
The role of a 
Clinical Trials Unit



What is a CTU?

Clinical Trials Unit (CTU) is a specialist unit set up with a specific 
remit to design, conduct, analyse and publish clinical trials and 
other well-designed studies.



What a Clinical Trials Unit does NOT do

• Have contact with patients

• Carry out clinical procedures

• Give medical advice

• Store or distribute drugs

• Process or store tissue samples

• No research nurses

• Is not a SITE



What is a Clinical Trials Unit?

• A specialist unit set up with a specific remit to design, 
conduct, analyse and publish clinical trials and other 
well-designed studies.

• Centrally manages the implementation of a clinical trial 
and fulfils the legal duties delegated by the sponsor (eg 
University or NHS Trust)

• Coordinates the involvement of multiple partners and 
centres taking part in each trial (national and 
international)



What is involved in running a study
• Design
• Grant application
• Protocol development
• Other trial documents
• Ethics and other regulatory stuff
• Opening sites
• Ongoing problems during recruitment
• Gathering data
• Analysis
• Report writing and publication





How CTU helps with grant applications

• Have experience of applications

• Can help with trial design – know what works in 
practice

• Can help with costing – know what is needed

• Work with other groups – RDS, CRN, Sponsors, funders 
etc

• Have staff ready to set up study



When is a CTU essential?

• Funder requirement

• Sponsor requirement for IMP trials

• Provide sufficient oversight for regulatory compliance 
(the law)
• Validated database

• Expert knowledge of complex regulatory framework

• Quality systems





What a CTU does
• Trial design

• Costing trials

• Grant application

• Trial set up

• Obtaining ethics, R&D and regulatory 
approval

• Liaising with sponsor and funder

• Budget management

• Design of CRFs and design and build of 
validated database

• Data management

• IMP management

• Setting up and ongoing liaison with 
participating sites 

• Maintenance of TMF

• Monitoring

• Preparation of reports for funders, REC, 
oversight committees

• Publication and dissemination of results 
(manuscripts, posters, presentations)

• Readiness for MHRA Inspection



Director

CTU Administrator

Trial Coordinators Quality & Regulatory 
Assistant

Clinical Trials 
Assistant

Trials Managers

Data Officers

Quality & Regulatory 
Officer

Data Managers

Senior Data Manager

CTU Receptionist

Quality & Regulatory
Manager

Statisticians

Senior Statistician

Operations Director

Senior Trials Managers



CONTRACT 
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UKCRC Registration

CTUs which have been awarded UKCRC Registration were required to provide 

evidence to an international panel of experts of their capability to centrally 

coordinate multi-centre clinical trials (i.e. having overall responsibility for the 

design, development, recruitment, data management, publicity and analysis 

of a portfolio of trials), and that they had established robust systems to 

ensure conduct and delivery of clinical trials to the highest quality standards.



https://www.ukcrc-ctu.org.uk/



• Consider whether you need a CTU
• Complexity of trial

• Funding restrictions

• May just need certain services eg randomisation service

• CTUs vary

• Engage with CTU early!




