
 CDER, CBER, and CDRH  
Regulated Product support, 
including:

  - Monoclonal Antibodies

  - Growth Factors

  - Replacement Enzyme Therapies

  - Peptides

  - In-vitro Diagnostics

- Cellular and Tissue-based     
Therapies

  PAI Audit Prep

COMPREHENSIVE CAPABILITIES. PROVEN EXPERIENCE.

Optimise  
Regulatory  
Compliance

Increase  
Operational 
Efficiencies

Reduce Costs 
and Process 
Complexity

Minimise 
Compliance  

Risks

Accelerate  
Business  
Outcomes

 Regulatory Transitions of  
HCT/Ps to Drug Products

 Manufacturing Technology 
Transfers

 Regulatory Submission  
and Preparation

 Testing Assessment and Guidance

  CGMP Facility Audits

 Regulatory Inspection Preparation

 Due Diligence Assessments

BEST IN CLASS CONSULTATION & ADVISORY SERVICES:

  +353-1-912-5250          query@lachmanconsultants.com        lachmanconsultants.ie

CONTACT US TODAY
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