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Summary 

 What is a SOP? 

 Why are SOPs important? 

 Guidance for how to write SOPs 



What is a SOP? 

 Detailed, written instructions that specifically describe how 
to complete research-related activities 

 Statements of who does what, where, when, why, and how.  

 Officially, SOPs are defined by the International Conference 

on Harmonization (ICH) in its Good Clinical Practice 
Guidelines (ICH GCP E6) as “detailed, written instructions to 

achieve uniformity of the performance of a specific 

function.” 

 



Are SOPs required? 

SOPs are not a stated requirement in FDA regulations. However, the FDA 
guidance on Investigator Responsibilities has multiple references to 
procedures for “adequate supervision for the conduct” of a trial:  

 The investigator should develop a plan for supervision and oversight of 
the clinical trial at the site...... A plan might include the following 
elements.....: a procedure for the timely correction and documentation of 
problems identified by study personnel, outside monitors or auditors, or 
other parties involved in the conduct of a study  

 A procedure for documenting or reviewing the performance of 
delegated tasks in a satisfactory and timely manner...  

 A procedure for ensuring that the consent process is being conducted in 
accordance with 21 CFR part 50 and that study subjects understand the 
nature of their participation and the risks  

 A procedure for ensuring that source data are accurate, 
contemporaneous, and original  

 Procedures for ensuring study staff comply with the protocol and adverse 
event assessment and reporting.....  

 

 



SOPs are auditable 

 SOPs are auditable by the FDA, IRB, sponsor monitors, etc. 

 If you write SOPs, you must commit to follow them. 

 Study teams will be held accountable to their written 

SOPs.  Most audits usually include recommendations to 

create and follow SOPs. 

 

 Provide sufficient detail but allow for expected variations 



Why are SOPs important? 

 Document what has been agreed and adopted as standard 
practice 

 Provide a standard way to consistently execute activities 

 Improve communication among staff 

 Reduce dependence on individuals with institutional 
knowledge 

 Improve efficiency of staff training (keep everyone on the 

same page) 

 



…more reasons 

 Create operational efficiency (thoughtful examination of 
processes) 

 Provides formal accountability for team (a tool for 

managers) 

 Prevents noncompliance on a systemic level 

 Enhances awareness and working knowledge 

 Systematic process to incorporate GCP, regulatory 

requirements and institutional requirements  



What are the steps to write SOPs? 

1.  Decide topics 

2.  Create template 

3.  Draft/review/revise 

4.  Finalize/authorize 

5.  Distribute/train/document 

6.  Maintain (review/revise, version control) 



Step 1:  Decide topics 

 Brainstorm with team about which SOPs are needed 

 Safety monitoring 

 Protection of human subjects 

 Staff training 

 Assemble current SOPs in one location 

 Delegate who will draft each SOP 

 



Step 2:  Create Template 

American GI Research Institute  Standard Operation Procedure 

TOPIC:  Informed Consent Procedure 

Effective Date: Version 7 

Reviewed and Authorized by: Author: 

Approver’s Signature  Author’s signature 

• Purpose statement 

• Scope 

• Definitions/abbreviations 

• Applicable regulations 

• Process and procedures 

            Separate by sections 

• References 

• Attachments 



Step 3:  Draft / Review / Revise 

DRAFT 

 The person who does the task should write the first draft of the SOP for 

that task 

 Use standard template 

 Outline a step-by-step description of the process 

 Use plain and concise language 

 Use the active voice in an instructional tone 

 Use titles instead of names to describe who is responsible for each task 

 Reference associated forms (attachments) 

REVIEW/REVISE 

 Gather the team together to review and revise the drafts.  Encourage 

everyone to be involved in the process.  



Step 4:  Finalize / Authorize 

 The SOP author and approver should be identified on the SOP 

document with dated signatures 

 These are the people responsible for the completeness and 

accuracy of the SOP 

 PDF the signed original and keep in location accessible by entire 

team 

 Keep the signed original in the SOP binder 



Step 5:  Distribute / Train / Document 

 Choose the best approach for each SOP: 

 One on one training 

 Group training during staff meeting 

 Distribution by email 

 If training doesn’t happen effectively, SOPs are useless 

 Training should be documented with SOP log 

 Remember to train new staff and revised SOPs 

 



SOP Training Log 

American GI Research Institute  

Standard Operation Procedure Training Log 

TOPIC:  Informed Consent Procedure 

Effective Date:  

15JAN2017 

Version 7 

Trainer name and 

signature 

Trainee name and 

signature 

Date of 

Training 



Step 6:  Maintain  

 Original, signed SOP documents should be maintained in a secure 

location 

 Expired SOPs should be kept and marked as “Archived” or “Retired” 

so they can be referenced.  Expired SOPs should be taken out of 

circulation. 

 Revisions  

 Decide on (and commit to) a policy on whether revisions are done on 

an “as needed” basis or at established time points (annually?) or both 

 Version control 

 Incorporate a standard version system into the template 



One more step –  

 Write a SOP of your group’s SOPs 

 Include details of maintaining original documents, training, 

versioning, review/revision process, dealing with deviations 

 Auditors may request to review your SOP on SOPs. 



Conclusion 

 

 Writing and maintaining SOPs is a process.   

 Be realistic about how much time your group can commit to it.   

 Identify the most important pieces and start with that. 

 Do your best but don’t get overwhelmed! 

 


