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Context and objective

• EFPIA published 3 papers on polysorbate
• Industry message: degradation is common and is manageable

• Objective: Demonstrate this in a real UCB case
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EFPIA position paper

Do we worry too much about polysorbate degradation? An industry-wide perspective 
with real-life case studies - Journal of Pharmaceutical Sciences

• Provides industry perspective with case studies
• Supports science-based control strategies
• In line with UCB control strategy

https://jpharmsci.org/article/S0022-3549(26)00018-3/fulltext
https://jpharmsci.org/article/S0022-3549(26)00018-3/fulltext
https://jpharmsci.org/article/S0022-3549(26)00018-3/fulltext
https://jpharmsci.org/article/S0022-3549(26)00018-3/fulltext
https://jpharmsci.org/article/S0022-3549(26)00018-3/fulltext
https://jpharmsci.org/article/S0022-3549(26)00018-3/fulltext
https://jpharmsci.org/article/S0022-3549(26)00018-3/fulltext
https://jpharmsci.org/article/S0022-3549(26)00018-3/fulltext
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Rationale

[…]
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Polysorbate content on stability can decrease

You can add references here.

UCB case study:

• Drug product, mAb in solution

• Content of Polysorbate 80 on specification

• At release and on stability

• Polysorbate content decreases on stability

• Release: not less than ca. 0.2 µg/mL

• End of shelf life: not less than ca. 0.15 µg/mL 

• Typical decrease between release target value and end of shelf life: ca. 50%

and that is not the end of the world
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You can add references here.

• The mechanism of PS decrease is understood:

• Evidence supports enzymatic degradation (not oxidation)

• Formation of free fatty acids 

• Formation of POE sorbitan (=de-esterified PS)

• The degradation does not impact CQA: 

• No formation of sub-visible or visible particles

• No impact on aggregates: enough PS left to still be effective

• The likely cause of the degradation (i.e., an enzyme, which is a host cell protein) does not impact CQA:

• Host-cell proteins constant in quantity and identity across clinical pivotal batches and process performance qualification batches

• Proved by quantitative data by ELISA and mass spectrometry

Rational
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You can add references here.

• UCB does not intend to change its process:

• No intention to remove more HCPs (enzymes)

• UCB does not intend to change its formulation:

• No need to change polysorbate for another excipient: It does its job as intended

• The benefits of switching to another excipient are null

• Filed and accepted by EMA (on-going process)

Consequences (or lack thereof)
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