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Bob and Jeff came to the front end of our meeting so that we could discuss our approach to the Graded Approach (i.e. their response to our slides on the Graded Approach).

Here are their slide(s):

http://tdserver1.fnal.gov/blowers/projects/QA/QDT/Sponsor_Feedback_On_Approach_Rev1.ppt
 

Philosophy: their view is that the QA Program will need to be prescriptive, in that we need to have required QA controls. They think the "applicability table" is the set of requirements (knowing that we do not yet have the "to-be" documents, and there will be requirements in those documents - again, from their perspective). They think the graded approach needs to spell out what QA controls are required when risks are determined. They are looking for us to "tweak" the original document, not toss it out.

 

They think that DOE is expecting to see "management control systems", which they see as prescriptive QA controls, which come out from the graded approach. They also expect that management controls means he lab defines how controls are done, and lower groups are not defining their controls.

They think that our first bullet is not the right approach (i.e. "We are not going to tell people how to assure quality (i.e. this is not a prescriptive program)" ). They have polled many, many QA folks and labs and they do not agree with this approach.

 

Discussion on "pre-filters": it was agreed that we need to always start with the highest risk, and that we need to look at our "major" processes. Bob believes that this selection is outside to the graded approach process. The team believes that the users of the graded approach need some guidance on how to identify processes which need to be graded. Bob agreed that our approach is a good idea.

 

They also voiced a major concern that our approach does not include quantifying the risks and determining the required QA controls from the applicability table. Griff pointed out that they grappled with this in the Hazard Analysis implementation. They concluded that they could not, and did not need to, incorporate that level of sophistication; they decided that people would accept and use the program if it was less prescriptive. It was also pointed out that we are attempting to take an "effective" approach to QA, as opposed to a "compliance" approach. Bob agreed with this approach 100%.

So how does the manager determine what QA controls are necessary to mitigate the risks? They work with their QARs to do this.

 

It was noted that we have a lot vested in the role of the QARs; they play a key role in the graded approach, and help managers determine the appropriate QA controls.

 

We agreed that we need to define what is expected of people, but that we don't want to define all the "how's". It was also agreed that the "to-be" documents get into the "hows". In addition, the "to-be" documents will begin to frame the overall QA requirements, in a similar way to the present-day Procurement Manual; i.e. they will eventually define how each of these systems are done at the lab.

 

It was stated that our current process and approach would allow a manager to decide that no additional QA controls are implemented (i.e. they could decide to accept the risks as-is); this means we have not defined a minimum set of basic QA control requirements. And in addition we have not defined the degree to which the QA controls are implemented. This seems to be the primary difference in philosophies discussed today.

 

It was also stated that there are some QA controls which we should consider having as part of the QA Program right now, before we have the "to-be" documents in place. There was agreement that we should put these ideas on the table and review them.

 

Griff mentioned that we might consider how we might integrate with Hazard Analysis; it would behoove us to have one document which captures all our risk analysis, not separate documents for safety, quality, etc.

 

We ended our discussions with a much better understanding of our views/philosophies, and Bob and Jeff are going to review the current document in great detail and then we can continue our dialogue. The next time we talk we'll also start to talk in more detail about what is meant by "gap analysis".

 

Bob mentioned that we need to get the graded approach document done within the next six weeks so that he can talk with DOE to assure them that we have a reasonable approach to implementing QA at the lab (i.e. this would not be a formal submission). It was agreed that, assuming we are close between the team approach and OQBP approach, this would be doable (even with the furloughs - we probably have more like 3-4 work-weeks over the next 6 calendar-weeks).

 

Bob mentioned that the lab's QA Manager is Jed Heyes. When the team cannot reach consensus on something, Jed is authorized to make a decision.

 

We started reviewing the example graded approach outputs. We started with the TD example of "Accelerator Support". 

Concerns: does it adequately describe our approach to managing the risks? From a viewpoint that these could be shared amongst other people so they can learn from the work that was done, this example does not have enough detail.

It was also stated that since this example is already controlled using other documents, then perhaps there is too much detail. Also, if this form is meant to fill in a gap in QA documentation, perhaps it could have some "checklist" attributes so that "standard" QA controls could be identified without the need to write a lot of sentences.

We should consider adding a statement of the scope (boundary conditions?) of the activity.

After much discussion, it was agreed that the TD example was overly wordy, but that it was good to work through it and agree to that. In the end we agreed that activities which are completely covered by other systems/documents only need to have a brief description and then pointers to the other documents.

 

We had some discussions regarding the scope of the activities. It was agreed that we can easily tackle too much at one time, which turns out to not be helpful to most people. We can also run the risk that we break the activity into small enough pieces that they don't need to be evaluated.

 

We then went through an AD example: testing of beamline enclosure electrical safety systems.

This example was more along the line of what we converged on with the TD example, i.e. it pointed to a system which is already in place and covers the risks (FESHM chapter, AD procedures).

It may be that training/qualification, rather the lack of procedures/requirements/documentation on that front, is a residual risk. There is a list of people that are qualified by AD, but is that enough?

There was general agreement that something like a checklist may help people work through the analysis. There was not complete agreement on what should the checklist should include (see also the notes from our last meeting regarding including the list of QA criteria in the form). Can we boil down the criteria into a list which would be helpful? This takes us to how we should make the connections between the controls identified and the "requirements" of the QA Program. This was a primary concern from Bob and Jeff.

 

Can we try to define the "common" set of QA requirements (i.e. these would appear in column 1 of the applicability table)? If we did that, we could add a question to the form something like: "where do you need to apply additional controls which are not covered?".

 

So what are the purposes of the form? We've come up with at least three:

· Document the existing systems and their controls
· Document where there are gaps in the current documentation
· Document the controls which are not currently in place.
 

At our next meeting we'll start by reviewing the WDRS example.

