


I Tunnell Consulting Partners with You from
Discovery to Commercialization

OPERATIONAL EXCELLENCE QUALITY / REGULATORY / COMPLIANCE

2 Tunnell

STRONGER PERFORMANCE AHEAD ®

tunnellconsulting.com

Organizational Excellence
Lean/Six Sigma
Cost Reduction

Business Transformation,
Operations Strategy

Operations Organizational Design
& Change Management

Process Improvement

MANUFACTURING SCIENCE
AND TECHNOLOGY

Technology Transfer Strategy
& Implementation

Formulation Development

Process Development

Analytical Method Development
Product Process Improvement
QbD/ PAT

Process Characterization & Control

Equipment Qualification

Process & Analytical Method Validation
Lab Operations Support

Facilities Start-Up

¢ Quality Culture
¢ Quality Management Systems
— Design & Development Support
— Global QMS Management
— SOP Authoring Support
— QMS Optimization
— Root Cause Analysis
— CAPA Management
— Quality Risk Management
— Quality System Assessments
* ¢cGMP/cGLP cGCPR PAI
— ¢cGMP/cGLP/cGCP Assessments
— cGMP Inspection Readiness
— PAI Readiness
— Equipment Design
— PART Il Compliance

— Data Integrity & Due Diligence
Assessments

« Remediation Support
* Regulatory Submission Support
— CMC Authoring & Publishing
* Regulatory Strategy
¢ Product Development
— QbD Application & Review
— Question-Based Development
— Continued Process Verification

Put Our Expertise to Work for You

Our consultants' vast and substantial expertise offers an integrated and holistic
approach to solving your vaccines and biologics challenges, whether technical,
organizational or quality/compliance related. They can design and implement
the most advantageous solution for your specific problem and then transfer the
necessary knowledge so that results are sustained and goals are achieved.

Founded in 1962 and serving many of the world’s leading life sciences firms, Tunnell Consulting integrates
strategic, technical, process, and organizational skills to design and implement sustainable solutions that
exactly meet client needs. With deep industry knowledge, extensive scientific cedentials, and superior
measurable results, we consistently boost the operating performance of each unique client we serve.
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