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Introduction

The Research Governance Framework and the EU Clinical Trials Directive have highlighted the requirement for non-commercial organisations conducting and managing research to develop appropriate policies and procedures as part of their quality management systems.

However, the development of an appropriate suite of documents is not an overnight undertaking.
Organisations vary widely in their approach to developing controlled documents.  Some NHS Trusts describe research activities in policies, some in SOPs and others have predominantly, work instructions.  
In theory, policies are generally considered as the guidance that help an organisation govern its activities; the what and why?
SOPs tend to be the framework for policies and describe how they are accomplished. Work instructions (which tend to be less rigorously controlled documents) further detail the tasks that make up more complex procedures.

An organisation’s approach to developing controlled documents can often depend on the management approval structure and the emphasis it wishes to place on a particular activity.  However, a balance between policies, SOPs and work instructions/guidelines should be considered.
Session Content

During this session, Tanya described why SOPs can be so valuable as part of an organisation’s quality management systems and how a bespoke suite of documents (which accurately reflect an organisation’s research activities) can be developed.  In particular, organisations need not ‘reinvent the wheel’ as excellent examples of many Sponsor and investigational site SOPs/policies have already been written by non-commercial organisations and are freely available on the public domain. These can be adapted accordingly.

Some of the common pitfalls were discussed including how to prioritise SOP development and how to ensure SOPs are managed appropriately.
Tanya outlined that the challenges do not end with the approval of a policy or SOP.  Dissemination, training and archiving arrangements also require careful consideration.  The session was rounded off with a discussion of the typical audit/inspection findings relating to controlled documents.

The speaker can be contacted by e-mail : tanya.symons@tinyworld.co.uk

