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COMPREHENSIVE CAPABILITIES. PROVEN EXPERIENCE.

Optimum  
Regulatory  
Compliance

Increase  
Operational 
Efficiencies

Reduce Costs 
and Process 
Complexity

Minimise 
Compliance  

Risks

Accelerate  
Business  
Outcomes

BEST IN CLASS CONSULTANCY AND ADVISORY:

 Quality Management System 
Assessments

 CFR Part 4 Assessments

 EU MDR Requirements

 Regulatory Citation  
Response and Remediation

 FDA Pre-Approval

 Regulatory Inspection  
Support

  ISO13485 Support Services

	Data Governance and Integrity

  Design History File (DHF) 
Support

  Supplier Quality Audits

  Medical Device Reporting

  Supplier Qualification

  Product Launch and  
Remediation

  UDI Support and Remediation

  Due Diligence Assessments




