Graded Approach Pre-Filter Questions

Thresholds for safety, mission, cost, reputation which filter degrees of impact, frequency on each

Possible language for graded approach pre-filter:

Graded Approach:

The QAP graded approach depends upon employee judgment in understanding and application of the intent of the quality assurance plan.  The purpose of this approach is to ensure that adequate attention and resources are allocated based upon the impact of non conformance to the ten QAP criteria.  An applicability matrix is provided to assist employees in applying the principles and requirements of the QAP.  

Consider new activities or major changes
Applicable filters to apply before incorporating the formal applicability matrix may include:

Possible wording for our pre-filters:

· Reasonable likelihood of delaying the Laboratory schedule by 3 months, failure to meet its goals (as defined in the PEMP), or a significant reduction in the public trust.

· Project cost exceeds $500K

· The impact of a failure, or repetitive failures, of a process, activity or item exceeds $100K

· Personal safety or environmental hazards, liabilities or risks greater than those generally accepted in an industrial environment.

· Item is deliverable to an outside organization

· Judgment of line management (What’s keeping you up at night?)

Activity has passed through the Pre-filter

Steps in flowchart process (applied after the pre filter):

1) assemble appropriate expertise

2) determine appropriate boundaries

3) determine hazard scenarios, consequences and frequencies (unmitigated)

- What can go wrong?  

- What is the consequence?  

- What is the chance (expected probability / frequency)

4) determine tentative quality category (aka Quality Risk score)
- Where in the applicability matrix do I place?
5) read off which controls are required for this category from applicability matrix

6) determine which controls are not in place

DOE oversight commensurate with cost thresholds, new activities

Exercises:

Consider what pre-filter question passed the activity for each.

Understand concerns about the activity and the thresholds on frequency and consequence

1) Projects – capital P 

(Congress has knowledge, DOE threshold per 413.3A $20M full order - $5 address principles, DOE assigns smaller project such as Minerva $15M to line item project)
Estimate costs pass pre-filter, line item project automatically level 3?
What does the project manager have to worry about?

Critical path activities inside the project such as construction, fabrication, design, procurement, subcontracted tasks

Possible thresholds – Project Management:
· Is it a line item in the federal budget? Yes = level 3

· Is it an AIP (Accelerator Improvement Project)? Yes = level 2

· Is it an MIE (Major Item of Equipment)? Yes = level ≥ 2
· Is it GPP (General Plant Project)? Yes = level 2

· Is it UIP (Utility Improvement Project)? Yes = level 2

· Is it at least $20M? Yes = level 3

· Is it between $5M - $20M? Yes = level 2

Remember to categorize the individual sub-activities for quality category and QA criteria applicability matrix
2) Product Realization (Making Stuff)
Remake the D0 layer 0, silicon project

Passed filter on big delay (mission critical)
Which tools are available to help people identify risks to this activity?

Critical path analysis - schedule, FMEA - contamination sources
High level questions:

What could slow you down? (Critical path, schedule related)
What pre-filter(s) got you here?

· Schedule delay; should result in documenting a detailed schedule and understanding the critical path, or documenting a detailed plan for responding to failure (particularly for operations schedule delays)
· Total project cost; should result in detailed cost estimate, contingency plan, and/or schedule and understanding the highest costs risks

· Impact of failure; failure modes analysis 

· Failure to meet goals; failure modes analysis

· Failure in public trust; failure modes analysis

· Safety; if completely handled by current safety control systems, then use those (e.g. if it’s only an ODH hazard then use the FESHM ODH system). Otherwise failure modes analysis.
· Deliverable to outside org; automatically level 3 for the criteria which are applicable to the deliverable

· Judgment; could use any of the tools

All of these would then be used to identify which of the 10 criteria need higher controls.

Handling, contamination, fabrication exposure, purity level

Highest delay? Yes = level 3

Medium delay? Yes = level 2

Low delay? Yes = level 1

· (e.g. brainstorming, FMEA, Fishbone Diagram)

3) Operations

Maintenance of main injector cooling system. Poor example?
Unique equipment, transformer, no spares, long lead time to replace.  How maintain?
Passed pre-filter.  Potential 6 month delay. Big delay.
Impact of failure; failure modes analysis, create a plan to address what can be mitigated example:  switchyard checks, oil level checks other annual checks
Does not require big reports necessarily, maybe just a spreadsheet with what can go wrong, what we propose to do, what was implemented, when & by who
QARs look for cross boundary activities, items

Other things worried about that could shut the lab off

A – running beam when somebody is in the tunnel ½ hour

Experimenter brings guest in, brings key out, leave guest inside – going around the rules
Contractor leaves tools in tunnel, tried to pick the lock – it would have triggered alarms

B – not deep enough, could exceed beam safety envelope

Controls only administrative now, no engineered control

C – misguide the beam, damage magnets etc 2 days, or 2 weeks

D – single points of failure

Maintenance of the electrical distribution system

Beyond generally accepted industrial risks – Fermi maintains own system

Kicks to FESHM chapter on the topic

Arc flash (slac) electrician sue the lab – safety issues not following procedures, training

Operations example 2  Cutting $1M check – each scenario tested prior to Go Live

WDRS examples?

Hiring process would get through pre-filters ex: without background check hire terrorist, ex: privacy information

Cyber security – passes filter automatically

How will we link this to the QA controls that apply?
Thinking about the grading and applicability of controls at each level after we id the level.

Consequence – so do QA
Benefit – so do QA

