Generic Clinical Trial Administrator (CTA) Job Description

Summary of  Position

The primary purpose of the CTA is to administer, maintain and co-ordinate the logistical aspects of clinical trials in compliance with Good Clinical Practice (GCP) and relevant Standard Operating Procedures (SOPs).  They also act as a pivotal point of contact & support for the clinical trial team.
Primary Roles & Responsibilities 

The CTA will be involved in most activities in preparation for study set up, conduct and completing a Clinical Trial which usually includes:

· Arranging & participating in the organisation of Investigator Meetings & Study Team Meetings. Taking minutes & distributing. 

· Assist with the Ethics / Regulatory Submissions; keep a track of submissions & approvals for the study. 

· Preparing Protocols, Investigator Brochures and CRFs which includes keeping track and re-ordering supplies.

· Set up and maintenance of the Trial Master Files (TMF) or Electronic filing systems/ set up of the Investigator Site File (ISF) 

· Managing and maintaining study documents & trial supplies e.g.; Patient Information Sheets, Patient Diaries, Lab Kits & Medical equipment for sites. 

· Preparing essential clinical trial documentation, distributing, tracking and filing of documents on return. 

· Ensure that any clinical trial databases/ tracking tools are set up and maintained throughout the trial 

· Create & maintain study contact lists for team/sites/3rd parties/set up mail merges. 

· Sending out Study Newsletters / Study Correspondence to all participating sites on an ongoing basis.

· Setting up of finance systems accurately, processing invoices & tracking payments for the trial for investigator payments. 

· Assist with collating, tracking & shipping CRFs & data queries to Data Management 

· Processing SUSAR (Adverse Events) notifications in a timely manner 

· General study filing 

· Coordinating archiving of study documentation

Other possible tasks may include:

· Assisting with CRF Design 

· Arranging translation of patient documents 

· Assisting Clinical Research Associates on monitoring visits 

· Re-ordering clinical drug supplies for sites 

Experience and skills 

Successful candidates are likely to be experienced in administrative support in a busy environment.  

Essential skills & experience:

· Understand clinical trial processes and needs 

· Quick to learn 

· Excellent organisational skills

· Good attention to detail 

· Work under pressure and to deadlines 

· Pro- active, flexible and able to multi-task

· Self motivation

· Work in a team and independently

· Excellent time management 

· Excellent communication and influencing skills

· IT literacy, particularly in Word, Excel and PowerPoint  

Desirable Education and experience background: 

· 5 GCSE passes grades A-C including Maths and English

· Secretarial/Administration Qualifications 

· University degree or equivalent in health sciences, nursing or pharmacy or related field

· Previous experience of working in Clinical Research or the Pharmaceutical Industry 

· Knowledge of the Industry/Clinical trial process and drug development

· Knowledge of ICH GCP

