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* A customized disassembly procedure for autoinjectors is tailored per product design and risk assessment.
* Disassemble the autoinjector without compromising the CCl of the internal PFS, then conduct CCIT on the PFS.

M Examples of the assembly process and risks Conclusion and Future Work

Both direct and indirect methods are successfully developed for autoinjector CCIT.

* Movement of the stopper can lead to

Gripping the PFS leakage * Gripper may touch and push the stopper  Although practical for autoinjectors, the dye ingress method is probabilistic and not
Assemblethe PFSinto ¢ Loose rigid needle shield (RNS) * Movement of the RNS caused by the friction when PDA—recommended. Other direct CCIT methods require specific development and
the autoinjector * RNS comes off the RNS fits into the cap remover testing chambers.

. Movement of the stopper can lead to » Effective CCIT bridging from PFS to autoinjectors is achieved through proper

Insert the drive unit I * The plunger rod may touch/push the stopper disassembly, as sterility tests require autoinjector disassembly, making indirect CCl
testing more efficient.
Al cap/PFS needle shield PFS plunger stopper/Al plunger rod * The disassembly approach will be expanded to include additional brands, and more
il nlerace experiments using both direct and indirect CCIT methods will be performed on existing

brands to enrich the library.
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Submerge the package in a dyed Detect leaks by measuring the change in
solution, and then observe whether pressure within a sealed chamber.

any dye penetrates the package. * Prevent accidental activation of injection spring

Remove the drive unit
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e pump 1. '\lf_”cro- Separate the cap of autoinjector  + Eliminate the contact surface between the cap and the RNS, thereby reducing the
| i calibrator from the PFS possibility of RNS loosening WuXi Biologics is a global leading contract research, development, and manufacturing organization
' (CRDMO) offering end-to-end solutions to enable partners to discover, develop and manufacture

(Stauffer 2020) Detach PFS from the body of the
autoinjector

biologics from concept to commercialization.

* Completely disassemble the autoinjector, and then extract the PFS
For more information, visit wuxibiologics.com.
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