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Single-Use Systems Used in
Biopharmaceutical Manufacturing.
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USP revises <661.1> and <661.2> to make
them applicable to all marketed products

ISO 10993-18 Biological
- Evaluation of Medical

Devices — Part 18: Chemical

Characterization of Materials. Bio-Process Systems Alliance (i.e., removes the “grandfathering clause”)
1 999: Part 18 details how to test (BPSA) publishes its two-part but de|ays imp|ementation until 2020,
FDA's CDER and CBER publish Guidance the extracts, generated per Recommendation for Extractables allowing industry time to prepare for the
for Industry: Container Closure Systems for 1ISO10993-12, for extractable and Leachables Testing. change by reverting back to the previous
Packaging Human Drugs and Biologics. compounds. version of <661>.

USP <1663> Assessment of Extractables Associated with
Pharmaceutical Packaging/Delivery Systems and USP <1664>
Assessment of Drug Product Leachables Associated with
Pharmaceutical Packaging/Delivery Systems become effective.
These USP chapters are the first to specifically address
extractables and leachables.



