




Post title: Clinical Data Coordinator	


Job Description

Date last updated/evaluated: November 2026
Author: Mike Radford

School / Department:	Southampton Clinical Trials Unit
Faculty / Directorate:	Medicine
Job Family:	Management, Specialist and Administrative (MSA)
Grade:	Level 3
ERE Pathway (if applicable):	Not applicable
Post reporting to:	Clinical Trials Data Manager
Post line report(s):	None
Post base location:	Hybrid: Campus / Home : CCI Building, SGH

Job purpose:	The Southampton Clinical Trial Unit (SCTU) designs, initiates, conducts and analyses high quality national and international clinical trials to directly influence routine clinical practice. To take responsibility for the data management of one or more clinical trials within SCTU; which includes some aspects of database build and all stages through the conduct phase of a trial up until database lock.

[bookmark: Key_accountabilities_and_indicative_time]Key accountabilities and indicative time allocation:
1.	30%

To manage, deliver and take accountability for activities within the trial conduct phase of allocated trials; such as the generation of manual and auto queries via the EDC [electronic data capture] tool, reconciliation of the trial data between in-house and external systems, medical coding of medical conditions, adverse events and drugs using MedDRA and WHO coding criteria, central monitoring, performance management and metrics reporting on trial delivery and conducting data base lock process steps.
2.	20%

Contribute to the development of the electronic case record form [eCRF] and using the current EDC [electronic data capture] tool, build aspects of the eCRF, such as forms and simple rules.
3.	15%

Work with clinical data manager(s), and other SCTU staff, on user acceptance testing to validate the database prior to use. Identify issues in design and recommend modifications
4.	10%

To contribute to trial specific documentation delivery such as the trial specific Data Management Plan (DMP), Trial Schedule, Trial Database Design Specification and UAT [user acceptance testing] of the trial specific EDC.
5.	10%


1

To manage data received from third party suppliers such as central labs, bio banks etc.
6.	5%

Design and deliver bespoke validation or status reports to aid management and delivery of allocated trials.
7.	5%

To review standard operating procedures [SOPs] and processes, ensuring they are fit for purpose and maximise efficiency; making recommendations for improvements to process where identified and implementing agreed change to the process.
8.	5%

Any other duties as allocated by the line manager following consultation with the post holder.

Internal and external relationships:
Other staff within Southampton Clinical Trials Unit iSolutions
Trial specific groups (Management groups, Trial Steering Committees, Data Monitoring Ethics Committees)
Staff at participating sites
Cancer Research Networks across the UK

Special requirements:
The Clinical Trials Coordinator will be based at Southampton General Hospital within the CTU. Travel to participating centres within the UK may be required in some instances.


[bookmark: Person_Specification_–_Skills_and_Compet] Person Specification – Skills and Competencies	
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.
Qualifications, knowledge and experience
Essential
· Skill level equivalent to achievement of HNC, A-Level, NVQ3 with proven work experience acquired in relevant roles and job-related training
· Knowledge and experience of using data capture tools and knowledge of database design
· Experience of medical data Good IT Literacy – MS Office applications
Desirable
· Relevant degree (or equivalent qualification or experience)
· Evidence of continuing professional development
· Experience of a clinical trials environment
· Knowledge and experience of validation techniques, medical research methodology and statutory clinical trial regulations, GCP and research governance requirements.
· Knowledge of quality management systems

Planning and organising
Essential
· Able to plan and prioritise a range of one’s own, and the team’s, standard and non-standard work activities
· Ability to successfully plan and deliver projects over a period of several months.(e.g. to co-ordinate a trial)

Problem solving and initiative
Essential
· Able to identify and solve problems by applying judgement and initiative to tackle some situations in new ways and by developing improved work methods.

Management and teamwork
Essential
· Able to solicit ideas and opinions to help form specific work plans.
· Able to positively influence the way a team works together.
· Ability to effectively allocate to, and check work from SCTU staff supporting you in an activity e.g. UAT; coaching/ training and motivating staff as required.


Communicating and influencing
Essential
· Able to elicit information to identify specific customer needs.
· Able to offer proactive advice and guidance.
· Ability to deal with sensitive information in a confidential manner.
[bookmark: Job_Hazard_Assessment]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.
[bookmark: Physical_Environment]Physical Environment
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

[bookmark: Psychological_and_Social_Environment]Psychological and Social Environment
Working shifts ^	Not applicable
Working nights ^	Not applicable

Lone working	Not applicable
Working with children	Not applicable

Exposure to persons with challenging behaviour	Not applicable
Working with larger groups	Not applicable


[bookmark: Equipment,_Tools_and_Machines]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



	[bookmark: Physical_Abilities]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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