Job Description: Professional Services Leadership Position

	Faculty/School:
	Research & Knowledge Exchange

	Job Title:
	Human Tissue Research Compliance Manager

	Department/Subject:
	Research & Knowledge Exchange

	Line management:
	Reports directly to Research Governance Lead

	Salary:
	Grade £39,906 £46,049 per annum (pro-rata if part time) together with USS Pension benefits, if required.

	Hours of work:
	Full Time 35 hours

	Contract:
	Permanent

	Location:
	Primarily based on Singleton Campus but expected to work across both campuses.




	

Introduction
	To deliver its sustainable top 30 ambition Swansea University needs a professional services workforce with the differentiated skills necessary to ensure that it can deliver excellence through efficient and effective systems and processes that harness innovations in technology.

	










Background Information
	Swansea University is delivering a holistic Research and Knowledge Exchange (R&KE) Service which is a cohesive and collaborative unit. RKE delivers a support service co-designed with the three faculties and responsive to their needs as service users. Our overall holistic structure includes clear signposting to expertise and sources of assistance.

Research Integrity: Ethics and Governance (RIEG) is embedded into the core of Swansea University’s excellent research. We are proud of our reputation for excellent research, and for the calibre, dedication, and professionalism of our research community. We understand that integrity must be an essential characteristic of all aspects of research, and that as a University entrusted with undertaking research we must clearly and consistently demonstrate that the confidence placed in our research community is rightly deserved. 

The University therefore ensures that everyone engaged in research is trained to the very highest standards of research integrity and conducts themselves and their research in a way that respects the dignity, rights, and welfare of participants, and minimizes risks to participants, researchers, third parties, and the University itself.
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	The post holder will oversee and support the University’s suite of Standard Operating Procedures (SOPs) for Human Tissue Research; works with cross-faculty research ethics committees in combination with the Infonetica ethical application process for both internal ethical approvals and for University Sponsorship when applying for NHS-REC approval. They will provide guidance for staff and students on how to approach new research studies involving human tissue, highlighting which ethical application pathway should be followed, training requirements, informed consent, record management, best practices for sample handling removal, use, storage, and disposal and the legal responsibilities of all researchers concerning the Human Tissue Act and Human Tissue Authority.

	
















Main Purpose of Post
	The use of human tissue for research is a common practice across Swansea University, particularly in the Faculty of Medicine, Health & Life Science and FSE. The post holder will report directly to the University’s Research Governance Lead but will also liaise closely and regularly with the Heads of Technical, Infrastructure & Environment and respective support teams. The post holder will ensure that all necessary governance requirements are met in respect of the use of human tissue for research in accordance with the Human Tissue Act (2004), other Human Tissue Authority (HTA) regulatory needs, and the requirements of the Health Research Authority (HRA) and Faculty Research Ethics Committees (RECs).

The post holder will be central in coordinating and supporting the University’s human tissue research license and REC approved studies that utilize human tissue. They will provide assurance of compliance with the removal, storage, use, and disposal of human tissues for research purposes together with SU Designated Individual (DI) and persons designated (PD) alongside individual study Principal Investigators (PIs).

Using specialist knowledge, the post holder will provide full advice and guidance to the DI, PDs and PIs in all matters relating to activities covered by the HTA research licence, the HRA and the university itself to ensure compliance with the terms and conditions of all regulatory and governance needs related to the use of human tissue for research.

Regulatory Compliance and Governance
· .
· Maintain an up-to-date record of application of the Human Tissue Act and the requirements and guidance of the Human Tissue Authority.
· Maintain an up-to-date database of REC approved studies that require the removal, storage, use, and disposal of human tissue for research.
· Apply specialist knowledge of the guidance and requirements of the Human Tissue Act, Human Tissue Authority, the Health Research Authority, and Swansea University to advise the SU researchers & staff on the applicability of all legislation and other compliance measures.
· Develop and implement necessary Standard Operating Procedures, audit, and other QA procedures to meet HTA/HRA/SU requirements for oversight of research-related activity
involving relevant & not relevant human tissue.




	
	· Report to the Research Governance Lead of the University, and liaise with the Associate Director of Research Operations, Directors of Faculty of Operations in Faculty of Medicine, Health and Life Science, and Faculty of Science and Engineering.
· Be the initial point of contact for enquiries on the requirements of the Human Tissue Act, Health Research Authority, and Swansea University as it relates to research, innovation and development (RI&D) and tissue banks for Swansea University.
· Work closely with Swansea University staff to facilitate the use of human tissue for RI&D projects and tissue banks.
· Assist the research contract team in setting up MTAs for transferring materials to and from SU within the remit of approved research.
· Work closely with the Research Governance team at the University, the R&D teams at collaborating NHS and other external organizations, as necessary, the Research Ethics, Governance, and Integrity team at the University, and academic, clinical, or similar staff, at all levels, within Swansea University.
Database Management and Documentation
· Develop and implement a database of studies using human tissue for sample management.
· Prepare relevant documentation and information on the SU website.
· Prepare reports for relevant committees within SU governance and Faculty structures.
· To update and maintain their professional knowledge and skills, especially in GCP, and record all training in the relevant files.
· user engagement with the university system - Infonetica Ethics & Governance RM, an online research ethics screening system used by Swansea University students, staff and visitors undertaking research.
Training and Stakeholder Engagement
· Facilitate the close working between the academic research community, NHS clinicians, and other external stakeholders to ensure that within Human Tissue Act legislation and other compliance requirements that the use of available tissue is maximized for both research projects and tissue banks.
· Collaborate, under the guidance of the Swansea University DI, with colleagues in the Faculties to support and deliver training on regulatory and University requirements in relation to HTA/HRA/SU.
· Work closely with external organizations within both the private and public sectors, including commercial companies and regulatory authorities and internal departments (e.g., pharmacy, pathology, and imaging) within collaborating NHS organizations, in conducting research with human tissue effectively.
· Attend relevant local or national study meetings.
Auditing and Compliance Monitoring
· Conduct internal audits to assess compliance with human tissue removal, storage, use, and disposal requirements. This may involve site visits to assess current processes and storage and to discuss regulatory and governance requirements with researchers.
· Undertake remedial actions as required by HTA inspections.




	
	· Co-ordinate, participate in, or provide oversight of safety reporting activities as required within individual SU projects and work with different teams to create CAPA plans, and to follow up corrective actions until satisfactory resolution.
· Sit on the Swansea University Sponsorship Oversight Committee (SUSOC) committee and assist with conducting Sponsor reviews for new studies that include the removal, storage, use,
and disposal of human tissue to mitigate any risks identified.

	










General Duties
	
· To fully engage with the University’s Performance Enabling and Welsh language policies
· To promote equality and diversity in working practices and to maintain positive working relationships.
· To lead on the continual improvement of health and safety performance through a good understanding of the risk profile and the development of a positive health and safety culture.
· Any other duties as agreed by the Faculty / Directorate / Service Area.
· To ensure that risk management is an integral part of any decision-making process, by ensuring compliance with the University’s Risk Management Policy.
· Always maintain confidentiality and security of data and organise their workload efficiently.
· To work closely and regularly with Technical, Infrastructure & Environment support teams to ensure appropriate scheduling and efficient decision-making in the context of meeting human tissue compliance.

Communities of Practice: R&KE coordinates activities undertaken by professional staff employed in the service area and staff appointed to similar roles under external grant funding. This is achieved by running active Communities of Practice (CoP). The successful appointee will be required to participate actively in one or more relevant CoPs. Duties in respect of a CoP may include chairing, coordinating, facilitating, presenting or providing such other inputs as may be required, commensurate with the seniority of the role.

	













Leadership Values
	All Professional Services areas at Swansea University operate to a defined set of Core Values - Professional Services Values and it is an expectation that everyone is able to demonstrate a commitment to these values from the point of application through to the day-to-day delivery of their roles. Commitment to our values at Swansea University supports us in promoting equality and valuing diversity to utilize all the talent that we have. 
We are Professional
We take pride in applying our knowledge, skills, creativity, integrity and judgement to deliver innovative, effective, efficient services and solutions of excellent quality.

We Work Together         
We take pride in working in a proactive, collaborative environment of equality, trust, respect, co-operation and challenge ourselves to deliver services that strive to exceed the needs and expectations of customers.
We Care
We take responsibility for listening, understanding and responding flexibly to our students, colleagues, external partners and the public so that every contact they have with us is a personalized and positive experience.
Commitment to our values at Swansea University supports us in promoting equality and valuing diversity to utilize all the talent that we have.




	
	We enable our teams to work together and across functions to deliver successful outcomes that exceed the needs and expectations of our customers. We are responsible for creating environments that demonstrate equality, foster trust, respect and challenge. We are accountable for providing
clarity and direction, communicating the “big picture” and harnessing ideas and opportunities to achieve the University’s vision.
We care
We create environments that identify, understand and give priority to delivering the needs of the University Community (our students, colleagues, external partners and the public). We motive and inspire our teams to provide the highest standards of personalised care and in doing so uphold the Swansea University brand.

	
















Person Specification
	Values:
· Demonstrate evidence of taking pride in delivering professional services and solutions.
· Ability to work together in an environment of equality, trust, and respect to deliver services
that strives to exceed the needs and expectations of customers.
· Demonstrable evidence of providing a caring approach to all your customers ensuring a
personalized and positive experience.

Qualifications: Degree and masters
· A relevant degree or equivalent qualification and/or experience
· In depth working knowledge of the relevant legislation and regulations associated with the
use and retention of human tissues (HTA/HRA) for research purposes
· Knowledge of the academic research environment and of the expectations of good conduct
that are associated with research activity
· Experience of working in academic or clinical healthcare research management including the
drafting, revision and version control of Standard Operating Procedures and other policies.
· Experience of working with human tissue
· An in-depth understanding of academic and clinical healthcare research, the regulations and guidance governing UK Policy Framework for Health and Social Care Research (2017)
· Experience in conducting audits.
· Experience working with Chief or Principal investigators, research sites, data management
and project study reports.
· Proven administrative and management skills.
· Able to work on own initiative and problem solve while constantly prioritising work of self and
others.
· Proven ability to multitask.
· Experience in quality management systems and document control, regulatory compliance,
and implementation of GCP, and successful preparation for clinical research legislation audits.

Knowledge and Skills:
· Scheduling and conducting audits both internally and externally; producing reports following




	
	all audits and following up on resolutions.
· Working collaboratively with researchers, professional services staff, external NHS trusts and
other external stakeholders, and/or other University organizations.
· Good attention to detail, good record keeping skills, and the ability to monitor adherence to
study protocols.
· Investigating safety reports and audit reports and developing and implementing effective
solutions if necessary.
· Ensuring that SU human tissue research activity is conducted according to applicable regulations and quality standards including that all tissue bank submissions/research applications are compliant with the Human Tissue Act and requirements of the Health Research Authority.
· Seeking clarification on specific, detailed points of interpretation from the Human Tissue
Authority is required, to ensure that all research is compliant with Human Tissue Act legislation.
· Delivering training in Human Tissue Act and other regulatory authority compliance to staff and
postgraduate students at Swansea University
· Conducting an annual review of human tissue held for research purposes and following up on responses to maintain an up-to-date and accurate Register of Holdings ensuring these are collected and stored in compliance with Human Tissue Act legislation and other compliance needs.
· Reporting serious untoward incidents as required to the DI and SU and undertaking
investigation and action plans in response to these incidents

Qualifications: Degree and masters
· A relevant degree or equivalent qualification and/or experience
· In depth working knowledge of the relevant legislation and regulations associated with the
use and retention of human tissues (HTA/HRA) for research purposes
· Knowledge of the academic research environment and of the expectations of good conduct
that are associated with research activity
· Experience of working in academic or clinical healthcare research management including the
drafting, revision and version control of Standard Operating Procedures and other policies.
· Experience of working with human tissue
· An in-depth understanding of academic and clinical healthcare research, the regulations and guidance governing UK Policy Framework for Health and Social Care Research (2017)
· Experience in conducting audits.
· Experience working with Chief or Principal investigators, research sites, data management
and project study reports.
· Proven administrative and management skills.
· Able to work on own initiative and problem solve while constantly prioritising work of self and
others.
· Proven ability to multitask.
· Experience in quality management systems and document control, regulatory compliance,
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	and implementation of GCP, and successful preparation for clinical research legislation audits.

Desirable Criteria:
· Excellent communication, negotiation, presentation, and inter-personal skills with the ability to manage and motivate people, getting the best out of others.
· Previous experience of health and social care research projects.
· Analytical skills and can demonstrate the ability to select appropriate methods for data gathering and analysis.
· Gathers data thoroughly and accurately and subjects it to rigorous analysis.

	

Welsh Language Level
	Level 1 – ‘a little’ - pronounce Welsh words. Able to answer the phone in Welsh (good morning / afternoon). Able to use very basic every-day words and phrases (thank you, please etc.). Level 1 can be reached by completing a one-hour training course.
For more information about the Welsh Language Levels please refer to the Welsh Language Skills Assessment web page, which is available here.

	






Additional Information
	Informal enquiries can be made to: Paola Griffiths researchgovernance@swansea.ac.uk or Swansea University Designation Individual Professor Cathy Thornton, c.a.thornton@swansea.ac.uk

Application format: A letter of application and curriculum vitae (CV) should be submitted by 5pm
<DATE>.

Shortlisting dates:
Interview dates:

If a DBS check is required, you must ensure the following statement is included in the job description;
A satisfactory DBS certificate must be provided before a start date can be confirmed
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