WuXi Biologics
Validation Services: 1Q/0Q/PQ

Key Project Details

About Client
Our client, WuXi Vaccines Ireland, WuXi Vaccines, a subsidiary of WuXi Biologics, Client: WuXi Biologics
focuses on human vaccine discovery, development and manufacture. An exciting

Project Type: 1Q/0Q/PQ of
new addition to the WuXi Biologics family, WuXi Vaccines will bring to the global ) ype: 10/0Q/PQ

Incubators

vaccine industry the world-class integrated platforms and CDMO business model

on which WuXi Biologics reputation is based. Location: Dundalk, Co. Louth,
Ireland

Business Challenge
The NEXA Validation team was hired by the WuXi Vaccines’ Validation
management to carry out validation on CO2 incubators in the potency lab in order

Project Costs: Confidential

Project Duration: 3 Weeks
to meet the strict target deadlines. Within 48-hours of the client’s initial request

to us, NEXA was on onsite supporting the project with a full validation team and Staff Assigned:
equipment. Validation Manager
Validation Engineer

Project Challenges

As this was the first validation project of its type for NEXA within Ireland, our U.S.
Validation team was instrumental in supporting the project given their expertise
and specialty equipment to validate CO2 incubators. NEXA’s Ireland Validation
team trained closely with the U.S. team to ensure the highest level of work was
carried out.

Scope of Work

In working with the client, the NEXA team executed the validation of three (3)
CO2 incubators to the protocol specifications. An initial two incubators were also
qualified side by side for dual temperature setpoints; followed by the final
validation of the last incubator.

Services performed included:

e Installation Qualification (1Q)

e Operational Qualification (0Q)
e Performance Qualification (PQ)
e Dual temperature setpoints
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e Temperature/CO2/Humidity Mapping
e Relative Humidity Mapping
e Pre- and Post-Calibrations onsite

As a result of the NEXA team executing a successful project, the client has requested
the validation of a fourth CO2 incubator along with a 3-month staff augmentation
for a NEXA Validation Engineer. This will assure quality compliance of the site’s
manufacturing equipment to continue producing safe and high-quality products.
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