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THE POST

	Faculty/Service:
	Health and Life Sciences – University of Exeter Medical School

	Post:
	Clinical Trials Data Specialist

	Reference No:
	2024

	Grade:
	E

	Reporting to:
	Data Systems Manager or 
Head of Information Systems & Data Management





Main purpose of the job:
Exeter Clinical Trials Unit (ExeCTU) is seeking an experienced data management professional to join its Information Systems and Data Management (ISDM) team as a Clinical Trials Data Specialist. The ISDM team currently consists of 8 staff members working together with skills in both data management and information systems. The data specialist role acts as the lead data management contact on typically 2-3 assigned live trials. They are responsible for designing and building new trials in our electronic data capture (EDC) system, implementing efficient data reporting, overseeing data management through the full study lifecycle, and communicating data management updates at team meetings. The data specialist is usually supported by one or more junior data managers on each trial. 

A good understanding of clinical data management, strong communication and team working skills, 
and the ability to effectively manage deadlines will allow the ideal candidate to excel in this role. You will have a high degree of autonomy, and you will be expected to think proactively and exercise initiative. Experience in using ‘R’ to optimise data management reporting would be beneficial.

Exeter Clinical Trials Unit (ExeCTU)
ExeCTU is a leading academic clinical trials unit, registered with the UK Registered Clinical Trials Unit Network. ExeCTU collaborates with ambitious researchers and clinicians on the design and delivery of high-quality and efficient multi-centre clinical trials and other well-designed studies, addressing important health questions to improve clinical and healthcare practice.
ExeCTU uses REDCap as the electronic data capture system on all our trials.


Main duties and accountabilities:

1. Delivery of data management services, including the development, deployment and testing of new electronic data capture (EDC) builds, programming reports, and development and implementation of data management plans. 

2. Carry out data management tasks within a framework that is compliant with relevant standards and regulations such as Good Clinical Practice (GCP), the UK Medicines for Human Use (Clinical Trials) regulations, the UK Policy Framework for Health and Social Care Research, the Data Protection Act and Information Governance best practices.

3. Support computer system validation to GCP standards.

4. Be responsible for the quality and completeness of data arising from one or more trials/studies, developing and implementing robust processes to identify and resolve instances of data being missing, incomplete, or of poor quality.

5. Participate in and be responsible for the accurate and timely delivery of your contribution to clinical trial projects, supervising junior colleagues where appropriate. 

6. Actively participate in relevant University projects and working groups.

7. Provide technical data management expertise input to clinical trials, such as during protocol development.

8. Ensure the accuracy and availability of documentation on data management, including Data Managements Plans, Data Check Specifications, CRF Completion Guidelines, and work instructions.

9. Support the ongoing monitoring of clinical trials performance, data quality, and identify risks and opportunities for improvement through risk assessments and process improvement meetings.

10. Deliver training to users on your areas of expertise and provide advice and guidance.

This job description summarises the main duties and accountabilities of the post and the post-holder may be required to undertake other duties of similar level and responsibility including deputising for your line manager.


Person Specification

	Competency
	Essential
	Desirable

	Qualifications & attainment
	A degree in biological sciences, data science, statistics, or a related field, or equivalent experience in clinical trial data management.

	Good Clinical Practice (GCP) training

	Knowledge & skills
	Demonstrable knowledge of data management in clinical trials.

Ability to prepare detailed reports and complex technical specifications.

Ability to help others understand technical/data management content.

Ability to prioritise and organise own work to achieve agreed objectives.

Good problem-solving skills.

Understanding of regulations around data protection and information governance (such as GDPR).
	Understanding of Computer
System Validation in a GCP context.

An understanding of programming/coding (R, SQL, Python are used within ExeCTU).


	Prior experience
	Experience using, developing, and implementing REDCap or other electronic data capture systems within a clinical trial context.
Experience of the full data life cycle.
Experience in the identification and mitigation of risks.
Experience of working well within teams.
Experience of monitoring data quality.
Experience writing data management plans or similar documentation.
Experience of contributing to continual service/process improvement.
Experience of providing advice and guidance for others on specific tasks, issues or activities; and delivering in house training where appropriate.
Evidence of proactive personal and professional development including completion of mandatory training, skills courses, and specialist training.

	Experience working in a high compliance/regulatory environment.

	Behaviours
	Take a proactive, pragmatic, and positive approach to problem-solving.
Undertake tasks with a positive attitude, prepared to meet business goals, and respond well to change.
Collaborating effectively with different categories and levels of staff.

	Motivation to work in the field of clinical trials.


	Circumstances
	May be required to work additional hours to meet the requirements of the role.

	



Informal Enquiries
Before submitting an application, you may wish to discuss the post further by contacting Karen Boardman (Head of Information Systems and Data Management) at K.Boardman@exeter.ac.uk

Terms & Conditions
Our Terms and Conditions of Employment can be viewed here.

Further Information
Please see our website for further information on working at the University of Exeter.
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