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SOPs, WIs, and FormsSOPs, WIs, and Forms
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Written DocumentsWritten Documents

Standard Operating Procedures
Work Instructions
Workflow Forms
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SOP DefinitionSOP Definition

Standard Operating Procedures
Detailed written instructions to achieve uniformity 
of the performance of a specific function.
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Purpose and Benefits of SOPsPurpose and Benefits of SOPs

Internal training material
Meet FDA regulations
Opportunity to examine and improve 
processes
Promote consistency and efficiency on how 
work is performed and checked 
Accountability
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Standard Operating Standard Operating 
ProceduresProcedures

Narrow in scope
Detailed overview
Refers to other SOPs, Work Instructions, 
Workflow Forms
Specifies who performs tasks
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SOP ManagementSOP Management

Yearly review
Control dates, versions
Approvers
Reviewers
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FHI DM SOPsFHI DM SOPs

Data management plan
Data entry system design
Data processing and entry
Data querying programming
Data querying
Medical coding
Data set creations
Data archiving library
Clintrial Administration
Maintenance of regulated environment



R
es

ea
rc

h 
In

fo
rm

at
ic

s

8

SOPs Recommended in SOPs Recommended in 
Recent FDA GuidanceRecent FDA Guidance

System setup/installation
System operating manual
Validation and functionality testing
Data collection and handling (including archiving, 
audit trails, risk assessment)
System maintenance
System security
Change control
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SOPs Recommended (2)SOPs Recommended (2)

Data backup, recovery, and contingency plans
Alternative recording methods
Computer user training
Roles and responsibilities of sponsors, clinical 
sites, and other parties
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Sample SOPSample SOP
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Change HistoryChange History

Discontinued SOPs should be archived
Change history should be maintained on the 
newest SOP
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History of ChangesHistory of Changes
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Work InstructionsWork Instructions

Very detailed
Changes frequently
Specific to software packages
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Sample Work InstructionSample Work Instruction
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Workflow FormsWorkflow Forms

Documentation to show control over processes
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FHI Workflow FormsFHI Workflow Forms
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User Access FormUser Access Form
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Change Control FormChange Control Form
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Batch Flow Sheet FormBatch Flow Sheet Form
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SOP, WI  and FormsSOP, WI  and Forms
ConclusionsConclusions

Yearly review
Control dates, versions
Approvers
Reviewers



Annotate Flowchart with SOPs, Work 
Instructions, and Data Tracking Forms 
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Breakout Session 
 
Using the flowchart you have created, add the following details: 

• Where SOPs would be needed 
• Where Work Instructions would be needed 
• Where Forms would be needed 
• Please be realistic in the amount of work you are asking the staff to 

perform – what is the proper balance between control and overwork? 
• Please use different colors to make the flowchart more readable 
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