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Pharmaceutical Quality

A quality product of any kind consistently
meets the expectations of the user.
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A Different Kind of Contagion




The Three Pillars

BUILDING RESILIENT
SUPPLY CHAINS,
REVITALIZING AMERICAN
MANUFACTURING, AND
FOSTERING BROAD-BASED
GROWTH

100-Day Reviews under

Executive Order 1401
June 2021

1 \epart vy
The White House

Three pillars of a secure and
robust supply chain are quality,
diversification, and redundancy.

— 100-Day Report by
The White House

THE WHITE HOUSE
WASHINGTON



https://www.whitehouse.gov/wp-content/uploads/2021/06/100-day-supply-chain-review-report.pdf

Challenge: Transparency

BUILDING RESILIENT

SUPPLY CHAINS,
REVITALIZING AMERICAN FDA should lead the development of

MANUFACTURING, AND a framework to measure and

FOSTERING BROAD-BASED - :

e pro_v_lde trans!oarency regarding a
facility’s quality management

100-Day Reviews under

. maturity with engagement from
industry, academia, and other

Executive Order 1401
June 2021

stakeholders.

1 \epart vy
The White House

— 100-Day Report by
The White House

THE WHITE HOUSE
WASHINGTON



https://www.whitehouse.gov/wp-content/uploads/2021/06/100-day-supply-chain-review-report.pdf

Quality Management Maturity

US FDA Center for Drug Evaluation and Research




Quality Management Maturity (QMM) is the state
attained when drug manufacturers have consistent,
reliable, and robust business processes to achieve

guality objectives and promote continual
iImprovement.
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An Array of Quality

Pharmaceutical Quality

Gives patients confidence in their next dose of medicine

Gives manufacturers confidence every
batch will be acceptable to release

QUALITY
MANAGEMENT

CDER Confidence: Low

Performance and patient focus identifies areas
of improvement and implements changes

Gives manufacturers confidence
in every batch they release

PROCESS
QUALITY

CDER Confidence: High

Manufacturing risks are controlled
to provide a quality drug product

Gives patients confidence
in every dose they take

PRODUCT
QUALITY

CDER Confidence: High

Every dose is safe and effective and
free of contamination and defects
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o.uality Management Maturity

Quality Metrics

Enhanced Pharmaceutical Quality System (PQS
Leadership Commitment to Quality Q y oy (PQS)

Advanced Analytics

Business Continuity Quality Culture Employee Ownership and Engagement

Communication and Collaboration Continual Improvement  Risk Management

Sustainable Compliance Manufacturing Strategy and Operations

Customer Experience
Productivity Optimization (5S)
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Road to a QMM Program

U.S. FOOD & DRUG

ADMINISTRATION

* Pilot Programs

* Domestic FDF sites
* Foreign API sites

e QMM White Paper

CENTER FOR DRUG EVALUATION AND RESEARCH |CDER]
An Office of Pharmaceutical Quality (OPQ) White Paper

) QM M Sta keholder WO rkShop Quality Management Maturity: Essential

for Stable U.S. Supply Chains of Quality
Pharmaceuticals

Abstract

[ ] [ ]
[ QM M AdVI So ry Co m m Ittee CDER i1s taling another step towands realizing the vision for pharmaceutical quality in
the 215t century: 3 maximally efficent, agile, flexible manufacturing sector that reliably

produces high-quality drug products withoot extensive regulatory oversight, Research
conducted by trade associations, academsics, and regulators has detnonstrated that Quality
Management Maturity is essential to achieving this vision. To increase transparency and
incentivize imvestrent in pharmacoutical manufacturing, OPQ is developing a framework to
objectively rate the Quality Management Maturity of pharmmaceutical manufactaring sites
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Key Challenges

US FDA Center for Drug Evaluation and Research




Key Challenges to Achieving QMM

* Define Scope

 Consider QMM in Decision Making
* Distinguish QMM Appraisals

* Understanding the Supply Chain

* Reward for Higher QMM

e Potential Risks

18



Key Elements

US FDA Center for Drug Evaluation and Research




Key Elements of a QMM Program

Foundation of Quality Culture
Assessment Tools

o Objective and Consistent

o Standardized and Validated
Clear Incentives

Transparency

o7
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“6 Ps” Impacted by QMM Ratings

Pharma

Purchasers

Pharmacies

Patients

Stakeholder Benefits
Pharmaceutical v Positive and proactive performance acknowledged
Manufacturers v "Good actors” rewarded
Purchasers® v Improved supply chain transparency for decision-making
v" Quality ratings backed by FDA insight and non-public data
Pharmacies v Improved supply chain transparency
v" Less risk of failing to meet demand and medication error
Payors v Improved supply chain transparency for decision-making
v Less need to respond to drug shortage
Providers v Less risk of drug shortage impacting their patients
v More confidence in the supply of drugs they prescribe
Patients v" Less risk of drug shortage impacting their care
v" More confidence in drug availability

21
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