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Everyone deserves confidence in 
their next dose of medicine. 

Pharmaceutical 
quality assures the 
availability, 
safety, and efficacy of 
every dose.



OPQ Supports GDUFA Science and Research

Product-specific 
Guidance Pre-ANDA ANDA 

Assessment Approval

CDER Research

Guidance Technical Advice Review Support Regulatory Confidence
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Advancing Generic Drug Science
Peptides & oligonucleotides 

• New equivalence assessment approaches
Inhalation products

• Performance testing methodologies
Topical and transdermal 

• Bioequivalence strategies
Long-acting implants and injectables

• In vitro characterizations and in vivo prediction
Nitrosamine risk mitigation 

• Analytical and formulation strategies
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GDUFA Research Impact
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Quality Management Maturity (QMM)
Investment in robust quality management has 

long been a key factor for business success.

1950’S: QUALITY MANAGEMENT 
EMERGED AS A CORE 

COMPONENT OF MODERN 
MANUFACTURING

MODERN RESEARCH: STRATEGIC 
INVESTMENTS IN QUALITY 

MANAGEMENT YIELD POSITIVE 
RETURNS

OPQ WHITE PAPER (JULY 2025): 

QUALITY MANAGEMENT 
INITIATIVES IN THE 

PHARMACEUTICAL INDUSTRY
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The Future of Generic Quality 
Predictive Quality Decisions

• Model-Integrated Evidence (MIE)
• Clinically Relevant Dissolution
• Standardized Product Characterization

Digitalization & Artificial Intelligence
• Advanced Analytics
• AI/ML
• Lifecycle Management
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Patients remain the purpose.

Continued collaboration and 
scientific innovation will strengthen 

the generic drug program.

OPQ | OFFICE OF 
PHARMACEUTICAL QUALITY
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