
  

 

Training & Personal Development 

Understanding 

Essential 

Documents 

This course is designed for clinical researchers newly 

involved in document collection and review.  Using a 
blend of trainer input, group discussion, and practical 
workshops this course will allow delegates to develop a 

greater awareness of the scope and variety of essential 
documents through technical review and quality 

processes. 

Topics: 

 

• The Importance of Document Management 

• Document Creation, Flow, Completion & Filing 

• Impact of Regulations 

• Responsibilities & Obligations 

• ‘Green Light’ Documents 

• Storage v Archiving 

• Difficult Documents 

• Exceptions & Deviations 

• Conventions, Original v Copy, Electronic v Paper 

• ‘Relevant Communications’ 

• Managing correspondence/emails 

• Retention Schedules 

• Inspection findings 

Benefits: This course uses a blend of trainer input and group discussion to 

ensure that delegates will be able to: 

• Describe the significance of document management in clinical research 

• State the purpose of key documents that make up the TMF & ISF 

• Understand the requirements for essential document collection 

• Recognise alerting methodologies for dealing with ‘problem’ documents 

• Plan and prepare for regular technical reviews 

• Outline a process for Quality Control across documents 

Trainer 
Biography: 

 

Dr Gareth Hayes has been Head of Training since joining Phlexglobal 

in 2005.  With thirty two years of industry experience behind him 

Gareth continues to be at the forefront of our industry’s training 

needs specific to clinical research.    

Actively involved in Clinical Research programmes throughout his 

career, Gareth has also led a Quality Assurance department and is 

driven by the principles of quality, integrity and competency.   

He is co-editor of the Institute of Clinical Research’s Principles of 

Clinical Research (2001), authored the monograph Communication 

and Presentation Skills in 2005 and contributed three chapters (CRA, 

CTA/SSC, Training and Education) in Careers with the 

Pharmaceutical Industry (2003); and latterly wrote Clinical Trial 

Monitoring published in Euromed’s Clinical Research Manual (2012).  

Gareth was awarded an Honorary Fellowship by the Institute of 

Clinical Research and has been awarded Chartered Scientist status 

by the Science Council. 
 

Book now: training@phlexglobal.com; ���� 01494 720420 

Further information: ���� www.phlexglobal.com/training  
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