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1.  Introduction:

A SOP describes the procedures required to complete a certain task. If adhered to a SOP provides uniformity of method between staff and becomes part of the organisations quality management system (QMS); it is also evidence of Good Laboratory, Clinical and Manufacturing Practice.
Additionally, establishments licensed by the Human Tissue Authority (HTA) must be able to evidence compliance with the requirements of the Human Tissue Act 2004, the Human Tissue (Quality and Safety for Human Application) Regulations 2007 and the HTA codes of practice. The HTA are the UK body responsible for implementing the EU Tissue and Cells Directive 2007.
Those premises involved in the production of Advanced Therapy Medicinal Products (ATMPs) or Investigational Medicinal Products (IMPs) may also be subject to regulation by the Medicines and Healthcare Products Regulatory Agency (MHRA).

2.  Procedure:

2.1
Authoring SOPs:

2.1.1
SOPs should be authored by persons(s) familiar with the task covered and reviewed by at least one other person before finalisation.  All SOPs should have a cover sheet following the template of this SOP's cover sheet, the template is available in the SOP folder (XXX). There should be a header with the SOP number and title and a footer with page number and page count. If the SOP is lengthy a contents section may be included after the title sheet.

2.1.2
In an Introduction section outline any relevant background to the procedure.

2.1.3
The Procedure section should be a step by step description of the actions to complete the procedure; this section should be clear and easy to follow. If specific training is required to perform the operation this should be clearly indicated. For a SOP covering a scientific method there should be a materials section detailing items required to complete the procedure and any safety aspects involved, followed by a step-by-step protocol. 

2.1.4
If necessary include a Reference section listing other relevant SOPs, regulatory documents etc. 

2.2  
SOP number:

All SOPs will have an identification number with the format HTA-Number and will be saved with a file name HTA-Number-Title. Anyone authoring a new SOP should refer to the SOP index to determine the next available SOP number. During writing the file should be saved with the additional suffix -draft and will be saved in the DRAFT VERSION folder. Following authorisation the suffix draft can be removed and the file saved in the FINAL VERSION folder. The draft file(s) should be retained as archived material.

2.3
Version Control:

SOPs will have a version number in the format A.a, with A representing the finalised version of the document and a the draft version. When taking a document for revision assign a new minor version e.g. 1.1 and save each new revision accordingly.  When finalised and approved the document can be assigned the next major version e.g. 2.0.

2.4  
Approving SOPs:

SOPs should be approved by a senior member of staff before implementation.

2.5
  Issuing SOPs:

All finalised SOPs will be available electronically in the folder (XXX). Additionally the most recent version will be available in hard copy in the SOP folder in the laboratory.  Hard copies may not be removed from this folder other than for the purposes of IMMEDIATE photocopying and must be returned to their correct location following copying.  Any individual using a personal hard copy should refer to the electronic or physical folder to verify that they are using the most up-to-date version of the SOP.

2.6  
Reviewing SOPs:

Following approval all SOPs should receive an effective date, SOPs should be reviewed as required or one year after the effective date.  Even if no changes are made the version number, effective date and date of review should be updated to reflect that the SOP has been reviewed.  Old versions of the SOP should be saved as archived material.  If at the point of review it is decided that the SOP is no longer relevant it may be archived.
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