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NHS NATIONAL SERVICES SCOTLAND
JOB DESCRIPTION 
	1.     JOB DETAILS

	Job Title
	Quality Systems Development Officer

	Immediate Senior Officer/ Line Manager
	Quality Systems Development Manager

	Department 
	Quality and Regulatory Compliance 

	SBU
	SNBTS

	Location
	Jack Copland Centre, Edinburgh

	CAJE Ref
	NPBTCS626

	

	2.	JOB PURPOSE

	The postholder has the responsibility for ensuring the development, delivery and maintenance of the Quality Management System and provides:
· A full range of quality assurance services including audits, incident management, change management, risk management, training and the provision of expert advice on quality issues relating the Quality Management System. 
· Assurance of efficient performance of the QMS in compliance with regulatory and accreditation requirements.
· Timely reporting of quality monitoring data to SNBTS Directorates and SNBTS Governance Fora to enable effective management of performance of the QMS. 
· Day-to-Day influence on working practices across SNBTS through the development of effective working relationships and the promotion of Good Manufacturing Practice and Quality Management System compliance across SNBTS. 
 

	

	3.  	 DIMENSIONS 

	
The Quality Department retains staff in each of the five Regional Centres, Jack Copland Centre and the SCRM. Additionally, the SNBTS Maintenance and Validation Services/Engineering team is part of the Quality Department. To ensure regulatory compliance and continuance of licences to deliver blood, tissues and cells for clinical use, SNBTS Quality is required to develop and maintain a functional quality management system (QMS) which meets the needs of appropriate regulatory and accreditation bodies e.g. MHRA, HTA, UKAS. 

The Quality Systems Development Officer post is required under current regulations and guidelines and work output may be the subject of regulatory inspection and assessment. The Postholder is required to: 

· Deliver compliant incident management, quality audits/ self-inspection and controlled documentation drafting/review on a daily basis. 
· Generate weekly, monthly and quarterly reports on QMS status and key performance indicators as scheduled and on an ad hoc basis in response to operational need.
· Deliver out QMS training to all SNBTS Directorate staff to audience’s of 20+ on a monthly basis.

· Uses ‘matrix management’ to form teams of 5+ staff across SNBTS disciplines and grades to resolve quality issues through risk assessment, root cause analyses and delivery of corrective and preventative actions.
· Deputise for the Regulatory Compliance Manager/Regulatory Compliance Officer as required. 
· Authorised signatory for Quality Department purchases up to value of £5,000.


	4.   	ORGANISATION CHART

	Regulatory Compliance Manager 
Regulatory Compliance Officer
 Quality Systems Development Officer- Regulatory Compliance




	5.   	ROLE OF THE DEPARTMENT

	SNBTS’s primary function is to provide blood components and clinical transfusion services to > 50 major hospitals. In addition, there is an increasing involvement in the provision of tissues and stem cells and advanced therapies for patients in Scotland, the UK and occasionally internationally. The Service employs >1000 staff and its efficient operation makes a crucial contribution to patient care in Scotland.
 
The Quality Department provides quality management systems support and advice and quality performance monitoring functions to all areas within the Service and selected health boards, and increasingly, provides advice on Quality Management Systems to peripheral blood banks and hospitals within NHS Scotland. A key area of activity is in ensuring that SNBTS remains up to date with all regulatory developments which could affect our activities. Specific activities within the Department include the following:
 
· Development and maintenance of a functional quality management system (QMS) which meets the needs of appropriate regulatory and accreditation bodies e.g. MHRA, HTA, and UKAS. Elements of these are delivered centrally and others are delivered locally within all centres (five regional, Jack Copland Centre and Scottish Centre for Regenerative Medicine (SCRM) sites).
· Ensures ongoing compliance with current regulatory standards to achieve continued approval by licensing and accreditation bodies.
· Provides the focus within the Service for effective communication, investigation and management of quality related problems, to raise standards and promote the concepts of continuous improvement and customer satisfaction. 
· Disseminates and promotes quality ethos to all SNBTS staff, selected NSS SBUs and throughout the country at the SNBTS / ‘customer’ hospital interface.

	

	6.   	KEY RESULT AREAS
1. Responsible for supporting the development and implementation of the Quality Management System (QMS) across SNBTS Directorates. Leads and/or implements Quality Improvement Projects using QMS change and risk management processes. Provides on-going advice and support so as to facilitate SNBTS compliance   with the requirements of regulatory and accreditation bodies including MHRA, HTA, HFEA, JACIE, UKAS. 
2. Maintains a thorough and up-to-date understanding and working knowledge of applicable UK legislation and relevant EU Directives as relevant to MHRA, HTA, HFEA, UKAS licensure/accreditation. Carries out gap analyses of new guidance and legislation and  takes action as required to address identified shortfalls.

3. Collect and collate data on QMS performance and deliver management reports on QMS performance for SNBTS Governance Groups, Senior Management and Operational staff ensuring QMS review cycle is maintained. Perform analysis of QMS metrics including trend, root cause  and statistical significance and make recommendations regarding change in operational practice and quality improvements using this evidence. 

4. Expert in the use of QPulse modules to record and retrieve information and data on the Quality Management System performance. Carries out on-going review of QPulse validation status in liaison with QA IT Systems manager and QPulse User Group. Supports QPulse upgrades and maintenance through the development and completion of test documentation and performance qualification. Applies this competency to computerised system qualification of other core and operational computerised systems.   

5.  Develop, review and maintain Standard Operating Procedures (SOPs), Manuals, Forms, Competency Assessments, Risk Assessments ensuring that such controlled documentation reflect current operational processes and practice and meet the regulatory standards required.

6.  Lead on the identification and documentation of relevant information required in the reporting and investigation of QMS Incidents. Investigate, risk assess and determine the root cause of such Incidents and advise on and/or carry out appropriate corrective and preventative actions.  

7. Schedules departmental self inspections and audits, records in QPulse  the associated findings, actions plans and corrective actions. Oversees  the conclusion of audit including ensuring corrective action addresses the risks of non-compliance. Uses QPulse  to record Gap Analyses of emerging legislation and guidelines and allocate actions to address shortfalls in compliance with new standards.


8. Plan, leads and/or carries out SNBTS Internal Audits and Self-Inspections, Regulatory /Accreditation Inspections and Third Party Audits/Assessments. Supports SNBTS Directorates and Sites in preparation for Inspections and/or Audits through the provision of QMS reports, quality improvement project status and relevant background information. Participates directly in such Inspections and Audit as necessary to address questions from Inspectors on SNBTS/NSS QMS compliance related matters.

9. Perform due diligence on key Suppliers of materials and consumables to SNBTS used in the manufacture of clinical products. Identifies and resolves gaps and issues in Supplier information. Assembles information on Supplier-related Incidents and product performance and other related information and carries out Supplier Assurance reviews with recommendation for acceptance and/or further action. 

10. Develop and maintain materials for delivery of the QMS training programme to all SNBTS Departments including staff training needs analysis, training presentations/videos and competency assessments in accordance with the QMS Training Matrix. Presents face-to-face, on-line and distance learning training packages and competency assessments to deliver the Training Matrix. 


11. Contribute to the development of operational objectives for inclusion in the Quality Departmental Business Plan and budget proposals to ensure the Quality and Regulatory Compliance Department staffing, skills and financial resources and aligned with the strategic and operational requirements of SNBTS.

12. Attends seminars and presentations to maintain knowledge and understanding of SNBTS’ products and developments.  Applies knowledge to the implementation of the SNBTS Quality Management System across the product lifecycle. 

Deputises for the Quality Systems Development Manager as required to maintain continuity of service.



	7.    	ASSIGNMENT AND REVIEW OF WORK 

	
Assignment
The post-holder will manage their own assigned priorities in consultation with the Quality Systems Development Manager, who will also delegate particular projects. The post-holder will adjust priorities to meet frequently changing customer demands and will self-manage any conflicting demands and deadlines. 

The output from the postholder will largely be self-generated in response to the needs of SNBTS and agreed objectives. This will involve planning, setting priorities and monitoring the follow-up of all delegated activities. 
 The post-holder has considerable freedom to act within own area of expertise and make decisions based on the key areas of responsibility, seeking advice from the Quality Systems Development Manager when necessary.  

The postholder is required to participate in investigations and discussions relating to QMS Incident Management and resolution. Participation in the analysis of root cause and consequential development of strategies for preventative action are also involved. These functions require aptitude for logical investigation and skill in evidence-based decision making. 

Good organisational skills and flexibility are required to deliver QMS Improvements alongside day-to-day delivery of   QMS procedures. 

Objectives and personal development plan are agreed and set annually with the Quality Systems Development Manager and thereafter reviewed every 6 months. 

	· 

	8.    	COMMUNICATIONS AND WORKING RELATIONSHIPS

	
The Postholder requires well developed communication and interpersonal skills to effectively promote and uphold the SNBTS Quality ethos and standards around the need for continuous improvement, customer satisfaction and regulatory compliance. This requirement applies to SNBTS operations at  the Jack Copland Centre, the wider SNBTS, and NSS SBUs and NHS boards and to all staff groups. Good communications and working relationships are fostered through day-to-day personal contact and involves providing and receiving complex, sensitive and contentious information requiring persuasive, motivational, negotiating, training, empathetic and re-assurance skills.
Key communications will include:
SNBTS
· Regulatory Compliance Manager
·  Associate Director of Quality and Regulatory Compliance 
· Quality Managers both within the Jack Copland Centre and other SNBTS locations 
· Quality Directorate staff.
· SNBTS Managers and staff in other SNBTS Directorates particularly relating to incident management, audit findings, corrective and preventative actions and implementation of quality improvement initiatives. 
External
·  MHRA and other regulatory and accreditation bodies eg UKAS
· customers eg. Hospital blood bank staff including senior managers and medical staff
· managers in sister Blood Transfusion organisations, primarily in the UK
· suppliers in respect to Quality Technical Agreements, technical specifications, defects and performance monitoring


	
9.	MOST CHALLENGING PART OF THE JOB 

	
 Variability of work, deadlines and prioritising workload whilst dealing with contentious and/or non-compliant incidents and interruptions to work to address queries around compliance with QMS.

Ensuring work is completed accurately and that QPulse records are up-to-date, accessible and accurate in order the QPulse reports reflect the performance status of the Quality Management System. 


Ensuring SNBTS QMS is of sufficient standard and under control so as to satisfy the requirements of Regulatory Inspectors including MHRA, HTA and Accreditation Bodies, UKAS and JACIE.
 
Identification and notification of Senior Managers of non-compliant practices during SNBTS operational audits carried out as part of the SNBTS quality management system so as to assure and uphold the quality of SNBTS services and products.




	10.	SYSTEMS

	
The postholder records, processes, stores, retrieves and comiles data and information and is required to use a wide range of systems to monitor and report on the status of all elements of the QMS. 

Storage of data

The postholder is an expert in the use of QPulse , the electronic Information Management System used by all SNBTS Departments  to record and manage information related to the QMS . QPulse modules used daily by the postholder include:

· Documentation: Update, track , approve and disseminate controlled documentation and manages the review cycle of controlled documentation owner/authored by the postholder (including Policies, SOP’s,  Forms, Equipment and Computer System Validations, GxP Risk Assessments, Health and Safety Risk Assessments, COSHH, Change Controls)

· Events/Incidents (non-conformances) Records, manages, investigates, analyses risk and root cause and corrections of non-compliances to a 30 day deadline.

· Corrective Action/Preventative:  Records and monitors substantive corrective and preventive actions primarily arising from Incidents, Audits or Inspections.

· Audit: schedules departmental self inspections and audits, the associated findings, actions plans and corrective actions. Oversees the conclusion of audit including ensuring corrective action addresses the risks of non-compliance. Uses this module to record Gap Analyses of emerging legislation and guidelines and allocate actions to address shortfalls in compliance with new standards.

· Supplier: records evidence, Technical Agreements and ongoing review cycle of suppliers of consumable and services to SNBTS to ensure only approved suppliers are used by SNBTS for the manufacture of blood components, tissues, cells and ATMP’s.    

The Postholder generates reports on a weekly, monthly and quarterly basis from the Q-Pulse modules which are issued across SNBTS Departments and to SNBTS Governance fora for review and action by Associate Directors and Senior Managers so as to maintain control of the QMS. Reporting requires the use of simple and complex searches on QPulse some of which are standardised while others are bespoke and devised by the Postholder in response to operational need. The Postholder transfers the outcome of such searches to excel to produce searchable reports for use across SNBTS Departments and Governance fora.
The Postholder also uses Tableau QPulse Dashboard to generate status information on Incidents, CAPA, Audit and other data and ensures that automated Reports generated from Tableau are available to SNBTS Staff and Governance Fora as required. 

Such reporting is a critical function of a Quality Management System and is required for regulatory compliance. Regulatory requirements state that all information must be kept for a minimum of 30 years and storage of this data must also be done within the remit of the Data Protection Act.

The postholder is also required to input /extract information from the following systems:
SNBTS Systems:
IT Screen recording and review packages 
Electronic archiving package.

NSS Systems:
Office packages to include Word Processing, Excel, Presentation and Database modules
NSS Financial Systems to process ordering and requisitioning
NSS Management Tools for staff attendance and flexitime recordings
NSS Expenses authorisation system
NHS Mail System
eLearning 
Staff Appraisal/Development systems
NSS Core System to allow access to NSS Policies, HR, IT etc modules.
Asset Maintenance Management system

	

	11. 	WORKING ENVIRONMENT AND EFFORT

	Physical Effort

	
The Postholder will not be expected to undertake any taxing physical effort.

· The post is office based.
· Travel is required from time to time between Edinburgh and other SNBTS Centres to support Inspections, carry out Internal Audits and deliver training. Supplier Audits may necessitate travel in Scotland and other parts of the UK. 
· Nature of job entails sitting or standing in a restricted position for substantial proportion of working time and continual use of computers.
· Delivery of workshops/training and awareness sessions which may result in standing for long periods of time presenting or supporting group work.


	Mental Effort
Significant mental effort is experienced daily in terms of the following: 
· Work is conducted in an open plan office 
· High levels of concentration and attention to detail is inherent in the work.
· Flexibility and organisational skills in responding to short term ‘crises’ and long term, planned workload.
· The need to meet tight deadlines despite interruptions to deal with immediate and unpredictable quality issues.
· Effectively promoting the SNBTS Quality ethos and the concept of continuous improvement.
· The post may also involve extended hours on occasions to address quality problems.  

	
Emotional Effort
Occasionally emotional effort is experienced in:
· Communicating to SNBTS staff and Suppliers in cases where quality non-compliances in procedures have been identified through Incidents and/or Audits. Addressing such non-compliances and upholding the QMS is a core function of the post. 

· Responding to questions from Regulatory Inspectors and or Third Party Auditors during Inspections and Audits of SNBTS Sites. 

	

	12. 	ENVIRONMENTAL / WORKING CONDITIONS & MACHINERY AND EQUIPMENT

	The Postholder is subject to the following requirements: .
·  Visits to other SNBTS / NSS locations as determined by operational requirements  
· Requirement to use VDU more or less continuously.
· Photocopies/scanner
· Conference calling
· Avaya Phone system
· VDU facilities in JCC meeting rooms

	

	13. 	QUALIFICATIONS AND/OR EXPERIENCE SPECIFIED FOR THE POST

	Qualifications and Experience 
Educated to BSc Honours degree level in Biomedical Sciences, a Life Science subject or other relevant subject plus direct and proven experience in the implementation and operation of a Quality Management System including at least three of the following:
· Quality Systems Management in a blood transfusion ,a pharmaceutical manufacture or medical device setting
· GMP Risk Assessment and management 
· Incident management including root cause analysis and corrective action/preventative action identification and implementation. 
· Implementation of Quality Improvement initiatives
· Delivery of training and education in Quality Systems Management
· Project Management 
Knowledge and Skills
Specialist knowledge of GMP, regulatory and accreditation systems and Quality Systems Management.
Broad and in-depth knowledge of SNBTS’ operations; Processing and Testing, Donor Services, Patient Services and TCAT. 
Experience of establishing and maintaining effective relationships with internal and external customers and stakeholders. 
Strong organisational skills with proven experience in managing multiple concurrent projects.
Ability to persuade and influence others in particular senior managers and professionals over whom the Postholder has no line management authority.
Ability to operate under pressure with a high level of personal integrity.

	

	14.   	JOB DESCRIPTION AGREEMENT

	A separate job description will need to be signed off by each postholder to whom the job description applies.


	Postholder Signature:
	
	Date:
	
	

	
	
	
	
	

	Postholder Print:
	
	
	
	

	
	
	
	
	

	Manager Signature:
	
	Date:
	
	

	
	
	
	
	

	Manager Print:
	
	

	
	
	
	
	

	Manager Title:
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