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	Job Title
	Senior Trial Manager

	School / Service
	ICC

	Grade and Salary Range
	Grade H (£64-71k)

	Location and Hybrid working status
	Docklands and Stratford campuses

	Reporting to
	Professor of Public Health and dotted line management by the NHH Service Lead

	Responsible for
	Supervising research staff & students’ clinical trial related activities.

	Liaison with
	Senior Researchers

	Contract type
	Fixed Term



Build your career, follow your passion, be inspired by our environment of success #BeTheChange 

THE UNIVERSITY OF EAST LONDON

If you are seeking a career that combines innovative education with a passion for crafting positive change, look no further than the University of East London. Founded in 1898 to meet the skills needs of the 2nd industrial revolution, we’re now in Year 5 of our ground-breaking 10-year Vision 2028 strategic plan, orchestrated by our Vice-Chancellor and President, Professor Amanda Broderick.

Our goal is to advance industry 5.0 careers-first education and provide a clear path to the jobs and opportunities of the future. We are committed to driving diversity in the 5.0 talent pipeline, working in partnership to promote talent wherever it is found and creating a sustainable, inclusive, and green future.

But we can't achieve this goal alone. We need forward-thinking, innovative, and curious individuals like you to join our community and help us shape the future. As part of our team, you'll have the opportunity to work with a diverse range of people who share your passion for generating positive change. We’re an inclusive and welcoming community that is constantly moving forward, never satisfied with the status quo.

If you're ready to join a team that values your outstanding skills and perspectives and is dedicated to making a difference, we invite you to explore a career with us. We are excited to welcome versatile individuals who are committed to advancing their careers while making a positive impact on the world.

THE DEPARTMENT 
UEL has recently launched a National Health Hub (NHH) out of its health campus at Stratford. The NHH will provide clinical services to the local community and in doing so will provide opportunities for UEL students to undertake their practice-based learning outside of the traditional clinical placements as well as enabling community members to participate in research studies led by UEL. The exact nature of the clinical services to be offered is still to be finalised but will align with 4 main areas;
a. Clinical and Therapeutic Services
b. Health Checks and Screening Services
c. Public Health and Health Promotion
d. Digital Health

UEL has an established ethics and governance pathway for research; however, with development of the NNH and forthcoming medical school it is looking to expand and develop pathways to specifically support clinical trial activity including options to collaborate with NHS and university partners.
   
This role will undertake development and implementation activities to enable clinical trials including a clinical trial quality management and governance framework.
 
The appointment of the Senior Trial Manager will ensure that new and existing projects are developed and conducted efficiently and effectively. The Senior Trials Manager will support students and academics through the full life cycle of trial development and conduct and will play a vital stakeholder engagement and management role. 

The Senior Trial Manager and other relevant staff and academics will be engaged in attracting and supporting more clinical trial activity to build the UEL Clinical Trials Unit (CTU) into a sustainable core support service at UEL.

This post will appeal to an experienced trial manager with good interpersonal skills and experience of university audit and research, interested in developing and building an institutional level service to facilitate process, pathways, education and training.
The post is funded for two years in the first instance.

CT Leadership team (CTLT): Professors of Public Health, Surgery, Psychology – have combined extensive experience in designing, running and outsourcing components of clinical trials (CTs). They lead the CTU. 

JOB PURPOSE
We are looking to appoint an experienced and knowledgeable Senior Trial Coordinator to develop and manage research across UEL.  

The Senior Trial Manager (STM) will work with the CT leadership team to oversee and review existing processes and pathways with the intent to develop quality templates and streamlined pathways for clinical trial governance.

This role will be multifaceted and suitable for an individual experienced from a large university setting and experienced in a range of clinical trial and research designs and methods. 
Experience with REDCAP will also be essential as this will be the ‘in house’ platform of choice for data management.  

The STM will have line management responsibility for Trial Coordinators (TC) and Data Managers (DM) within UEL. They will be expected to ensure that all members of his/her team are appropriately trained, supported and empowered to carry out their roles effectively. The STM must also ensure systems are in place to monitor the work of the team and the conduct of their trials so that problems are identified and can be dealt with at the earliest opportunity.
The STM works closely with the UEL School research leads to develop new trials, deal with issues in ongoing trials, prioritise and manage the workload of the team, and to continuously assess the working practices of the team to inform changes to improve communication, efficiency and quality.

This is a high-level post, and candidates must already have acquired considerable years of experience in conducting and managing research at a university and running clinical trials. 

KEY DUTIES AND RESPONSIBILITIES

Trial related responsibilities and duties:
The STM takes primary responsibility for set up and conduct of research at UEL. They will also help develop protocols and pathways for audit and research; from inception to monitoring, data lock and close down.  

The STM will be the ‘interface’ between researchers and the established ethics and governance team. 

The STM will carry out the following duties or may delegate and oversee their conduct to other members of the team as appropriate. 

Research Development
· Supporting the development of protocols for research, clincal trials or audit.
· Support the CTU meeting with researchers and students to assist them with the appropriate logistical design of their studies.
· Developing case report forms in collaboration with the trial CI and statistician, ensuring that relevance and constraints of each field are assessed and documented as appropriate.
· Preparing costings for trials, taking account of CTU costs, Research A costs, costs associated with sample collection and analysis, and any applicable fees.
· Coordinating grant applications with the clinical research leaders
· Support database design and management including RedCAP management (pending appointment of a data manager in time).
· Coordinating the submission of all regulatory requirements including all ethics and governance applications.
· Preparing contracts from CTU templates including clinical trial site agreements and laboratory agreements.

Research Management
· Organising Trial Management Group meetings, ensuring accurate minutes are recorded and disseminated within stipulated timelines after the meetings, and ensuring that all decisions are implemented following the meetings.
· Working with the CTU, other collaborators (e.g. pharmaceutical companies) and relevant CTU staff to contribute to writing trial protocols.
· Carrying out a risk assessment for each new trial and ensuring that these are updated as required during the conduct of the trial.
· Preparing the monitoring plan for each new trial and ensuring adherence to this.
· Carrying out on-site monitoring visits, especially “for-cause” visits, and providing monitoring training to TCs.
· Assisting with the establishment and operationalisation of biospecimen management related to clinical trial conduct.
· Ensuring all internal Trial Specific Procedures are in place and correct.
· Developing the registration and/or randomisation programme and trial database in collaboration with IT staff and the trial statistician.
· Maintaining close links with the participating site research teams (clinicians, nurses, radiographers, data managers, pharmacists, etc.).
· Visiting participating sites as necessary, to promote trials and ‘trouble-shoot’ – some travel throughout the UK can be expected (some trials may require overseas travel)
· Randomising and registering patients into trials and overseeing the process.
· Monitoring recruitment of patients to predefined targets. Where recruitment is falling behind target, support assessing the cause and implementing strategies to improve recruitment.
· Ensuring that efficient operational systems are in place for timely collection, safety checking and entering of data
· Ensuring data quality by:
· contributing to the development of a Data Management (DM) plan that is clear and contains Safety, Quality Assurance and Data Management checks that are of a nature and frequency appropriate for the nature and risk of the trial,
· monitoring compliance with the DM plan,
· dealing with data quality issues by retraining staff, modifying the DM plan, or other means as required.
· Motivating the trial team to ensure deadlines are met and regulatory compliance maintained.
· 
Monitoring and Reporting 
· Reviewing Serious Adverse Event and Development Safety Update Reports and providing advice and guidance to TCs in dealing with these.
· Producing regular progress reports for all relevant bodies and committees.
· Preparing ad hoc reports regarding the trial progress or conduct as required.
· Collaborating with the trial statistician and TMG to prepare the database for analyses, including interim and final analyses.

General responsibilities and duties:
The following duties are carried out by the STM, with senior CTU staff, collaborating clinicians or through his/her supervision of the trial team. 

· The development and review of audit and research protocols and templates. 
· The development and review of CTU Standard Operating Procedures (SOPs).
· Line managing TCs and DMs, including conducting probation reviews and annual appraisals, and dealing with performance issues and sickness absence.
· Contributing to the induction and continuous development of skills and knowledge of other staff within the department through training.
· Build good knowledge and understanding of the research and audit department SOPs and ensuring that all trial team members act in compliance with these.
· Engaging in departmental research activities (e.g. organising seminars, coordinating trial update sessions).
· Engaging in teaching activities appropriate to the expertise of the STM, including training open to UEL and/or external people.
· Contributing to developments within the CTU, such as new IT systems or new ways of working. 
· Taking responsibility for his/her own personal and professional development by:
· Attending scientific meetings and training,
· Attending other courses as appropriate to develop management, IT and other skills relevant to the role.
· Recruiting staff.

In addition, the post holder will be expected to carry out any other duties and responsibilities within the scope, spirit and purpose of the post and it’s grading as requested by the line manager or the CTU.

The post holder will actively follow UEL policies including Equal Opportunities policies and maintain an awareness and observation of Fire and Health & Safety Regulations. A full list of UEL’s employment policies and terms and conditions can be found at: www.uel.ac.uk/hr. 
KNOWLEDGE, SKILLS, AND EXPERIENCE
Essential

· 5 years of more experience of conducting clinical trials, including developing a project plan, developing protocols, case report forms and other trial-related documents, site set-up, monitoring trial progress, and how databases are prepared for analysis, and trial close down.
· Preparing submissions to REC and R&D
· Experience of preparing trial-related contracts
· Experience of supervising staff including staff motivation, monitoring work performance, conducting staff appraisals, and interviewing and recruiting staff
· Understanding of the ethical issues involved in clinical research
· Understanding of the categories of costs that must be considered when costing a clinical trial
· Experience of developing eCRFs
· Experience of dealing with significant trial problems (e.g. serious breach)
· Experience of contributing to applications for funding
· Experience working in an academic Clinical Trials Unit
· Experience of dealing with staff performance issues
· Experience of costing a clinical trial
· Experience of conducting monitoring visits

Desirable
· Experience of conducting CTIMPs
· Excellent understanding of pharmacovigilance and MHRA submissions
· Evidence of publications
· Experience of conducting CTIMPs with supplied IMP
· Experience of managing the collection of biological samples within a trial

COMPETENCIES REQUIRED
· Excellent verbal communication skills
· Ability to write clearly and concisely, using correct grammar and punctuation
· Ability to oversee several projects
· Able to advise and influence at a senior level
· Able to work as part of a multidisciplinary team
· Ability to distil information from various sources in order to make informed decisions
· Ability to delegate tasks
· Relevant IT skills, particularly using Microsoft Word, Excel and PowerPoint

EDUCATION, QUALIFICATIONS AND ACHIEVEMENTS
· Medical, nursing or life sciences degree, and preferably a relevant post-graduate degree
· Formal training in GCP and the UK Medicines for Human Use (Clinical Trial) Regulations

UEL is an inclusive equal opportunities employer and are proud of our Equality, Diversity and Inclusivity achievements. We expect all employees of UEL to accept our EDI policy and will not tolerate discrimination in any form. As an employee of UEL, we expect you to follow all relevant Health & Safety policies. 

We're a disability confident employer and value all applications. Please let us know if you require any reasonable accommodations throughout the recruitment process.

So, if you’d like to take your career to the next level with us here at the University of East London and are passionate about our environment and commit to success, we want you to apply today!
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