
• Developed/validated new container closure integrity
method

• Resultant data accepted by FDA

• Met timing for market introduction

• Designed test fixture to secure plunger

CCI – Syringe Development and Validation

Product

Issue

Resolution

• Vaccine

• Pneumococcal pneumonia

• Commercially available

• FDA did not accept Customer data
on claims of container closure
integrity of pre-filled syringe


