the REC Quality Control process complementing the accreditation process as the an operational tool to ensure that the REC continues to work to standards between accreditation audits,
· With colleagues the Shared Ethical Debates (ShEDs) 15, 16 & 17 which aimed to encourage ethical debate across committees and inform on consistency in decision making, including changes instigated through a pilot aimed to make the ShED of greater benefit to REC Members and the Operational team by identifying /building consensus on issues, auditing against REC process and the inclusion of self-evaluation and learning for RECs,  
· The collection analysis and reporting of User Satisfaction, which through a change in collection methods, reduced and revised question set, saw the total number of responses increase to 432 over 2014/’15, an increase of 130% from 2013/’14. The increased feedback allow for greater levels of analysis and service development. 
In addition, Members of the Audit Committee will be aware that the DH Health Group internal audit of the QA Department of January 2015, with a different remit /focus perhaps of that of BSI, resulted in a ‘Substantial’ finding (the highest rating) with no non-conformities and two modest recommendations raised, both of which have been accepted and actioned. (The report is attached as Appendix A)

On 09 June 2015, once again, the BSI Quality Management System (QMS) external audit resulted in no non-conformities /observations raised. (The report is attached as Appendix B)  

Quality Assurance plan as noted to the Board, September 2014

In relation to these undertakings a substantial resource and effort is being committed in order, not only to meet the stated objective of increasing the ISO Certification from the existing scope of the QA Department to being HRA wide, but also perhaps more substantively, to improve the service that is provided by all areas of the organisation, to both external users and each other internally, to reduce the risks of the organisation, by acting on the information that QA provides and proactively seeking to continually review and improve our services. 

In line with the undertakings given to the Executive Management Team (EMT) and the Board in September 2014 and to achieve the QA objectives within the corporate business plan, the additional activity has been in line with;

· Widening the ISO 9001 Certification scope from the current QA Department to HRA wide, 
· Undertaking a programme of HRA wide internal audits, with accompanying action plans, where appropriate, with a view to external audit next year, building upon the April 2014 approved by EMT. Where departments were not in a position to be audited, gap analysis has been undertaken although this has a direct impact upon the workload of the QA team, 
· Provided training and support as appropriate for 7 internal auditors. 
Two days auditor training were provided in October 2014 with colleagues now supporting the internal audit programme and indeed this year, undertaking the internal audit on the QA Department, in preparation for the external BSI audit. It is appropriate to note thanks to the internal auditors for their input and support and also to their line managers in support of the QA programme.

In addition to meeting with Directors and Managers in connection with embedding quality across the HRA, (explaining the process, seeking to ensure that there are policies, procedures and /or instructions in place, which meet requirements, continually seek to improve, which are regularly and appropriately reviewed) the QA team have ensured that standard templates are used to develop policies /procedures, offered feedback on drafts and have in some areas intensely inputted into writing. 
Building upon the audits /gap analysis work undertaken, a single cross-referencing document has been produced and discussed with EMT, which noted the interdependencies of the outstanding actions, and trends from gap analysis and audits. 
In addition, QA has undertaken a review of the (non-operational) documents held on the intranet and the document management system and again the output of this has been fed back to department leads to consider and take action as may be appropriate. 
ISO 9001:2015 and Quality Assurance Management Group (QAMG)
It is anticipated that the final specification for the revised 2015 standard for ISO9001, will be issued around September 2015. Based upon the draft issued for comment, it is anticipated to be a requirement that EMT and the Board will require and wish to be closely involved in quality assurance, moving forward, particularly as the certification moves to be HRA wide. 
As part of an effective QMS, it is critical to have management oversight of development, issues and routes to continual improvement.  Aside from being a formal requirement of ISO9001 Certification, the oversight and development of the QMS, is a key function of the QAMG meetings. 
EMT have therefore agreed to incorporate QAMG formally, to be a part of a yearly EMT meeting, with the Chief Executive present in order to ensure that the lessons and trends from audits are considered and effectively communicated and implemented, as appropriate and that Directors are close to the direction of travel of quality within the organisation and their own directorates in particular and so that the HRA continues to be forward looking in terms of continual improvement. Directors will note that they have a key role to ensure that QMS principles and practice is adopted within teams.
The HRA Chair has been identified as the Non-Executive Director Lead for Quality, and regular updates will be maintained from the Director of Quality, Standards and Information to the Chair. 

Whilst the Board will continue to receive updates as appropriate, the Board or Audit Committee may wish to advise what additional input they require for assurance of quality across the Authority; such as, a regular summary report to the audit committee. 

Conclusions for the Board
The Board are asked to note the substantial work undertaken over the last year by a small Quality Assurance team, with the support of the internal auditors. The continued work within ISO scope to schedule with the improvements being made, such as within User Feedback whilst working with colleagues across the HRA to extend the impact of quality assurance, improve working practices, reduce corporate risks and workstream to increasing the scope of our Certification and fully adopt quality practices. 
In order to improve the quality of our services (both internally and externally), reduce organisational risk, truly embed QMS principles Authority wide, the Board are asked to note /approve; 

· The commitment to developing ISO 9001:2008 services across the HRA and specifically in widening the ISO 9001 Certification scope from the current QA Department to HRA wide this financial year in line with the Board paper of last year, 
· The assurance of EMT that QA action plans will be prioritised, thereby improving services benefiting not only our stakeholders but internal colleagues and reducing risks; continually improving practice by learning lessons from action plans,
· The incorporation of a yearly QAMG meeting within EMT, therefore ensuring not only that Directors have oversight of QMS developments within their direct areas but can also note the trends arising from audits and lessons learnt can be implemented Authority wide,
· Following Board discussion, the forward reporting mechanism of Quality Assurance within the HRA to the Board and /or Audit Committee. 

Tom Smith
Director of Quality, Standards & Information

14 July 2015
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	Health Group Internal Audit provides an objective and independent assurance, analysis and consulting service to the Department of Health and its arms length bodies, bringing a disciplined approach to evaluating and improving the effectiveness of risk management, control and governance processes.

Health Group Internal Audit focuses on business priorities and key risks, delivering its service through three core approaches across all corporate and programme activity:

Review and evaluation of internal controls and processes; 

Advice to support management in making improvements in risk management, control and governance; and 

Analysis of policies, procedures and operations against good practice.

Health Group Internal Audit findings and recommendations:

Form the basis of an independent opinion to the Accounting Officers and Audit Committees of the Department of Health and its arms length bodies on the degree to which risk management, control and governance support the achievement of objectives; and 

Add value to management by providing a basis and catalyst for improving operations.

For further information please contact:

Bronwyn Baker

01132 54 5515 – 1N16 Quarry House, Quarry Hill, Leeds, LS2 7UE


	Governance Review of the HRA Quality Assurance Department

Overall report rating: SUBSTANTIAL

Our work has been conducted and our report prepared solely for the benefit of the Department of Health and its arms length bodies and in accordance with a defined and agreed terms of reference. In doing so, we have not taken into account the considerations of any third parties. Accordingly, as our report may not consider issues relevant to such third parties, any use they may choose to make of our report is entirely at their own risk and we accept no responsibility whatsoever in relation to such use. Any third parties, requiring access to the report may be required to sign ‘hold harmless’ letters.
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Introduction

From January 2015, the Health Research Authority (HRA) will be established under the Care Act 2014 as Non Departmental Public Body (NDPB). The purpose of the HRA is to protect and promote the interests of patients and the wider public in health research and to streamline the regulation of research.
1.1 In 2009, the HRA launched a quality management system and achieved external certification against ISO9001 for the Quality Assurance (QA) Department. The scope for external certification included the following QA Department activities: 

· The Accreditation Scheme for the QA reviews and continuing assessment of the Research Ethics Committee (RECs). The collection and analysis of feedback from service users, including complaints and appeals and feedback from REC Chairs and Members;

· The Shared Ethical Debate Scheme;

· Development and management of the Quality Management System;

· The monitoring of completion of quality control checklists; and
· Other time limited projects delegated to QA.
1.2 The QA Department has been working across the HRA to ensure standards and methodologies consistent with ISO 9001:2008 principles are adopted across the organisation in order to increase the scope of Certification.
1.3 Previous assurance reviews in relation to the HRA certification activities have been carried out by an external auditor in May 2014 and the British Standards Institution (BSI) in July 2014. No non-conformities were identified during the BSI assessment which noted that: ‘The organisation continues to demonstrate commitment to quality and improvements through transparent and comprehensive monitoring, analysis and reporting.’ 

1.4 Whilst taking into account the above reports, Health Group Internal Audit (HGIA) was asked to conduct a governance review of HRA’s QA Department.

The objective of this review was to consider and provide assurance over the governance arrangements within the HRAs QA Department.

The scope of the review assessed the adequacy and effectiveness of the mechanisms that the HRA has established to implement, monitor and report the delivery of the QA systems, in order to identify areas for improvement. It included a review of the consistency of the HRA’s approach to QA in line with industry standards, and involved checking whether the HRA has sufficient processes and oversight to ensure the effective implementation of actions arising from certification reviews. 

Review conclusion

The overall rating for the report is SUBSTANTIAL – In my opinion, the framework of governance, risk management and control is adequate and effective.
Evidence to support this rating, involved ascertaining systems and forming an opinion on the adequacy and effectiveness of the controls in place.  

1.5 As the QA Department is involved in several workstreams, such as REC accreditation, shared ethical debates and ISO 9001 certification, evidence to test procedures across each area was obtained. Our audit approach involved reviewing the following key areas:
· Quality policy – The HRA has demonstrated it has arrangements in place to support the requirements of a robust quality framework. There is a detailed Internal Review policy and other supporting policies for other specific workstreams. Similar to the Internal Review policy, the Accreditation Scheme details specific key reference documents and outlines the responsibilities of people involved in the assurance review. The procedures are clearly documented with a definition of what the various assurance decisions mean. The document control records show that the documents are kept up to date and reviewed at the appropriate level.

· Validation - A process is in place to validate and sign off evidence in support of the quality policy. This is also true of assurance reports which are completed by the QA Manager and signed by the Director as part of the normal operating procedures.

· Process – Quality assurance arrangements have been found to be efficient and thorough. Each workstream tested had been appropriately evidenced. Interviews with the QA Manager demonstrated a detailed understanding of the requirements and issues relating to each workstream, in order to manage the team and its work effectively. 

· Reporting – Performance information is reported to senior management and is appropriate, effective and timely. All assurance reports are discussed at the Quality Assurance Management Group (QAMG) meetings and are sent to the Chief Executive. An annual update is given to the Board where any accreditation issues are also discussed.

· Follow up – Effective implementation and monitoring arrangements are in place to support the execution of actions identified as a result of previous QA reviews. Where assurance reviews have specific action plans for follow up, these are noted in a monitoring document and reminders are added to Outlook. Each specific workstream is monitored separately, with the overall Work Plan consolidating the work due in 2014/15.

· Overall Arrangements – The QA Department works effectively in its role. It is a small team covering several workstreams. These are often time critical and can lead to pressured periods of work. The QA Department is fit for purpose, and all staff have the necessary skills to do their job within their defined roles and responsibilities. The role of management is crucial in ensuring peaks of work are managed effectively, particularly with the additional work involved in the roll out of the ISO 9001 certification.

Summary of  Findings

Overall, the arrangements within the Quality Assurance Department are considered very effective. One of the key positive observations from this review is that all workstreams tested had sufficient appropriate evidence to support the work undertaken, in line with the procedures for the different reviews. This covered the process for REC Accreditation, Shared Ethical Debates, User Satisfaction, Quality Control and ISO 9001 Certification.

Another key observation from this review is that the QA team are proactive in rolling out the work on ISO 9001 certification at the appropriate level. They have adapted their approach to do a gap analysis for areas struggling to implement the necessary changes, and have raised awareness for this work in management meetings to obtain senior level buy-in to the project.  These positive observations have been noted and shared with management.

In addition, interviews with key staff demonstrated a detailed knowledge of the work and the specific issues relating to the workstreams. This is important in the effective management of the department. Reports and reviews tested have shown timely authorisation of the work at a senior level.

Two minor areas for improvement have been identified, one regarding the update of information provided to REC members and one regarding monitoring of the overall work plan.

Shared Ethical Debates (SED) are undertaken by REC members for new areas of research. The results of different debates are then consolidated and analysed by one specific officer and then circulated for reference to all the REC members. The SED analysis tested as part of this review had not been completed on time. Other REC members however were not kept informed of progress with the analysis. As part of good practice, and effective management of the SED work, the REC members should be kept informed of progress, particularly as they need to review the results to see if they are in line with overall expert opinion.

The second finding relates to the monitoring of the work overall. The Work Plan is a useful central document in managing the timing of different pieces of work. This takes into account the different workstreams the QA Department undertakes and gives a good overview of when key pieces of work need to be undertaken. This is important when managing a small team of people involved in different areas of work that are all time pressured. We found that all the workstreams had responsible officers and timescales assigned to the tasks. Whilst each workstream is separately monitored with detailed plans noting whether action has been taken, it is recognised that this can impact on the timing of other work. Slippage should be monitored for specific workstreams aswell as the work plan as a whole to effectively manage the QA Department. Without noting whether specific tasks have been completed it can be difficult to appropriately monitor where peaks in work are. The difficulty in monitoring could therefore result in the necessary action not taking place before the required date and put undue pressure on resources. 

The table below summarises the number of recommendations by rating and review area:

	
	Total Recs
	High
	Medium
	Low

	Update to RECs
	1
	
	
	1

	Work Plan 
	1
	
	
	1

	
	
	
	
	

	Overall
	2
	
	
	2


Further analysis of each recommendation is provided in Sections 2.

Action Required

Public Sector Internal Audit  Standards requires you to: 

· consider the recommendations made in Section 2; and

· complete section 3 (Agreed Action Plan) detailing what action you are intending to take to address the individual recommendations, the owner of the planned actions and the planned implementation date. The agreed action plan will then form the basis of subsequent audit activity to verify that the recommendation have been implemented effectively.

Finally, we would like to thank management for their help and assistance during this review.

	IMPORTANCE
	NO
	FINDING/OBSERVATION
	RISK/IMPLICATION
	RECOMMENDATION

	Low


	1
	Update to RECs

	
	
	REC members are not kept informed of progress with Shared Ethical Debates (SEDs) when there are unforeseen delays.

SEDs take place regarding specific areas of research. These debates are discussed between REC members across the country. Each debate is assigned to specific RECs for consideration.

These debates are documented in a standard template document.

Once all debate documents are complete, these are collated and analysed. The results containing key messages and the overall findings are then distributed to the RECs so that they are aware of whether their debate drew out key considerations. 

The analysis for the SED selected for testing was not provided at the time of the audit, despite being scheduled in the work plan. This is because the officer responsible for the analysis was on jury service. No update was given to REC members to inform them of the delay in the results. 
	There is a risk that REC members are not kept informed of results from previous SEDs. The results of which could impact on considerations in future reviews.


	We recommend that procedures are implemented to inform REC members of any delays in the analysis results from shared ethical debates to ensure they are kept informed throughout the process.

	LOW


	2
	Work Plan - Monitoring
	
	

	
	
	The QA Department consists of a small number of people responsible for several different areas of work, therefore the appropriate management of all workstreams is vital in ensuring key deadlines are met. 

Currently the Work Plan for the year consolidates all the workstreams taking place and splits the work on a monthly basis. This is a useful overview of work being undertaken and is supported by detailed checklists for specific work streams, noting the work to be undertaken and key deadlines.

For monitoring purposes it would be useful to note on the overall Work Plan or a separate consolidated spreadsheet, whether the work has been completed in the month it is due. This would highlight any pressure points due to slippage, which are not easily identifiable currently as each workstream is separately monitored. 

The lack of monitoring could therefore result in the necessary action not taking place before the required date.

The spreadsheet has the potential to be an effective monitoring tool once it is updated to show that work due each month has been completed.
	There is a risk that slippage of tasks due to take place or followed up by specific dates can impact on other workstreams and put pressure on resources. There is potential for the QA Department missing deadlines and not meeting its objectives in line with its own procedures.


	We recommend that a consolidated work plan is created which notes whether work planned for completion in a specific month has been completed or will impact workload in the following months. This will aid review of all workstreams and ongoing actions at an overall departmental level.




	Customer to provide details of planned action; owner and implementation date. Action taken will later be assessed by Health Group Internal Audit, and therefore the level of detail provided needs to be sufficient to allow for the assessment of the adequacy of action taken to implement the recommendation to take place.
	To be completed by Health Group Internal Audit as part of the recommendation follow-up process


	RATING 
	AGREED ACTION
	OWNER & PLANNED IMPLEMENTATION DATE
	OBSERVATIONS: RECOMMENDATION / AGREED ACTION IMPLEMENTED? 
	FURTHER ACTION REQUIRED?

	1
	We recommend that procedures are implemented to inform REC members of any delays in the analysis results from shared ethical debates so that they are kept informed throughout the process.
	L
	Communication to be made to REC members should substantial delay in analysis of ShED results arise.
	Tom Smith

With effect of January 2015
	
	

	2
	We recommend that a consolidated work plan is created which notes whether work planned for completion in a specific month has been completed or will impact workload in the following months. This will aid review of all workstreams and ongoing actions at an overall departmental level.
	L
	Consolidated work plan to be reviewed monthly or more frequently if required, through initially the scheduled fortnightly team teleconferences.
	Tom Smith 

February 2015
	
	


	Substantial
	In my opinion, the framework of governance, risk management and control is adequate and effective.



	Moderate
	In my opinion, some improvements are required to enhance the adequacy and effectiveness of the framework of governance, risk management and control.



	Limited
	In my opinion, there are significant weaknesses in the framework of governance, risk management and control such that it could be or could become inadequate and ineffective.



	Unsatisfactory  
	In my opinion, there are fundamental weaknesses in the framework of governance, risk management and control such that it is inadequate and ineffective or is likely to fail.
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Introduction. 
 


This report has been compiled by Ali Mian and relates to the assessment activity detailed below: 


 


Visit ref/Type/Date/Duration Certificate/Standard Site address 


8188287 


Re-certification Audit (SR Opt 1) 


09/06/2015 


1 day(s) 


No. Employees: 3 


FS 550738 


ISO 9001:2008 


National Research Ethics Service 


Health Research Authority 


80 London Road 


London 


SE1 6LH 


United Kingdom 


 


 


The objective of the assessment was to ascertain the integrity of the organisation's management system over the current assessment 


cycle to enable re-certification and confirm the forward strategic assessment plan. 


 


Management Summary. 
Overall Conclusion 


We are pleased to recommend the continuation of your certification. 


 


The staff interviews and top management interview demonstrate a commitment to the quality management system. Therefore, I am 


pleased to recommend the continuation of your certification. 


 


The organisation has continued to operate its Quality Management System (QMS) in an effective manner during the three year cycle. 


Management commitment and staff ownership were very evident. The Quality Management System is used in a very proactive way 


within the organisation to achieve goals and customer focus. 


 


The objectives of this assessment have been achieved. 


 


I would like to thank all the audit participants for their assistance and co-operation which enabled the audit to run smoothly and to 


schedule. 


 


Based on the objective evidence detailed within this report, the areas assessed during the course of the visit were found to be 


effective. 


 


There were no outstanding nonconformities to review from previous assessments. 


No new nonconformities were identified during the assessment. Enhanced detail relating to the overall assessment findings is 


contained within subsequent sections of the report. 
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Mandatory Requirements – Re-Certification. 
Has the Recertification Review Pack been reviewed prior to the assessment by the Client Manager ? 


Yes 


Have all requirements of the standard been implemented? 


Yes 


Has the entirety of scope / processes been assessed during the current review period? 


Yes 


Has the certificate structure and location activities been reviewed? 


Yes 


Based on the recertification process, the management system continues to demonstrate the ability to support the achievement of 


statutory, regulatory and contractual requirements. 


Where applicable, has a Technical Expert(s) been used in the Certification cycle? detail the frequency – N/A. 


Complaints Received by BSI 


There have been no complaints received by BSI during the certification period. 


Strategic Review Pack Summary 


National Research Ethics Service Health Research Authority has been certified to ISO 9001 since 30.11.2009. The assessment 


included the review of the three year assessment plan since the last Re-certification Audit (SR Opt 1) on the 02.08.2012 and the 


Strategic Review Pack. 


 


This review takes into consideration findings from the following assessments conducted over the 3-year strategic assessment cycle 


for Certificate FS 550738 :- 


 
 


Location Reference City Job 
Number Visit Description Date Days Assessor Role Spec Hold T Sch P 


NATION-
0047353724-000 


London 7713384 Re-certification Audit 
(SR Opt 1) 


02/08/2012 1 Ali Mian TL  Y N 


NATION-
0047353724-000 


London 7862831 Continuing 
assessment 
(surveillance) 


01/08/2013 1 Ali Mian TL  Y N 


NATION-
0047353724-000 


London 8019602 Continuing 
assessment 
(surveillance) 


21/07/2014 1 Ali Mian TL  Y N 


 


 


It was confirmed that all services across the organisation have been included within the assessment cycle together with top level 


(core) management system processes. The visits were aligned to the 3-year plan, which covered all activities under the scope of 


registration and the clauses of the ISO 9001 Standard, with overlaps. The BSI competency code for assessor of T71F is relevant. 


 


Proposed scope wording has been discussed and agreed with the management representative at this assessment and amendments 


made where necessary. The certificate scope has been reviewed to better reflect the organisation's products and services and has 


been reworded to 'The HRA Quality Assurance Department provides a quality management service that includes the 


accreditation scheme for UK research ethics committees, the collection and analysis of feedback from external and 


internal customers (incl those using the REC service in the devolved administrations), the shared ethical debate 


scheme and other time limited projects.' 
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The visit duration and frequency has been reviewed and is confirmed as suitable at 1 day every 12 months (3 FTE, activities take 


place in a single office and there is no Design & Development activity). Minor adjustments made to the visit cycle - visits will take 


place every June (1 day every 12 months), with the next Re-certification set as June 2018. 


 


The Client’s address and contact details have been checked and confirmed as correct. 


 


The Certification Assessment covers all the aspects of the management system covered by the registration and has been updated to 


cover the next three years as there are no planned changes at this time. 


 


The SR Pack has been reviewed and appropriate conclusions drawn from the data which have been included in this report. 


 


No major and minor non-conformities have been raised over the last three years. 


 


 


Progress in relation to management system objectives. 


The organisation has set objectives which are measurable and in line with the quality policy to meeting customer requirements and 


providing customer satisfaction as well as delivering business growth. The objectives cascade out of the overall HRA Business Plan 


and these include business and quality objectives. There is an associated target with each objective and the means in which the 


objective is to be achieved is documented. The Quality Assurance Management Review Meeting includes progress in meeting the 


objectives. 


 


Objectives have been well considered, with a focus on continual improvement. Opportunities for improvement arising from internal 


audit and training, demonstrate good identification process consequences. 


 


The organisation maintain a rolling programme of objectives. This has continued to develop over the current assessment cycle with a 


number of actions and objectives demonstrating continued development and improvement in terms of operations and the 


management system as a whole. Examples completed over this review period include (in summary):- 


 


~ As reviewed in the BSI visit dated 01.08.2013: 


- The organisation has gone through two strategic periods of change instigated through the changes in the wider organisation 'HRA' 


(The HRA was established on 1 Dec 2011 as a Special Health Authority with NRES as a division. The purpose of the HRA is to protect 


and promote the interests of patients and the public in health research. As additional functions transfer into the HRA subject to 


required further consultation and necessary policy and legislative changes, HRA will continue to have an agenda to expand). As a 


result of this expansion, new functions that have transferred in include the Confidentiality Advisory Group (Committee Based Group) 


and the Over Volunteering Prevention Scheme Phase 1 (TOPS). As an organisation, a new Communications Department has also 


been established. 


- Certification for the HRA QA department is part of a QMS project. The QA department is working with other departments within the 


HRA to ensure standards and methodologies consistent with ISO 9001:2008 are adopted across the organisation and the same 


approach to developing processes taken with a target to extend the current scope of certification by Q4 this year to add the 


Confidentiality Advisory Group and the Over Volunteering Prevention Scheme Phase 1 (TOPS) with an aim to further extend the scope 


next year to incorporate the wider HRA organisation. 


- Further developments include the departure of Sandra Holley Head of QA and the appointment of Tom Smith as the Director of 


Quality, Standards and Information. 
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~ As reviewed in the BSI visit dated 21.07.2014: 


- Roll out of ISO 9001:2008 Standard across other departments within the HRA is high on the agenda (the ethos is to ensure 


standards and methodologies consistent with ISO 9001:2008 are adopted across the organisation and the same approach to 


developing processes taken).The target to extend the current scope of certification is late 2015. 


- Gap Analysis of CAGs and TOPS completed. 


- Individual audits across the organisation for NRES and standalone audits completed. 


- Appointment of Carla Denneny as the HRA Quality Assurance Auditor to assist with the aforementioned roll out. 


- Rewrite of the User Satisfaction (SurveyMonkey) being trialled. 


- Quality Control Checklist being revised (sampled QC Checklist pilot SAF4 v6.3, dated 18.07.14). 


- Changed Research Ethical Database to HARP. 


- New Document Management System in place (to implement and maintain an electronic document control system for the whole of 


the HRA). 


 


As reviewed in the BSI visit dated 09.06.15: 


- As part of the overall Business Plan, widening/extension of the ISO 9001:2008 scope has been proposed for the following areas 


within QA/HRA: 


* Finance Directorate. 


* Corporate Services Directorate. 


* Operations and Approval Directorate spread across Manchester, Nottingham, Bristol and Newcastle offices. 


*Systems and Development Directorate main base in Nottingham. 


This would mean an additional 160 headcount. The timeline to complete this is by March 2016. 


- Parallel to the aforementioned widening of the scope, the organisation has taken on an additional programme 'HRA Approval 


Programme', in its infancy, this is seen as a substantial piece of work which will be key as the scope increases. 


- SurveyMonkey that was earlier being trialled has proved to be very successful leading to an increase in the number of respondents 


significantly and providing more meaningful and targeted feedback responses. 


- Piloting changes in the Shared Ethical Debate procedure instigated from feedback from Members and feedback from the Operations 


Meeting leading to a revision of the procedure. 


- Minor changes made to the Accreditation procedure. 


- Introduced Proportionate QC. 


 


Robust strategic planning, Quality Assurance Management Review Meetings, the quality of the brand and team members, have 


allowed the organisation to keep a 'real time' view of the achievement in respect of progress towards objectives. Future objectives 


and actions include (as reviewed via the Health Research Authority Business Plan 2015 - 16): 


- Development of Quality Assurance Management Processes / ISO 9001: 


Our goal is to: 


* Ensure all functions and services provided within and by HRA are of a high quality, quality checked and continually improve in 


response to feedback. 


 


Which we will seek to achieve by: 


* Widening the Internal Quality Audit function during 2015 to be organisation wide, including to the emerging HRA Approval 


programme; 


* Maintain HRA ISO 9001 Certification for the Quality Assurance Department; and 


* Hold and maintain the document management system for HRA Policies and Procedures. 


 


So that: 


* We can deliver quality services and demonstrate quality so as to build confidence in the HRA and health research in the UK. 


 


Objectives will continue to focus on the above. The organisation continues to make progress towards their delivery. 
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Leadership, Commitment and Strategy 


The organisation's senior management representatives 'Director of Quality Standards and Information, HRA Quality Assurance 


Manager, HRA QA Business Support Manager and HRA QA Auditor' provided insight and discussion in to the organisation's forward 


strategic direction and future plans. The quality management system clearly provides a number of benefits for the organisation both 


from a customer service and internal control perspective. 


 


Management commitment and leadership was verified to be effective in supporting the aims and objectives of the business. This was 


evidenced throughout the three year cycle through access to documents, records, interviews with top management and employees. 


Effectiveness of the Management System 


Over the period of the assessment cycle, evidence was seen from process sampling, management review, results of internal audits 


and the consistent meeting of relevant and measurable objectives, of a high degree of effectiveness of the interaction of all elements 


of the management system. 


 


The quality management system's approach continues to deliver a structured approach for the organisation to delivery and control of 


operations, continual improvement and review of process and procedures. The existing quality system is a well established integral 


part of the operation and it appears to function well. The QMS continues to meet requirements of ISO 9001:2008 and the 


management are aware of the upcoming revision to the Standard in 2015. 


Impartiality Review 


The author of this report has been the Client Manager for this certification cycle and therefore in the interests of impartiality a new 


Client Manager will be appointed to take over from the next visit in June 2016. 


1 day every 12 months. 


Do you want the current Total assessment days / Cycle to continue ? 


Yes 


Justified Exclusions 


Justified exclusions have been confirmed for certificate  : FS 550738 


details: 


- 7.3 Design and development; 


- 7.4 Purchasing; 


- 7.6 Control of monitoring and measuring equipment. 
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Areas Assessed & Findings. 
Quality Management System Review  : 


The Auditor reviewed the previous BSI report dated 21.07.2014 noting no actions were required to be addressed and that the report 


confirmed that the management system continued to be effectively maintained. 


 


The ISO 9001:2015 Revision status was briefly discussed with the Client. 


 


Details of the LinkedIn and BSI website addresses relating to the 2015 revision are provided below to assist in keeping abreast of the 


changes: 


LinkedIn: https://www.linkedin.com/groups/ISO-9001-2015-Revision-7411131 


BSI Website: http://www.bsigroup.com/en-GB/iso-9001-quality-management/ISO-9001-Revision/ 


 


The Quality Management System (QMS) has evolved over a number of years and is regarded very seriously by the business. 


Management demonstrated a strong and clear grasp of both the daily operation of the QMS and its ability to drive the business 


forward. 


 


A very robust, neat and concise Quality Management Framework has been in place for a number of years. The Framework contains 


process maps at various levels which demonstrate the interaction of the core key elements. The Framework has been refined, revised 


and continuously improved based on this understanding of the customers and staff's needs and has proven to be very beneficial. 


 


The HRA Quality Assurance Department Quality Manual is at Version No. V1.20 dated 10.03.2015. Changes to the Manual are 


tracked. The Manual itself reflects the Standard's requirements, identifies Organisation structures and responsibilities, and cross 


references procedures. The stated exclusions (7.3, 7.4 and 7.6) were discussed and deemed to be suitably justified exclusions, these 


have been deemed valid throughout assessment. It was noted that a number of documents have been revised since the previous 


assessment including the Quality Manual, Internal Audit Procedure, Document & Records Management Policy, Control of Risk and 


Non-Conformance, Corrective and Preventive Action )Overview of Policies & Procedures) etc. Changes made and review / approval of 


these changes were evidenced via the Change Record, Reviewers and Distribution of Approved Versions Tables and noted to be clear 


and concise. Review of the Document & Records Management Policy V1.5 identified that controls for these requirements were clearly 


stated. 


 


A Quality Policy has been published, signed by the Chief Executive Health Research Authority (V1.6 dated 19.02.2015). A 


commitment to continual improvement is included. The Policy includes arrangements for its communication and provides a framework 


for establishing Quality Objectives. Management Objectives for the HRA are well established, documented and communicated. These 


are simple and fall directly from the organisation's ability to understand the customer needs. They are supported with clear 


management programs. The process is well managed and controlled. 


 


A Quality Assurance Management Review Meeting has been conducted on the 23rd April 2015. The minutes available demonstrate 


the Client has discussed the management system and its on-going effectiveness in providing a meaningful management tool 


specifically structured to serve as a reference point for all the processes, procedures and associated records and a mechanism for the 


identification, monitoring and analysis of any issues. The minutes of this meeting do follow the specific input requirements of ISO 


9001:2008. It was noted that future Quality Assurance Management Review will be included as part of the EMT (Executive 


Management Team). 
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There is an Auditing process in place which was witnessed and found to conform with the requirements of the Standard (Internal 


Audit Procedure V3.10 dated 01.06.2015). HRA Internal Audit/Gap Analysis Checklist and Report including Action Plan dated 14.05.15 


'QA Department' audited was witnessed and sampled. The Checklist and Report demonstrates detailed records of the audit. The audit 


covered several processes and included multiple activities. Evidence reflected the areas and documents reviewed and the samples 


taken. This was found to be effective and implemented back into the Quality Assurance Management Review Meeting. 


Recommendations and Observations were noted and these were seen to be actioned as required. There are no outstanding corrective 


and preventive actions (QIPs). 


 


Corrective and Preventive Actions are also linked to the Risk Methodology in place as reviewed and documented through the robust 


use of the HRA Quality, Standards and Information Directorate Risk Register Version Dec-14 sampled where perceived risks are 


identified and subject to appropriate actions. There are no adverse trends to report. 


 


With regards to the measurement of customer satisfaction various elements were presented and discussed. Greater use of statistical 


information and monitoring enhance the reporting and trend identification. The approach witnessed was found to be effective in light 


of the type of business and customers in place with the Client. Results received and collated were presented for review:- 


 


> HRA and Devolved Administrations Accreditation Report October 2014 to March 2015 'Feedback received from audits completed 


between October 2014 and March 2015' Views of REC Managers on the audit procedure. 


> HRA and Devolved Administrations Accreditation Report April 2014 to September 2014 'Feedback received from audits completed 


between April and September 2014' Views of REC Managers on the audit procedure. 


Feedback has been encouraging which gives direction to the organisation to look for improvement options. Responses are generally 


on the upper end of the scale. 


 


There have been no customer complaints raised since the last BSI visit. There are corrective action processes in place should a 


complaint be received. 


Accreditation Scheme : 


The process covers confirmation of accreditation, action plans, audit documentation, detailed recording, compliance and in depth 


sampling, communication with stakeholder, remote audit, checklists, reports, tracking of timelines/tasks and delivery monitoring, 


feedback, report review, availability of regulatory and other documentation. 


 


A sample of a recent accreditation was followed from end to start. The following was covered during the audit: 


- Review of Full Accreditation for North East - Tyne + Wear South sampled via the following documentation/records: 


* Notification of audit via email dated 24.06.14. 


* HRA Accreditation Scheme for the Audit + Continuing Assessment of RECs (SAF 2) submitted 17.10.14. 


* SAF 3 HARP Audit Checklist. 


* REC Members Attendance SAF 6. 


* MI Reports (various). 


* Audit Decision confirmed, verified and authorised as 'Full Accreditation'. Number of Recommendations in place but low risk, no 


Action Plan required. Audit Period Sept 13 - Aug 2014. 


* Full Accreditation status confirmed in writing, letter dated 05.12.14 seen. 


 


All inputs to the process flow were evidenced to be controlled in an effective manner. The information/records which were witnessed, 


demonstrated compliance with internal processes and requirements, and no issues or areas of concern were identified - the service 


currently being delivered suitably and appropriately. 


 


 


 


During the course of the visit logos were found to be used correctly. 
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Assessment Participants. 
On behalf of the organisation: 


 


Name Position 


Jane Martin HRA Quality Assurance Manager 


Nicki Watts HRA QA Business Support Manager 


Carla Denneny HRA QA Auditor 


Tom Smith Director of Quality Standards and Information 


 


The assessment was conducted on behalf of BSI by: 


 


Name Position 


Ali Mian Team Leader 


 


Continuing Assessment. 
The programme of continuing assessment is detailed below. 


 


Site Address Certificate Reference/Visit Cycle 


National Research Ethics Service 


Health Research Authority 


80 London Road 


London 


SE1 6LH 


United Kingdom 


 


FS 550738 


Visit interval: 12 months 


Visit duration: 1 Days 


Next re-certification: 01/06/2018 


 


Re-certification by Strategic Review will be conducted on completion of the cycle, or sooner as required.  The review will focus on the 


strengths and weaknesses of your Management System. 
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Certification Assessment Plan. 
 


NATION-0047353724-000|FS 550738 


 


 Visit1 Visit2 Visit3 


Business area/Location Date (mm/yy): 06/16 06/17 06/18 


Duration (days): 1.0 1.0 1.0 


Organisation Update and Changes X X X 


Quality Management System Changes, Quality Policy, Quality 


Objectives, Business Plan, Management Review Meeting, Control of 


Documents and Records 


X X X 


Internal Audits, Planning and Actions, Risk Monitoring, Corrective and 


Preventive Actions 


X X X 


Complaints and Customer Feedback Process X X X 


Resources, Training and Skills, Responsibilities and Work Plans X X  


Accreditation Scheme X X X 


Shared Ethical Debate Scheme X X  


Projects and Other Work X X  


Top Management Interview   X 


Strategic Review   X 
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Next Visit Plan. 
Visit objectives: 


CAV 


The objective of the assessment is to conduct a surveillance assessment and look for positive evidence to ensure the elements of the 


scope of certification and the requirements of the management standard are effectively addressed by the organisation's management 


system and that the system is demonstrating the ability to support the achievement of statutory, regulatory and contractual 


requirements and the organisation's specified objectives, as applicable with regard to the scope of the management standard, and to 


confirm the on-going achievement and applicability of the forward strategic plan. 


 


The scope of the assessment is the documented management system with relation to the requirements of ISO 9001:2008 Standard 


and the defined assessment plan provided in terms of locations and areas of the system and organisation to be assessed. 


 


 


Date Assessor Time Area/Process Clause 


28/06/2016 Assessor 1 09.00 **Booked and Due 28th June 


2016** 


Opening Meeting, Organisation Update 


and Changes. 


 


  09.30 Quality Management System Changes, 


Quality Policy, Quality Objectives, 


Business Plan, Management Review 


Meeting, Control of Documents and 


Records. 


 


  10.30 Internal Audits, Planning and Actions, 


Risk Monitoring, Corrective and 


Preventive Actions. 


 


  11.00 Complaints and Customer Feedback 


Process. 


 


  11.30 Resources, Training and Skills, 


Responsibilities and Work Plans. 


 


  12.00 Projects and Other Work.  


  12.45 Lunch.  


  13.15 Accreditation Scheme.  


  14.00 Shared Ethical Debate Scheme.  


  14.45 Report Preparation.  


  16.00 Closing Meeting.  
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Please note that BSI reserves the right to apply a charge equivalent to the full daily rate for cancellation of the visit by the 


organisation within 30 days of an agreed visit date. It is a condition of Registration that a deputy management representative be 


nominated.  It is expected that the deputy would stand in should the management representative find themselves unavailable to 


attend an agreed visit within 30 days of its conduct. 


 


Notes. 
The assessment was based on sampling and therefore nonconformities may exist which have not been identified. 


If you wish to distribute copies of this report external to your organisation, then all pages must be included. 


BSI, its staff and agents shall keep confidential all information relating to your organisation and shall not disclose any such 


information to any third party, except that in the public domain or required by law or relevant accreditation bodies.  BSI staff, agents 


and accreditation bodies have signed individual confidentiality undertakings and will only receive confidential information on a 'need 


to know' basis. 


'Just for Customers' is the website that we are pleased to offer our clients following successful registration, designed to support you 


in maximising the benefits of your BSI registration - please go to www.bsigroup.com/j4c to register. When registering for the first 


time you will need your client reference number and your certificate number  (47353724/FS 550738). 


This report and related documents is prepared for and only for BSI’s client and for no other purpose. As such, BSI does not accept or 


assume any responsibility (legal or otherwise) or accept any liability for or in connection with any other purpose for which the Report 


may be used, or to any other person to whom the Report is shown or in to whose hands it may come, and no other persons shall be 


entitled to rely on the Report. 


Should you wish to speak with BSI in relation to your registration, please contact our Customer Engagement and Planning: 


 


Customer Services 


BSI 


Kitemark Court, 


Davy Avenue, Knowlhill 


Milton Keynes 


MK5 8PP 


 


Tel: +44 (0)845 080 9000  Fax +44 (0)1908 228123 


 


Email: MK.Customerservices@bsigroup.com 
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Regulatory Compliance. 
BSI conditions of contract for this visit require that BSI be informed of all relevant regulatory non-compliance or incidents that require 


notification to any regulatory authority.  Acceptance of this report by the client signifies that all such issues have been disclosed as 


part of the assessment process and agreement that any such non-compliance or incidents occurring after this visit will be notified to 


the BSI client manager as soon as practical after the event. 


Expected Outcomes for Accredited Certification. 
What accredited certification means: 


The accredited certification process provides confidence that the organization has a management system that conforms to the 


applicable requirements of the certified standards covered within this assessment and scope of certification. 


What accredited certification does not mean: 


It is important to recognize that certification defines the requirements for an organization's management system, not for its products 


or services. It does not imply that the organization is providing a superior product or service, or that the product, service  or 


performance   itself is certified as meeting the requirements of an ISO standard or specification or that the organisation can 


guarantee 100% product, service  or performance conformity, though this should of course be a permanent goal. 






