
GForce Life Sciences worked with the Quality Director of a global medical device
manufacturer in the Northeast US who had to resolve a backlog of 25 CAPAs as part of a
remediation effort. Internal resources within the various business units were handling other
critical projects and, as a result, the remediation efforts were delayed. 
 
The CAPAs had been opened in response to third party audit findings. Most of the CAPAs
had been opened for more than a year and were still in the initiation or investigation
phase as the client did not have enough resources to work on them. The CAPAs needed to
be closed to correct quality system deficiencies and improve the process in order to
maintain an important certification that allows the product to be sold on the market.
Processes deficiencies existed in various processes such as training, complaint handling,
Auditing, Management Review and the CAPA process itself.  
 
We provided a CAPA Expert to achieve the Director’s goal during the next 12 months. 
 
During the first six months, our CAPA consultant contributed to move more than 50% of the
CAPAs to the next phases and by the end of the 12 months she had contributed to close 23
of the 25 CAPAs. Closing out these CAPAs directly led to the client’s ability to maintain
the required certification that allows the product to be sold on the market.
 
Throughout our consultant’s engagement, we helped the Quality Director conduct internal
audits to assess conformance and effectiveness of the quality system processes. This
activity helped to identify and resolve additional quality issues and improve the overall
quality system program.
 
At the completion of our consultant’s engagement, she effectively transferred knowledge
to full time staff and the Director thanked us for providing such a strong consultant to help
them meet their goals.
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