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Key Elements

 Focused on Total Quality, Not Mere Compliance.

 Capability Building Has Lasting Value and                                                     
Could Help Reduce Burden of Snapshot Inspections.

 Custom-made Capability Building Programmes Provide Better
Outcomes than General Training Programmes.

 Need On-going Support of FDA to Effectively Run the Initiative.

 Institutionalize the Effort To Achieve Better Outcomes.

Fulfills FDA Mission of Ensuring Safe, Effective and Quality Medicines
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After Attending IPA’s 2nd Annual Conference 2017

 “It was a pleasure to listen to IPA’s current initiatives to improve drug safety
for pharmaceutical products exported to the United States.”

 “I am hopeful that the IPA will continue to share the outcomes of these
encouraging initiatives with the FDA.”

 “We look forward to your continued leadership and support within India to
raise the appreciation and awareness of the criticality of pharmaceutical
quality throughout the life-cycle and the importance of improving the safety,
quality and efficacy of medicines to the pharmaceutical industry in India.”

Mary Lou Valdez, M.S.M.
Associate Commissioner for International Programs

U.S. Food & Drug Administration
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Operating
System (OS)

Management 
Infrastructure 

(MI)

Mindsets 
& Capabilities

(MC)

Setting up formal quality 
performance management 
tools supported by the right 
quality organisation to 
drive results
▪ Quality metrics 
▪ Benchmarking
▪ Strengthening quality 

governance & organization

Creating a robust quality culture & capabilities from 
senior management to the shop floor level- building 
the right skills, mindsets, behaviours and ownership
▪ Quality Culture
▪ Building capabilities

Putting in place best-in-class- technical 
systems & processes 
which are core to  the quality system
▪ Data reliability
▪ Product lifecycle management
▪ Investigation of non-conformances 

(batch failures, market complaints)
▪ Good Documentation practices

Excellence Through 3 Lenses
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Extensive Time and Resources Invested 

SOURCE: IPA QF sub-groups

Days of Quality Forum CEOs time

Employees covered for 
culture & capability 
assessment

Crore financial contribution 
for Quality Forum activities

Plants covered for the 
benchmarking exercises 

Days of senior 
Operations, R&D 
leadership time

50+

20+25K+

500+

Dedicated McKinsey Team working with IPA QF for the last 2.5 years

25+
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THANK YOU
dgshah@vision-india.com
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