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Pharmaceutical Quality

A quality product of any kind consistently
meets the expectations of the user.
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Drugs are no different.
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Pharmaceutical Quality for
the 21st Century: What are the Goals?

Establishment of acceptance

-===215t Century Cures and PDUFA VI A maximally efficient, ag A el Gure
flexible pharmaceuticc Oversight-One Quality Voice
manufacturing sector th$
reliably produces high
quality drugs without

————— Janet Woodcock MD,
Director, CDER FDA



Pharmaceutical Quality for the 21st Century:

What are (some of) the Challenges?

----Dr. Gottlieb's speech to the Regulatory
Affairs Professionals Society (RAPS) 2017 Regulatory Conference

---FDA Pharmaceutical Quality Oversight-One Quality Voice




Current Tools/Strategies: The Role of
Biopharmaceutics in Support of Pharmaceutical

Quality

Role of

O

Establighme of Safe Space via

Additional Mechanistic Modeling and Simulation
Support changes as per strength (s)
SUPAC guidance (e.g., via biowaiver

dissolution similarity
testing) l Verification of the l
Biowaiver request Design Space request
. . based on
con:/\?lrclté:onal l Establishment of clinically relevant I
drug product specifications
| J

Y
As per published FDA guidance




Workshop Objectives and Deliverables

OBJECTIVES
<

DELIVERABLES <

2. Identify biophar
development and to enha
the product’s entire life cycle

3. Demonstrate the rewards and challenges
dissolution testing with translational PBPK

1. Identify and list the gaps among in vitro studi
and current modeling tools (e.g. PBPK) i
advantages and remaining c

2. Identify and list b
verificatio
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Workshop Themes E

> Day 1: In Vitro Biopredictive Methods

> Day 2: Best Practices for Model Development,
Verification and Validation

> Day 3: Application of PBBM to Support Drug
Product Quality
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Workshop Outline, cont. E

» Each day will start with logistics, followed by podium
presentations that will share current understanding and/ or
provide examples of the issues

> We will have four breakout sessions in the afternoon
discussing questions/topics developed by Faculty

» Each day concludes with a summary of the breakout
discussions

* Speakers, facilitators, and scribes will meet at the end of the day to
capture major discussions, path forward, etc.
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