
11

Second FDA/PQRI Conference on 

Advancing Product Quality: Opening 

Remarks

Lawrence X. Yu, Ph.D.

Deputy Director

Office of Pharmaceutical Quality

Center for Drug Evaluation and Research

Food and Drug Administration



2



3

Quality Risk Management

and Quality Metrics

• Quality risk management is formally 
documented in quality assessment of ANDAs, 
BLAs, and NDAs

• Quality Dashboard based on drug product risk 
mitigation is being developed as an approach 
to lifecycle and knowledge management

• FDA published the draft guidance on quality 
metrics, July, 2015
– http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegu

latoryInformation/Guidances/UCM455957.pdf
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Performance-based 

Quality Assessment

• FDA published the draft guidance on 
dissolution testing of immediate release dosage 
forms containing BCS Class I and III drugs
– http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegu

latoryInformation/Guidances/UCM456594.pdf

• FDA published the draft guidance on 
established conditions, May, 2015
– http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegu

latoryInformation/Guidances/UCM448638.pdf
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Innovation in 

Manufacturing and Assessment

• Continuous Manufacturing and Innovation

– FDA published a review article 

– FDA approved the first continuous manufacturing 
application 

– FDA approved a 3D-printed tablet application

• FDA is developing a new quality assessment 
template (for both review and inspection) 
using Question-based Review principle
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Emerging Regulatory Topics

• Breakthrough Therapeutics

– FDA approved a total of 10 breakthrough 
therapeutic drugs and supplements

• Biosimilar

– FDA approved the first biosimilar application

• FDA finalized the M7 guidance, May, 2015 

– Assessment and control of DNA reactive (mutagenic) 

impurities in pharmaceuticals to limit potential 

carcinogenic risk

• FDA published the final Q3D elemental 
impurity guidance, Sept, 2015
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Program Overview, Day 1
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Program Overview, Day 2
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Program Overview, Day 3
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