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Notes

We began by taking a quick look at the graded approach document. Some very minor tweaks made it become version 9 (removal of step "F" from the summary and any references to step "F").

 

Jed mentioned that he is "chiseling away" on appendix x (risk management), and he'll pass it along to us when it has taken sufficient form.

 

We then began discussing the lab-wide QA controls which will be defined in column 1 of the Applicability List. These would be the controls which are applied to all work done at the lab. Is the scope of this list all activities, or just the activities which pass through the selection criteria? Initially we said it covers all activities, but then it was pointed out that someone is not going to be looking at this list until they have an activity which passes through the selection criteria. The statement in the current procedure is "Activities which do not satisfy the selection criteria, while omitting steps B to E, must still conform to standard laboratory-wide quality controls as shown in category 1 of the Applicability List." So we reminded ourselves that this column really was intended to cover all activities at the lab. It was suggested that perhaps it would be "cleaner" if the lab-wide controls are documented/defined in a separate table from the list of possible additional controls. Should we consider incorporating the IQMP with this list? We started out that way, but it was decided it was too prescriptive.

 

Tim described an example of defining the eye protection requirements for laser safety. Tim reviews the work process (e.g. the wavelength of the laser), and calculates the optical density for eye protection which will be required for that specific laser. Is this considered design? We initially agreed that this activity is not a design activity, and perhaps should be considered a "work process". After some further discussion, we began to change our mind and considered this as a design activity.

So what is a good working definition of design? The ANSI standard on design reviews (D1160) does not include a definition of design. Bakul found this:

According to ANSI/IEEE Standard 610 IEEE Standard Glossary of Software Engineering Terminology, here is the definition of design:

(1) The process of defining the architecture, components, interfaces, and other characteristics of a system or component. See also: architectural design; preliminary design; detailed design.

(2) The result of the process in (1).

 

We agreed that we should review the similar table which is in the original graded approach document. It was also pointed out that these base requirements are defined in the IQMP, so should we really try to capture it all again in a list? If everyone is expected to read/understand the IQMP, then it's not worth it. But since we do not expect everyone to do that, then it was generally agreed that having a summary bulleted list is helpful.

 

Regarding a lab-wide org chart, Rich mentioned that we are close to having one back in place. All the employee-supervisor relationships are defined in the Oracle financial system (and it's synchronized with PeopleSoft; the ES&H database(s) are not currently synchronized with then), and people are working on implementing software to put it in a graphical format.

 

We really struggled with what level of detail should be contained in this list. For the first few topics we found ourselves basically reiterating what was already documented in the IQMP. This was primarily due to the fact that the first few topics don't really have much grading. So we decided to take a look at design, since it was agreed that it certainly uses a graded approach. We talked through various tasks which are part of design: inputs, outputs, reviews, configuration control, requirements/specifications, etc. We had a lengthy conversation about how these are all applied using a graded approach, so we had a very difficult time trying to describe what the minimum requirements are, apart from "sound engineering judgment, scientific principles, applicable codes and standards," We ended up added a couple of other statements: "review commensurate with risk, validation by use". What about minimum design documentation/records? It was acknowledged that we usually have a drawing or other such record of design work, but at this time we don't require a record in all cases. Should we?

 

It was suggested that we extract statements from the IQMP before out next meeting; perhaps this might help speed up the process?

 

Graded approach procedure (version A9):

http://tdserver1.fnal.gov/blowers/projects/QA/QDT/Graded_Approach-Procedure_Rev_000_A9.doc
 

The results of today's exercise:

http://tdserver1.fnal.gov/blowers/projects/QA/QDT/Graded_Approach_Exercise_2008-02-29.xls
