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Challenges CDMO’s Face

Multiple product 
Different phases of approval
Qualifying to accommodate all clients
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ISPE Baseline Guide for Commissioning and Qualification 
(Second Edition) Unknown Product/Process requirements 
(Chapter 29.5).

 This is the first time that this is acknowledged as a 
challenge in a baseline guide

 What does this chapter say?

 How do we apply this process?
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How do we apply this process
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Filler Qualification Test
What would you do to qualify a Filler to show Fit-For-Intended-Use?

• Fill Accuracy (looking at all fill tubing types and bracketing the range)
 Smallest Tubing (e.g. 0.8 ± 0.03 % & 1.8 ± 0.03 %)
 Mid-Range Tubing (e.g. 1.0 ± 0.03 % & 2.25 ± 0.1 %)
 Largest Tubing (e.g. 1.5 ± 0.03 % & 3.0 ± 0.15 %)

• Stoppering (Largest and smallest vials sizes)
• Crimping (Largest and smallest vial size)

• Base sample size off ANSI general Inspection Level II
• e.g. lot size is 3000 therefore testing would process 1201 vials for stoppering and 

sample 125 against acceptance criteria. 
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Some Final Thoughts:

 Most CDMO’s know the platform process they are running even if they do 
not have a product to run.

 Such as a Fill Finish process. 

 They know what equipment is required to run the process.
 (Filler, Isolator, Rabs, ISO 5 room)

 Therefore they can qualify based on general product risk or patient risk and 
bracketing high and lows of equipment's capability. 
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Questions?
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