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Job Description


Post title: Senior Trials Manager
Date last updated/evaluated: January 2025
Author: Richard Hocking
School / Department:			Cancer Sciences / Southampton Clinical Trials Unit
Faculty / Directorate:			Medicine
Job Family:				Management, Specialist and Administrative (MSA)
Grade:					Level 5
ERE Pathway (if applicable):		Not applicable
Post reporting to:	Senior Trials Manager Portfolio Lead or Head of Trial Management/Associate Professor of Early Diagnosis and Translational
Post line report(s):			Trial Managers, Trial Coordinators, Trial Officers, Trial Assistants
Post base location:			Hybrid: Campus / Home : Minimum of 3 days / week office based

Job purpose: 	The Senior Trials Manager (STM) will work on a number of trials within the early diagnosis and translational group, and act as the project manager for those trials within SCTU.  This will include management of a team of trial staff, financial management, development of funding applications and oversight of tasks and performance metrics to ensure trials are delivered effectively.
Supporting the Head of group / portfolio lead to deliver the SCTU research strategy, the STM will be allocated trials within the early diagnosis and translational group to ensure delivery of high quality research within SCTU.  

Key accountabilities and indicative time allocation:
1. 15%
To manage a team of trial management staff at SCTU responsible for the coordination of a portfolio  of clinical trials or other well designed studies, ensuring adequate and effective staff cover at all times. To be responsible for relevant Human Resource (HR) requirements including recruitment, induction, appraisal, staff development, discipline and grievance procedures.

2. 10%
To ensure good working practices and policies are maintained within their team and the CTU and to provide professional leadership on clinical trial management.  To help resolve the more complex matters arising from the team.  To identify and participate in initiatives and developments relevant to the management and conduct of clinical trials.

3. 20%
Ensure the growth and maintenance of a national reputation (both for oneself and the SCTU) by taking responsibility for a portfolio of trials.  This may include ‘think tank’ meetings for trial idea generation and the subsequent development of funding applications in collaboration with Chief Investigators, South Central RDS, or other groups/individuals as appropriate to ensure high quality grant applications are submitted which meet the strategic priorities of the SCTU.  This will include offering expert advice on all aspects of trial management and regulatory requirement as well as costing new trials, and liaising with 3rd parties to ensure all services necessary for the delivery of a trial are secured (e.g. PROM tools, randomisation service).

4. 5%
To take responsibility for the escalation of trial specific issues to sponsors as and when required, ensuring adequate sponsor oversight and SCTU compliance with sponsor requirements

5. 5%
Project manage and contribute to the preparation of papers for publication, and prepare and present written and oral progress reports as required such as Directorship Committee oversight meetings, funder reports, presenting results at conferences, or exhibiting work at other appropriate events.

6. 10%
Create and maintain project plans to ensure trials run to time and budget.  To take responsibility for the delivery metrics of the trial (e.g. time from funding to first patient recruited and recruitment within agreed project plan). Regular communication and working with SCTU senior staff including scientific and portfolio leads, heads of groups and SCTU operational staff, including accountants to highlight any potential barriers to successful delivery of the trial.  Reporting performance metrics to senior SCTU staff

7. 10%
Carry out management and administrative tasks associated with the SCTU clinical trial portfolio, including risk assessment of project activities, development of appropriate Standard Operating Procedures, organisation of project meetings, and taking responsibility to ensure that all necessary contracts are in place and ensure all contractual obligations are fulfilled.  

8. 5%
Take responsibility for the development of annual reports for external groups as appropriate.  Reporting on activity and representing them at high level meetings where appropriate.  

9. 15%
Be responsible for robust budget management and financial oversight of grants to ensure resource is appropriately used and is available to manage the trial for the required expenditure and duration.  

10. 5%
Any other duties as allocated by the line manager or senior trial management staff (e.g. portfolio lead or head of group) as appropriate to achieve SCTU strategy and personal growth.





Internal and external relationships:

Responsibility to the CTU NIHR or CR-UK Programme holder – SCTU Director.  As a senior member of the project team will coordinate the day-to-day activities of trial management staff under the guidance of the SCTU Associate Director and Head of Trial Management and/or portfolio lead.
Responsibility for reporting and liaison to external funding bodies (e.g. NIHR, CR-UK, commercial) and sponsors.
Collaborators and colleagues in other work areas and institutions such as liaison with accountants within the university and UHS finance department (when costing trials), South Central Research Design Service (in developing new NIHR funding bids), National Cancer Research Institute Clinical Studies Groups (to maintain links with cancer research community, develop trials, report on trials), ECMC (to develop grant applications and share ideas), NIHR Clinical Research Network  (to secure trial support, assist with implementation difficulties), Principal Investigators and multi-disciplinary team members, regulatory and ethical agencies, and UKCRC CTU and trial managers networks to share best practice. 
Southampton’s NIHR and CRUK infrastructure – including but not limited to CRF and ECMC/CRUK research nurses infrastructure.  
Liaison with Pharmaceutical companies, CRUK, Trial oversight groups (e.g. TSC / TMG / DMEC / SRC) for specific trials, Sponsor representatives, Research Networks, Chief Investigators, Trial Funders.
Departmental management and University senior management.
Other members of the department/University staff.


Special requirements:

The postholder will be based at Southampton General Hospital.  There will however be a requirement to travel to participating centres, meetings and conferences throughout the UK and occasionally internationally.



Person Specification – Skills and Competencies
[bookmark: _Hlk187230474]All essential and desirable criteria outlined in this Person Specification will be assessed through a combination of recruitment application and CV, and where applicable numerical or written assessment.
Knowledge, Experience and Qualifications
Essential
· Skill level equivalent to achievement of a professional qualification or postgraduate degree in a health or science discipline.
· Experience of running clinical trials, with a focus on multistakeholder studies collecting patient samples for analysis, and including new trial development.
· Experience of developing new trials, writing and maintaining clinical trial documents (Protocol, PIS, SOPs etc).
· Time management experience; experience of working to deadlines and multi-tasking.
· Computer literacy using Microsoft word, email software, access, excel and publisher.
· Experience of presenting information to groups.
· Well-rounded theoretical knowledge and understanding of the required professional or specialist discipline, accompanied by extensive practical and/or managerial experience.
· The required level of knowledge and understanding will normally have been gained through some or all of the following:
· Considerable work experience with a relevant organisation.
· Vocational training.
· Formal qualification(s) equivalent to Level 7 of the Regulated Qualifications Framework e.g. master’s degree, postgraduate certificate, diploma or Level 7 award, certificate, diploma.

Desirable
· PhD in a health or science discipline.
· A working knowledge of meta analysis and systematic reviews. 
· If working on an oncology portfolio, a history of working in an early phase clinical trials environment, either academic or industry as a trial manager/project manager. 
· Training in project management and presentation skills.
· Knowledge and experience of the NIHR, NCRI, UKCRN, Primary Care Trusts and non-commercial trial funders.
· Recognised teaching qualification and mentorship experience.
· Experience of working with NHS clinicians who are research naïve.
· Experience of clinical trials in a non-commercial setting.
· Evidence of contribution to publications in scientific journals.
· Management experience including staff and budget management.
· Experience with applying for, and managing trial budgets.
· Staff development and appraisal.
· PRINCE2 or similar project management qualification.



Teamwork and Communication
Essential
· Able to manage, motivate and coordinate SCTU clinical trial research team, delegating effectively.
· Able to monitor and manage resources and budgets.
· Work effectively in a team, understanding the strengths and weaknesses of others to help teamwork.
· Able to formulate development plans for own staff to meet current and future skill needs.
· Communicate new and complex information effectively, both verbally and in writing, engaging the interest and enthusiasm of the target audience.
· Able to persuade and influence in order to foster and maintain relationships with cross disciplines / agencies.
· Able to provide expert guidance to colleagues in own team, other work areas and institutions to develop understanding and resolve complex problems.
· Ability and drive to further develop the role of the senior trial manager and the clinical trials team.
· Able to resolve tensions and difficulties as they arise.
· Positive attitude to colleagues.
· Personal drive and initiative.
· Excellent interpersonal skills.
· Assertiveness.
· Communicates effectively in both spoken and written English.
· Fosters and maintains working relationships within the department and wider University.

Desirable
· Writing reports and presenting data.
· Ability to develop and advise on trial promotion strategies.
· Ability to negotiate with academic and private sector stakeholders.
· Track record of presenting research results at group meetings and conferences.
· Has coordinated international research.
· Proven management experience.


Planning, Organisation and Resource Management
Essential
· Proven ability to organise a range of activities to deadline and quality standards, ensuring plans complement broader research strategy.
· Methodological, practical, with excellent attention to detail.
· Proven ability to manage change/project manage and to follow through projects.
· Ability to manage multiple projects at various stages of development and organisation.

Desirable
· Proven ability to develop innovative research proposals and attract research funding.
· Able to build a research team.



Problem Solving and Initiative
Essential
· Ability to identify broad trends to assess deep-rooted and complex issues.
· Ability to prioritise tasks and deal with problems, identifying cause and solution/s.
· Formulates development plans to meet current and future skill requirements.
· Applies knowledge, experience and understanding of a professional, specialist or technical field to inform work plans, based on a detailed understanding of the theory and/or principles underpinning the field of work.
· Uses initiative, professional and/or specialist judgement and originality to resolve problems and develop revised policies and procedures, where required.

Desirable
· Proven ability to successfully negotiate clinical trial regulations.




Job Hazard Assessment
A full health clearance is required for this role where any hazards marked “^”, using the agreed Occupational Health referral template available from here. Where a full health clearance is required, this will apply to all role holders, including existing members of staff.
Physical Environment
[bookmark: _Hlk181968470]Working outside ^							Not applicable
Exposure to noise levels >80dbA ^					Not applicable
Working with dust or fumes ^						Not applicable
Working with skin irritants ^						Not applicable
Working with chemicals (industrial or cleaning) ^			Not applicable
Working in a confined space ^					Not applicable
Working at height ^							Not applicable
Working with sewage ^						Not applicable
Contact with cytotoxins ^						Not applicable
Exposure Prone Procedure (EPP) work ^				Not applicable
Contact with clinical specimens or pathology work ^		Not applicable
Direct patient care or patient contact					Not applicable
Exposure to temperature extremes					Not applicable
Frequent hand washing						Not applicable
Ionising radiation							Not applicable

Psychological and Social Environment
Working shifts ^							Not applicable
Working nights ^							Not applicable
Lone working								Occasionally <30% Time
Working with children							Not applicable
Exposure to persons with challenging behaviour			Not applicable
Working with larger groups						Occasionally <30% Time

Equipment, Tools and Machines
Working with vibrating machinery or tools ^				Not applicable
Driving duties e.g. LGV, PCVs, forklift trucks ^			Not applicable
Food handling								Not applicable
Contact with latex							Not applicable

Physical Abilities
Prolonged physical movements or actions e.g. walking ^		Not applicable
Prolonged Standing or Sitting	 ^					Not applicable
Moving or handling heavy loads ^					Not applicable
Repetitive pulling or pushing ^					Not applicable
Repetitive climbing (steps, stools, ladders, stairs) ^			Not applicable
Repetitive crouching, kneeling or stooping				Not applicable
Repetitive lifting							Not applicable
Fine motor grips (e.g. pipetting)					Not applicable
Repetitive reaching below shoulder height				Not applicable
Repetitive reaching at shoulder height				Not applicable
Repetitive reaching above shoulder height				Not applicable
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