How do you deal with your contract manufacturing organization (CMO)?
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You work for Corporate America (CA), but you find it is more cost effective to contract the manufacturing of your vaccines out to a contract manufacturer.  You have a contract with a contract manufacturing organization that states two CA Quality Assurance (QA) Auditors will conduct a CGMP compliance audit once a year and it can take up to 4 days to complete.  The Contract Manufacturer QA Director has just told you that they are doing fine and there is no need to audit them this year.  How would you handle this situation?

Response
When it comes to matters of binding contracts, the word of mouth loses meaning all the same. In this case, it is very clear that I have a contract with the contract manufacturing organization, which requires the CGMP compliance audit to be conducted on any contract manufacturer that I intend to work with. In that case, even though I would trust the word of the Contract Manufacturer QA, I would still insist that the CGMP compliance audit is conducted by two CA Quality Assurance Auditors before I contract the Contract Manufacturer to manufacture the vaccines. Besides obliging to the binding contract with the contract manufacturing organization, I would also find it necessary to conduct the CGMP compliance audit. To start with, the CGMPs audit will help me determine if the contract manufacturer has the appropriate facilities, equipment, and ability to manufacture the vaccines. In the same manner, the CGMPs audit will assist me in assessing whether the contract manufacturer meets the minimum requirements for processing, manufacturing and packaging the vaccine. Therefore, whether the Contract Manufacturer Quality Assurance Director feels that their firm is doing fine or not, conducting the CGMP compliance audit would not only be necessary but also mandatory in this case.

