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Agenda:

5:30 — 6:15 Registration & Networking — Light Snacks & Refreshments Served
6:15 — 6:30 ASQ Section Business and Announcements -
6:30 — 7:30 Presentation and Questions

7:30 — 7:45 De-brief and Door Prizes ©




Presenter Biography

* Devin I. McElroy is the Senior Director of Quality Assurance and
. Regulatory Affairs, North America, at Sunrise Medical in Fresno, CA.

* He earned his doctoral candidacy at Capella University in Minneapolis in
2017 and is currently completing his dissertation.

* McElroy is an ASQ senior member and an ASQ-certified quality auditor.
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Root Cause Analysis (RCA):
What it zs and is #o?

It IS a problem-solving methodology that can identify the cause of a product
defect.

It IS performed to identify the primary initiating event for the cause of a
product defect.

It IS NOT one tied to one methodology.

It IS NOT the only activity performed for solving product defects, it is only
the first step.




When RCA is not applicable

* When a root cause falls outside the manufacturer’s realm of influence (e.g.,

. acts of god, raw material defects, deficient supplier practices, etc.)

* However, RCA can still be employed to identify the area that has contributed

to the defect and some activities can be performed to help mitigate the
defect.




Top 5 RCA Methodologies

5-Whys

Cause-and-Effect (Ishikawa) or Fishbone Diagrams
Structured Brainstorming Techniques

Fault Tree Analysis

Value Stream Mapping




Root Causes

* Design defects
* Manufacturing defects

® Quality defects

* What is the most common defect identified in
practicer
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How to fix Human Error

* First of all, you can’t. Human error is a given; humans wi// err.

. * Replacing or retraining the human will not provide a permanent fix. Why -

not? Because:

HUMANS WILL AL.WAYS ERR




So. 1F we eant ix Human Ecror
what can we do about Human Error?

A good corrective action must be controllable by the
manufacturer. You can’t fix human error, but you can
mitigate the impact and you can fix many of the causes of
human error.




Causes of Human Error:

1. Confusing procedures




Causes of Human Frrot:
2. Internal (personal) distractions




Causes of Human Error:
3. External distractions
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Causes of Human Frroz:
4. Unaware the procedure existed




Causes of Human Error

5. Procedural updates




Causes of Human Error:

6. Intentional misuse or willful misconduct




Causes of Human Error:

7. Inadequate electronic access
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Causes of Human Error:

8. Missed a Step




Causes of Human Error:

9. Inadequate paper-based systems




Causes of Human Error:

10. Inadequate software systems




Causes of Human Error:
11. Employee Apathy




Causes of Human Frrot:
12. Employee unable to perform certain steps




Corrective Actions

* Favorite Corrective Action = Retraining

* Ask yourself: Does retraining work, if:
* The problem 1s employee apathy
* The problem 1s wrong equipment

* The problem is a confusing procedure




Corrective Actions

* Look at the event that precipitated the human error. If the

. cause 1s:
* Lack of a consistent process, then a procedure may be needed.

* Manual process, then a fixture may resolve the issue

* Different language, then procedure may need to be rewritten in specific
language

* Willful misconduct, then PIP or dismissal may be needed




Conclusion

Addressing the event that precipitated, caused, or
contributed to the human error will result in the reduction .
of future recurrences of human error. Ultimately, this will

have a positive outcome on lowering manutacturing
defects.




Q&A

devin@dmcelroy.com
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