AUDITS of Pacific BioLabs
The BENEFITS of Auditor Certification

The American Society for Quality provides a certification service to quality professionals.  The certification is abbreviated ASQ-CQA and the CQA stands for "Certified Quality Auditor".

PBL hosts roughly 40 audits annually for our 200+ clients.  Clients are in various aspects of the Biotechnology world; Medical Devices, Pharmaceuticals, Biopharmaceuticals, etc.  Many clients audit basis is 21CFR211 or 21CFR58 (cGMP and GLP).  Some audits are based on the QSR (21CFR820).  

Audit teams are usually one or two individuals; so approximately 80 independent people review PBL's quality system annually.  That is a LOT of inspection.  

From PBL's perspective, though, we get to look at the various qualifications of auditors.  In five years, we've been keeping statistics about the quality of the audits we've hosted.
Beyond any shadow of a doubt, the ASQ-CQA certification is "the" biggest difference in the quality of the audit report PBL receives from clients.  Client audits with ASQ-CQA certified auditors have credible findings.  Rarely do those findings represent errors on the part of the auditor or audit team.  All findings are presented with a solid regulatory foundation.

Client audits performed by non ASQ certified auditors, on the other hand, have fewer findings based upon factual evidence.  Many findings can be characterized as anecdotal or company centric (WE do this thing this way, so YOU have to do it this way).  Many of the findings are simply not supported by regulatory requirements.  Non ASQ Certified auditors seem to believe that they are here to "help" PBL instead of determine compliance to requirements.  

ASQ provides certified auditors with the training necessary to focus on the real purpose of an audit—verify conformance to standards by review of objective evidence.  
RECOMMENDATION

PBL recommends that ALL clients have auditors who have received at least a minimum of ASQ CQA certifications.  It enhances the credibility of your external vendor approval process as well as minimizes wasted efforts for both your company and ours.
