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The QMM Framework i

Evaluates behaviors and
practices that sustain an
establishment’s quality culture,
promote supply chain reliability,

and enhance operation of the
quality system.

Does not evaluate compliance
with CGMPs and consequently
cannot be used in lieu of, or as a
surrogate for, establishment
inspections or drug quality
sampling and testing.

Reflects the maturity of an
establishment’s quality behaviors
and practices

www.fda.gov


https://www.fda.gov/drugs/news-events-human-drugs/quality-and-regulatory-predictability-shaping-usp-standards-12112025
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Drug manufacturing establishments
achieve higher levels of quality
management maturity when they
successfully integrate business and
manufacturing operations with
quality management practices and

technological advancements to
optimize product quality, enhance
supply chain reliability, and drive
continual improvement.
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Lessons Learned from QMM



Operational Reliability
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Preventive maintenance based on dynamic Preventive maintenance solely based on
data; schedules are risk-based vendor recommendation; does not consider risk




Potential Business Outcomes - Operational Reliability

Higher maturity

Lower maturity

Optimized preventive
maintenance

Maximized equipment reliability
Consistent production flow

Insufficient preventative
maintenance

Frequent equipment
breakdowns

Production disruption

.

.

Integration of Mean Time to Failure (MTTF) and
Mean Time Between Failures (MTBF) into
production scheduling based on historical data
Incorporation of risk-based inspections (RBIs) into
PM schedule to determine maintenance plans for
equipment

No integration of equipment failure metrics into
production scheduling; production schedule
based solely on vendor-supplied data

PM plan driven primarily by outdated vendor
risk assessments




Continual Improvement (Cl) Programs
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Potential Business Outcomes - Continual Improvement (Cl) Programs

Higher maturity

« Sustainable gains
« High potential for long-term value

Lower maturity

4

Short-lived wins
Little potential for long-term

« Cl driven by a combination of internal data (e.g.,
deviations, CAPAs, employee feedback) and
external data (e.g., competitor analyses,
regulatory trends, customer complaints)

* Adedicated leadership, defined prioritization
criteria, and measurable goals tied directly to
strategic business and quality objectives

value

www.fda.gov

Cl driven primarily by compliance needs and
failures (e.g., in response to an anticipated
pre-approval inspection and audit findings)
Lack of a dedicated leadership, a systematic
prioritization criteria, and weak or no link to
quality and business objectives.
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Takeaways

A tale of two cultures: treating quality as a regulatory
checkbox versus embedding it as a strategic driver for
operational excellence

Operational reliability and CI could result in tangible
outcomes (e.g., more first cycle approvals, less waste due
to failed batches)

Where does your establishment stand?

Where does your establishment want to be?
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Questions?

Eric Twum
Regulatory Specialist
Office of Quality Surveillance, Office of Pharmaceutical Quality
CDER | U.S. FDA

Contact us at: CDER-QMM@fda.hhs.qgov
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