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COMPLIANCE AUDIT WORKFLOW MAPPING USING 

MICROSOFT VISIO FOR PHARMACEUTICAL 

OPERATIONS 

1. Overview 
Client: 

A pharmaceutical manufacturing company operating under MHRA and EU GMP guidelines, 

producing OTC and specialty drug formulations 

Objective: 

To create detailed, audit-ready workflow diagrams using Microsoft Visio for core compliance 

processes, supporting internal teams in meeting GMP documentation and process transparency 

requirements. 

2. Background 
The client's Quality Assurance (QA) and Regulatory Affairs departments were struggling to 

maintain synchronized and visual documentation for GMP-required processes. Documentation 

gaps, unclear SOP dependencies, and inconsistent training materials posed recurring audit risks. 

A process visualization project using Visio was initiated to map all critical compliance 

touchpoints and ensure cross-functional alignment for audit readiness. 

3. Discovery & Scoping 
Initial Review Activities: 

• Reviewed 25+ existing SOPs across QA, Production, and Document Control 

• Identified undocumented flows in deviation reporting and CAPA resolution 

• Interviewed audit coordinators and QA managers on inspection challenges 

Mapping Objectives: 

• Create visual workflows for deviations, change control, CAPA, and documentation 

review 

• Incorporate audit checkpoints and sign-off logic in process diagrams 

• Deliver diagrams in a format usable in SOPs, training manuals, and audit folders 
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4. Process Design Approach 
Software Used: 

Microsoft Visio (Windows desktop, Office 365 integration) 

Diagram Formats: 

• Cross-functional flowcharts to segment QA, QC, Production, Document Control, and 

Regulatory roles 

• Linked subprocesses for change control, CAPA generation, and final QA disposition 

• Use of GMP-specific icons for document sign-off, verification, and controlled record 

archiving 

5. Key Diagrams Created in Visio 
Diagram Title Description 

Deviation Reporting 

Workflow 
From incident detection to root cause analysis and QA review 

CAPA Lifecycle Flow Creation, implementation, verification, and closure with 

escalation steps 

Change Control Process New equipment/process changes including risk assessment and 

approvals 

Batch Record Review 

Workflow 
Post-manufacturing record checks with QA sign-offs and 

rework routing 

Each diagram included: 

• Step IDs for SOP reference 

• Compliance checkpoints with document retention codes 

• Decision paths based on GMP escalation criteria 

6. Visual Outputs (Created in Visio) 
• Swimlane diagrams color-coded by functional unit 

• Decision nodes clearly marked with audit-trigger conditions 

• Integrated checklist icons for verification stages 
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• Exported in .vsdx, .pdf, .png, and inserted into SOP Word files 

7. Results & Implementation 
Outcome Before Implementation After Visio Mapping 

Audit Preparation Time 4+ days manual collation 1.5 days using diagram 

references 

Training Consistency (QA 

staff) 
High variation (verbal 

walkthroughs) 
Standardized via visual 

diagrams 

SOP Traceability During 

Audit 
Fragmented across Word/PDF Centralized in integrated Visio 

packages 

Deviation Resolution 

Cycle Time 
13.2 days avg. 9.4 days avg. 

8. Recommendations Delivered 
• Link Visio diagrams to SOPs and controlled documents within QMS (SharePoint or 

MasterControl) 

• Use diagrams in internal mock audits and training quizzes 

• Review and update diagrams quarterly in sync with change control reviews 

• Establish naming conventions and document IDs for Visio-based process maps 

9. Strategic Value Delivered 
• Elevated the client's regulatory documentation standards with intuitive visual 

workflows 

• Supported faster GMP compliance audits and stronger documentation traceability 

• Replaced fragmented, static SOP sections with process-driven visual guides 

• Enhanced internal QA training by providing clear, role-specific process maps 
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