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Closing Remarks
Barbara Falco, Abbott
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● OINDP components are critical to the quality and 
performance of OINDP

● The IPAC-RS GMP Guideline is intended to 
harmonize and clarify quality expectations for 
OINDP component suppliers

● Suppliers should use the Guideline as an internal 
guide to help improve quality systems, i.e., for 
internal audit, audit preparation, and to demonstrate 
commitment to meeting required quality standards

● IPAC-RS expects that OINDP manufacturers will 
begin using the Guideline as an auditing standard

● Suppliers and OINDP manufacturers must 
communicate

Take-Home Points
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Benefits of Using the Guideline
● Regulators: 

– More confidence in OINDP container closure system 
and device components

● Pharma: 
– Consistent, high quality components
– Better relationship with suppliers
– Fewer supply chain events

● Suppliers: 
– Clear understanding of customers’ expectations
– More consistent expectations and audits
– Better relationship with customers
– Improved quality systems
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Benefits of Using the Guideline

● Patients:
– Better products
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Next Steps

● Continued education/dissemination of information 
about IPAC-RS Guideline

● Considering incorporation of IPAC-RS Guideline 
into next version of ISO 15378

● Workshop at RDD Europe (April 17-20 2007, 
Paris France)
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Feedback? Comments? 
Questions?

Please direct them to Melinda Munos 
(melinda.munos@dbr.com) or Dede 
Godstrey (dede.godstrey@dbr.com) 
at the IPAC-RS Secretariat

mailto:(melinda.munos@dbr.com
mailto:(dede.godstrey@dbr.com
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THANK YOU!

For attending and being engaged 
in the process
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Supplier Members of Supplier 
QC Working Group
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Reviewers

● FDA
● PQG
● OINDP Suppliers
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