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Business focus shift from “Strategy” to “Culture” due to positive indicators

Companies ranked in the top 20% in terms 
of quality culture reported 46% fewer 

mistakes in their daily work resulting in a 
saving of $67M per 5K employees   

From Harvard Business Review April 2014: Creating a Culture of Quality. Ashwin 
Srinivasan & Bryan Kurey CEB

From Grant Thornton 2019: Return on Culture

From Grant Thornton 2019: Return on Culture

http://asq.org/culture-of-quality/

http://asq.org/culture-of-quality/
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* Graphic presented during PDA 2024 Supply Chain Resilience & Quality Management Maturity Conference (09/19/2024): “Investing in Quality,” Sun Pharma. 

Why should we Care about QMM ? Cost of Reactive vs Proactive Quality
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Reactive Quality Cost in Terms of Enforcement Actions 

• Hypothetical-Five inspection observations citing the following subsystems:

o Complaint Handling and MDR Reportability

o CAPA

o Design Controls

o Process Validation

o Internal Audit

• 6-month remediation plan (TOTAL COST: $1,526,000) 

o Salary costs (~$280,000+)

o Ex-FDA Consultants (~$120,000+)

o Product recalls – 3 lots / approx. 350 units @ $1,800 each ($630,000)

o Finished goods scrap – 1 lot / 120 units @ $1,800 each ($216,000)

o New production equipment + process validation package ($180,000)

o New CAPA software module ($100,000 to implement + $50,000 annually)
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MSD QMM Implementation Strategy

Qualitative Assessment

• Based upon the Parenteral 
Drug Association’s (PDA) 
Quality Culture Maturity Model

• Customized for shop floor and 
managers / supervisors

• Output summarized in an 
interactive dashboard

Quantitative Assessment

• Leveraged our company data 
lake to access Quality Council 
metrics as well as other data 
sources

• Created a quantitative risk level 
per site with ability to narrow 
down to individual metrics

• Output summarized in an 
interactive dashboard
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FDA’s and MSD’s QMM History
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Foundation of Qualitative QMM Assessment
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QMM Qualitative Assessment Details
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QMM Qualitative Assessment Output and Next Steps
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Wait, What about Quality Metrics? QM ≠ QMM but QM informs QMM
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QMM Quantitative Assessment Overview
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QMM Quantitative Assessment Overview (continued)
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QMM Quantitative Assessment Factors
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Conclusions:
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