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Terminology 1

· Product specification: A document generated by the customer identifying requirements (performance characteristics, applicable standards and statutory regulations, packaging, etc.) and the inspections and tests that are required to verify that those requirements have been met (acceptance criteria).

· SOW: A document generated by the customer that specifies requirements to be imposed on a supplier that are not typically found in a product specification. Examples are requirements for services and requirements for a supplier quality program. The later might define  QA program requirements and supplier deliverables, including a quality assurance plan, procedures for acceptance testing. Guidance on qa requirements may be found in QA-003.
· MIT Plan: A document generated by the supplier defining the process by which an item is manufactured, the procedures relevant for what inspections and tests will be performed, and when these inspections and tests will be performed.
· IT Plan: A document generated by the supplier defining what and when inspections and tests will be performed.
Terminology 2

· QA Plan: A document generated by the supplier describing the specific QA/QC procedures and practices for the procurement.
· MIT/QA Plan: A document generated by the supplier that contains the information required by both the MIT and QA Plan. For example, the MIT/QA plan might describe the applicable procedures associated with each identified activity; these procedures may, in turn, describe the actions taken to assure the quality of the activity.
The Issue

· The issue is with the QA part of the MIT/QA Pla
n

· Documenting the manufacturing process and identifying when inspections and tests will be performed is simple and can be done in a flowchart.  It can also be a useful planning tool for the supplier.

· Documenting 
how all of the procedures and practices that will be followed actually meet the QA program requirements can be onerous

Suppliers must have an adequate QA program

DOE O 414.1A on Work Processes

1
Work must be performed to established technical standards and administrative controls using approved instructions, procedures, or other appropriate means.

2
Items must be identified and controlled to ensure their proper use.

3
Items must be maintained to prevent their damage, loss, or deterioration.

· Equipment used for process monitoring or data collection must be calibrated and maintained.

A path forward 1

· Require an MIT Plan when the work is complex, timing of test and inspections is important, witness points need to be identified, or identification of procedures is required

· Require an IT Plan when [1] all of the tests and inspections can be done on the finished article and [2] identification of inspection and test procedures is required

· Require only the inspection and test results if all inspections and tests are standard and can be performed on the finished article

A path forward 2

· Require documentation of procedures for manufacture, inspection, and test when the risks associated with the procurement are adequately high. Possible risks include potential significant impact on costs or schedule, when the procedures are critical, difficult, and/or non-standard, when the supplier has limited experience and expertise in an operation.
· Avoid requiring a QA Plan where possible

· Pre-qualify the supplier’s QA program prior to contract award

· Conduct audits to verify that the procedures and practices being followed meet the requirements of the QA program

· Modify the guidelines for preparing SOWs to reflect these considerations.

· Provide training opportunities on writing specs and SOWs
.

�I totally disagree with this. The issue is planning - taking the time to generate a real and useful MIT Plan and assuring that the appropriate quality processes are in place to support the MIT. I truly believe that taking this time, in the long run, saves time and angst.


�Requires thought, but again saves time in the long run.


�While this is the criterion that is most directly applicable to these contracts, all of the criteria are applicable.  For instance, the people doing the work must be trained and qualified (criterion 2).


�Recognize that qualification a supplier's QA program is a good idea but does take time to do. You cannot audit a supplier in a few hours - a few days might be more reasonable.  Time must be built into the schedule to do this. Also, PQA needs the resources to do this.


�I agree with Rich that Procurement Technical Reps need training, not only on how to write specs and SOWs, but also on their responsibilities - what they are allowed to do and not allowed to do. I personally have had experience with PTRs ignoring important requirements within their specs and SOWs, sometimes before a contract is awarded, sometimes afterwards. For instance, we request a specific document for review as part of the RFQ but issue a contract without ever receiving it. I also am uncomfortable about what occurs during the informal dialogs between the PTRs and the suppliers. It would also be helpful if the PTRs had a better understanding of the QA clauses. In my experience, I have seen PTRs view QA's role in developing a specification or SOW as a required step with limited impact on their work or responsibilities.





