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We began by reviewing the draft graded approach.

 

Specific conversations/issues:

 

Purpose: it was voiced that the purpose is to identify specific (minority, i.e. it's going to be a small number of) activities which require additional controls which are above-and-beyond the current management practices. The concern was that the current wording paints a picture that this is an overly bureaucratic process which requires that everything go through the graded approach process.

 

Overview of Process steps: it was voiced that this was too detailed for an overview. We ended up adding a three-step overview of the process, and then the current "overview" section became the section which detailed the process.

 

After quickly reviewing the document it was voiced that overall the document seemed good. It was believed that, in a similar way to ODH or other safety systems, training will be able to cover a lot of territory in terms of providing a more complete understanding of the system.

 

What about training? Who will receive training, how long should the training be? How does it fit into the overall QA program training?

 

Who do we expect will be charged with using this procedure? How will they be identified? It was suggested that it may turn out to be roughly one person per department.

 

A possible overview change:

1. Identify the activities which are of significant quality risk

2. Identify the risks and quality controls

3. Document the results [we want to make sure it is clear that the activities which do not pass the pre-filters do not need to be documented]

 

It was agreed that we should not use the term "pre-filter"; we tried "section criteria", and that seemed to work. It was noted that this might get confusing since we also use the term "QA criteria".

 

How are activities selected/identified? It will probably be done between the QAR and the department heads.

 

Understanding the activity; boundaries/scoping of the activity (here we combined the steps of scoping and defining the process steps):

Define and document the steps of the activity.

 

Considerations:

· Scope of the activity (e.g. inputs, outputs, operating requirements, resources, organizational interfaces)

· Necessary expertise to fully understand the activity

 

Regarding the document structure, it was suggested that the process descriptions should be included right under the process steps. This was to avoid having the steps refer to details "defined below". Since we now have a very brief overview, this was agreed to.

 

Concerning risk evaluation:

We need to make sure the document is very clear on the use of the term "risk"; we are intending the term to mean quality-related risks.

 

We went back to the top of the document and attempted to grapple with revising the purpose statements.

The purpose of the graded approach is to identify activities which are likely to have a substantial negative impact on quality. The overall goal is to enable management to allocate resources to minimize the quality risks.

 

There was a discussion regarding whether or not the graded approach process should include continuous improvement, or be intended only for preventing problems. The result was a general consensus that it is intended for prevention, and not for continuous improvement.

 

Regarding the statement on "can't grade to zero":

The intent is to make sure it is clear that even the lowest graded activities (and those which don't meet the selection criteria) have controls; specifically they have the standard controls which apply to all work at the lab (i.e. standard management practices). We arrived at some wording which was accepted by the group.

 

We again discussed the issue about the inclusion of the Centers. It was agreed that this remains a problem, and we await an answer from OQBP.

 

Who will be charged with using the graded approach procedure?

We had some discussion regarding the idea of a "process owner". This is the person who is responsible for the process (they may not be the ones who are performing the process); they would be the person whom you would ask if you wanted to visit the process. It was also agreed that this is something that we "know when we see it", so it's difficult to define in a procedure. It may be that the "real" definition of process owner is handled by training.

 

It was suggested that we pass the "public trust" selection criteria though the Public Affairs folks to see if they have some wording which might help to clarify the intent of that criteria.

 

We agreed that  the criteria regarding "deliverable to an outside organization" needs some help. After some discussion we ended up removing it and adding a reference statement that in these cases the evaluation will be completed from the customer's point of view.

 

We added a statement to the "Activity Identification" remarks which tells the reader that activities which don't meet the selection criteria are still required to conform to "standard lab-wide management systems", which are defined in quality level 1 in the applicability matrix.

 

On the topic of evaluating risks:

It was agreed that we should add some straightforward remarks regarding why this step is being done:

 

"This step provides process owners with a standardized framework for identifying risks, with an aim towards choosing the QA controls to mitigate the risks."

 

We had a lengthy discussion regarding the process of performing the risk analysis and control selection. There was general agreement that all the sub-steps needed to be done (i.e. after identifying the activity steps one needs to understand the risks, current controls, and choose the additional controls), but there were different opinions on how/when the sub-steps should be done. There was general agreement that the focus should be on the risks which are not currently controlled, and that the overall process is iterative. Part of our struggle was due to the attempt to break the process down in a linear fashion. It was suggested that we combine some of the steps into one step called something like "analyze risks and identify necessary controls", with the hope that this might help solve our iterative vs linear problem (note that this results in our detailed process steps looking more like the three-step summary of the process in the new intro). It was agreed that we would try this, so we started to do so and then we ran out of time. We will pick this up again on Wednesday.

 

Here is the latest version of the document:
http://tdserver1.fnal.gov/blowers/projects/QA/QDT/Graded_Approach_draft-subteam_A2.doc
