- Case Study -                                             Special Requirements/Critical Item
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Audit Planning

You have been assigned to audit an organization that is an active third tier supplier to both the space and defense segments of the aerospace industry.  In your audit planning you select a project the company successfully bid and were contracted for in support of the international Space Station. The component that they have been engaged to provide is a part that will be a replacement spare for the circuit card caring the data link module and timing circuit for the telemetry system. 
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When you are doing your research about the project, you learn that the original manufacturer of the component was an early victim of the resent recession and is now out of business.  The system integrator has since subcontracted the organization you are auditing to build replacement parts using existing customer owned specification & drawings, plus some amount of reverse engineering. These specifications have also been supplemented with new requirements that are intended to improve upon the original design and to introduce new technologies.  

The organization has been contracted to deliver a fully qualified part to the customer’s specifications. This will involve some specific design activity to fully integrate the new technologies and improvements associated with these new specifications.  

In discussion with the Quality Manager concerning these new specifications you determine that the specification identifies this part as a Critical Safety Item (CSI) that includes: 

· Redundancy requirement to ensure no single points of failure

· Shielding requirements

· Weight limitations

· Functionality Requirements

· Shock resistance

· Baud rate

· Environmental requirements

· Operating temperature

· Pressure 

· EMI/RFI.

During the Audit

In your discussion with various individuals you ascertain that the customer has conveyed to the organization that an area of concern with the original version component is that performance was intermittent and the ability of the part to function properly was problematic when radiation is emitted during a solar flare activity.
 In your discussion with the organization you find that one of the EEE parts used with the system was no longer produced by the Original Component Manufacturer (OCM), but they have qualified newer EEE parts that can be used in its place. However In an attempt to utilize historically qualified parts, the organization has found an independent distributor that still had a small quantity of the original parts available, but does not have the OCM documentation on the part.  The organization has chosen to use the original parts from the independent distributor and has procured the remaining lot for use in the product.

In evaluating of the Inspection & test plan you view that

· Reliability will be determined by MTBF analysis

· EEE parts will have 100% inspection for form, fit & function and evaluation will be done via a lot sample approach

· Verification & Validation of the system will be performed by functional testing
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What type of risks might be present with this scenario


What type of risk management focus might you see in these work areas associated with the customer & design requirements (SR/CI/KC)


What is your audit plan (Departments, Processes, Interactions & Documents) to ensure that organization is controlling customer requirements, expectations & needs (SR/CI/KC)





What line of questioning would you pursue in these areas?


What issues might you find associated with control of SR/CI?








