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All participantsthave been muted.

!
Ly pPEYOUI: eré\% th uestion™ section of
ashboeard= we will take questions at the conclusion
prESEntation.

. P @@Dg fJEe that copies of today’s presentation will be
available for download shortly.

m This weblna (andm other past PJR webmars) will also be
available for re-viewing on our website under "Previously
Recorded Webinars.”



fejelz)Y/ s Aeflpfels

sy are we'doing this?
= AuditFinding
u Actionspliaken to Correct
u Root Cause Analysis

m T echr]rpe\ '
m Actl Taken to Prevent Recurrence
m Actions Te enﬁ Prevent Occurrence
m Verification Activities



o

Whvaelieswerdoing this?

MRRIRSWANLS YoUr: Ofiganization to Improve!

m Shouldiberarstiong correlation between third party
audit p@rrorr#e)n ce and an organlzatlon S quality
FecoraiWIth its customers

The UNPOSE of @ management systems audit isn't
[0 convince the auditor to write as few
nonconfbmi’ ties as possible.

m [t's to take systemic corrective action for each and
every instance that’s found.

= Only then will we see this stronger correlation!



A\Cleffc Flnlellrle

sFARpaudit finding Jru,JJr ave three
distinctparts:
m State€ment ofi Non: nformlty

- = OpjectiverEvidence

Citation of the Requirement not Fulfilled




peing:

dings that ¢ Jc NOT contain
%

- fir

S thee; parts..

ho,JJd not be written by PJR auditors

= Shoularnot a' epted by PJR clients

= PJR clients should reject audit findings
that do NOT contain these three parts
at the closing meeting.




A\Cleffc Flnlellrle

H@pportuniues for Improvement should
EXISt OnlyAas statements or
recommendations.

= No/ citation of a requirement not being

- fulrilled.

4
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Stateiient o Nor @nformlty

wR@ten the rurlﬁorl'fxr?]]'r\ recorded is not the

PrebIEMBbUL a Sympton @&the problem.

m [heproepliem ‘;ru:;r be expressed as an issue with
the system.
If the problem is expressed in terms of a person
or incident, it is at the symptom stage.

= Both internal and third party auditors make this
mistake.
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[FINOr canformlty

mportant to get to the true
M) Le, the system issue, or the
50lving| efforts will not be
‘_
xing symptoms will not stop the issue
from ecurring.




[

iEINon nformity

e e L .
A WQJJ Written nenconformity should
and the test c j e.‘

u ‘Your Prdanization should be able to look
DaCKkTatnenconformities written years ago
and understand exactly what the problem

>




Statemient e Nonconformity

-

APOORIINGING:

=/ There'Was no traini @trix for the first

shifdeperator running job #9954 indicating
‘Competence to run that job.

R 1S /5'a symptom, not the problem.

= T1is confises objective evidence with the
statement of nonconformity.
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Statement eff Nohconformity
Miseler finding:

Nonconiermity: The system for recording

- employeettraining and competence is not

completely. effective.

u Objective Evidence: There was no training
1atrix g;t‘he first shift operator running

job #9954 indicating competence to run
that job.

m Requirement: ISO 9001:2015, 7.2d
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FINOnconformity

StatEHIERE 0

ENelsystemifor recording employee

LiGIIgiana  competence /s not

cCompIELely efiective. ”

= his fecuses upon the systemic issue.
= A problem statement ought not to focus

upon the /ncident.

L
'



Statemient e Nonconformity

-

| Pejo)tilnlellplefs

m [hel@uality Auditor in Iﬂ@ Blue Cell was

Usingianttincontrolled form to record the
‘resultsiorirst plece inspection.

R ’J/Z;/Ts' g. Symptom, not the problem.

= T1is confises objective evidence with the
statement of nonconformity.



itsel Nonconformity

=
“'Betierfinding:
= \Nonconfermity: Processes established to

= Objective E__yid'e‘nce: The Quality Auditor in
the Bluﬁfell was using an uncontrolled
form to record the results of first piece
Inspection.

m Requirement: ISO 9001:2015, 7.5.3.1a
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FINOnconformity

StatEHIERE 0

W Processes established. to ensure
COMPERYAGoCcUments are. controlled are
noLiuly, errective.”
Thisfoeuses upon the systemic issue.

s A problem statement ought not to focus
upon the /ncident.

L
'
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Statement eff Nohconformity

sM\\hen youl review!al statement of

nenconermity Written by your internal audit

team), alclistomer or a PJR auditor, ask:

m Arerthiere any. iIssues between "symptoms” and the
‘eal preblem?

m Does the final statement of nonconformity focus

on a systemic issue?

= Are there data (objective evidence and citation of

requirement not fulfilled) to assist in
understanding?

4
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wFRJRGAQVISOrY #3 rﬁrjj‘r@ all auditors to
dOCUMEnEany. rm Ul e@t of a requirement
asS SUGH)
It'IS ase LJEdJ\/ ‘< able not to do so.
‘No benefit for the ‘auditee

= Contributes ‘Ehe diminishment of the
Integrity of accredited management system
certification.




A\Cleffc Flnlellrle

ation:  All nonconformities
R auditors need to be
dsi previously described.

&

2 PIR'S r)scc
Wiglaesls) o)/ =)
documeEnted a



-

ACtiopsHiaken o’ Correct

wPAlse called corrections or containment actions
Ineserareractions taken with respect to the
SyMmpLoem or ]pCUQ'r"
- Incigeny SPeciric Actions”

ontainmen actﬂns or corrections are
important.

Should be taken Immediately to stop the
symptom




5\/;1(:1[]' y take two forms:

J]brated the gage,” or “We controlled the

n Weraaaded insp I& catch any further
OCCUFrEREE. ‘_
s Insp ection adds cost to the system, not value

m Later we will learn that once corrective action is
implemented, then costly added inspections can
be removed from the system.




e
Actionshliaken to Correct
-

HNConLAINMENT a rn\ or corrections
shotldioe very specific:

- m eNtraiing matrix ror the first shift

- opergerunning job #9954 was updated

0. refect his competency to run the job

Isupervised.

m All coples of the uncontrolled form the

Quality Auditor in the Blue Cell was using
were destroyed.”

m Corrections also need to include an
extent analysis.




Shllaken to Correct
.

wI@prrections alserneed to include an
extentianalysis or look-across.

= Therauditor found one instance, how many
~ Moreanertnere?

- = What is the depth and breadth of the

o

' |
problem?
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EXLERNARAIYSIS

shhe PIR auditor has ncovered one or
more examples off a nonconforming
Situatien.  For example,
= A gage that it out-of-calibration
= A document that is uncontrolled

= A training record that isn’t updated, etc.



Extent

‘and written extent
analysisiwoeuld read like this:
s Wewerified the two gages found by the PIR
vaitor (#2458 and #1354). Both were

conforming. Our extent analysis included the 213
other gages /n our racility. Only one (#5858) was
found to be out-of-calibration. It was calibrated
and returned to service. INo product was

measured with this gage since it was last in a
Known state of calibration.



2"PIR‘s Nonconformit / eport form has
Jsan moedified to include a blank for
ExtentsAnc J;p
| m Use ofthis form Is optional, but if you
- choose to use your own form, you must
still include an extent analysis.
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ROOGEAUISEAR Jl\\/>

i Vany. CARS rest; “TA incident for the Root
Callse Arul/s S
m [hisjisineaceceptable.

- w "Ourorg ge ganization failed to upaate the training
- matixfor the operator running job #9954,

S The Quality Auditor in the Blue Cell didn’t use the
correct form to. record the results of first article
Inspection.
m Some CARs give Containment Actions for the
Root Cause Analysis

m This is also not acceptable.



- k. r r ] ]
MYANEE0OM OOt calise analysis answers this
questions: > i’
s “What in the system failed such that
the problem occurred?”

\

m The focus is @n the system, not the
incident.



J\/\ \

NSOME probvliems rruy 1ave multiple root
CAUSES: > i
W SOme prJJJJrr may have several
L 00 /_)/a 00T Causes.

- = [f the root cause cannot be discovered, all
require corrective action.




fthe root cause has een found, the
ODIEN ) CElf) be “turned on” and
F,Jrrwd oI~

lme d JUJ’ C >

" the problem cannot be turned on and off
at will, eng.he root cause has probably
not been found.

>

\



er es for root

J FISNBORE dIac JJ'I

\ = 5-Why or the Why Technique
= Sometimes three whys
= Sometimes six whys
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Sy, o
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spNeRconformity: “Vihe system for recording
EPIOYECNIGIIING drd competence /s not
completelyiernective.”

‘-; m Objectve Evidence: There was no training matrix

- for'thefirst'shift operator running job #9954

indicating' competence to run that job.

w15 Why: The first shift Supervisor failed to update the

training matrix as required by the first of the month.

s 27 Why. Before the end of the previous month, the
Human Resources Manager would e-mail the training
matrix template to all of the department Supervisors, but
this didn’t happen this particular time.




SANHY

8\ Srd Wy ThesHR Manager left the company
pefore thelend of:the month, and her
replaceient didn 't e-mail the template to all
SUPEIVISOLS, |

s Ftraaye The Proceaure for Training (QP18-
01) dlan't include a requirement to prompt the
new. HR Manager to e-mail the template to all
Supervi 0@



SRR,

.

i
saNBrconformity: “Processes established to
ElISUIENGCOIIPaNnY, docUments are controlled
are nosyulyeernectve.”

m Objecuve Evidence: The Quality Auditor in the
Blue Cell\was using an uncontrolled form to record
he results of first piece inspection.

= [t Why.: Controlled hard copies of QF-010, First Piece

Inspection Form, had all been used in the Blue Cell, so
the Quality Auditor resorted to an uncontrolled form.

s 27 Why. The Quality Auditor in the Blue Cell was not
aware that when no hard copies of a particular form
were available that the latest version of all forms could
be accessed through the company’s database.



SAWr)Y

Ao

NSy heBlue Cell Quality Auditor was not
gIVenia. username. and password to access the
¢jejic)g)z) 5 »

WSy Human Resources did not have a
POIIGYALO enﬁfre all'new hires are granted a
Systern @ lame and password.



ROOLEAUSEVAR J\/\ E

aRIR Will not accept: t J' oIIowmg for
fejoje CCJ‘,JD\_“ ‘. i .
= Oversight™
= "We'mis Jf]J.l’QOF requirement.”
_ “f forgot.”
\Another ISO 9001 blunder...
“Our consulgnt messed up.”
= "Human error”

A
[
f




CorestiVe ACHION(S,

wiShould address the Root Cause

)

& . .
u Shouldptnerefore, address the question,
- WY nEt r) ch /~'=>n giled such that the
PrOBIENINEEElTEM P

Many organ ns give containment actions
or corrections instead of corrective actions.
m This is not acceptable.
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gorrestive Action(s).

si\bisonly addresses the system, but should be
Irevernsivle™ -
= Should ]nvolv'e a change in the system
= Training by itse | enerally not a system change.

= Incidentispecific actions or corrections/containment
actions are not irreversible

= In the automotive Industry, corrective actions
should prompt changes to the DFMEA, PFMEA and
Control Plan
= May require a new PPAP



Js t one corrective
ACUONMOREACNH IC ca se that was
dentiiied.” '

o Su Sec uent data should show that the
oroblem has 100% disappeared.



‘ :
CorresuVe ACHon(s)
-

sNNeRconiormity: /e system for recording
ENIPIOYEENEIIING ard competence. /s not
- compietely. glrective.”

| Corrective Action: gection 4.6 of the
BroceadreNor Training (OP18-01) was
updated to include a requirement for the HR
Manager to e-mail the training matrix
template to all Supervisors for updating
before the end of each month. The new HR
Manager was trained on this added
reqguirement. She also added an automatic
reminder to MS Outlook to perform this task.



siNenconformity: "Processes established
[0} EMISUICICOIMPany. docUments are
contivlled are not fully effective.”

s Corrective Action: 7he New Hire Work
Instruction (WI18-01) was revised to
Include a reqguirement to grant new
hires a user name and password for the
database, as appropriate. All HR
personnel were trained on this change.



w\\hen training is part of the corrective
action'response, the response should
alsereentain the technique that will be
- used towverify training effectiveness.

\

g



RIEVetVEe ACion(s)
NVARSWETS One ol two guestions:
= “Whatiother systems exist that might have
thelsame roet cause(s) present?”
= “What system(s) could I have had in place

‘that woulc a e prevented this from
happel ing?

"



RrEVERVE ACHON(: >

Many CARS put Correc t|ve actions for
preventivejactions.

j

“m PreventiVe actions address the future,
- not the past

= What couldstill happen, not what did
happen



NEPreventive

B
m ChgnRaing tr
I)rJJJ:‘HS




e T
Preveritive Action(s)
Hon!

siPreventive actions are not identified
ORIy BEEAUSE OF honconformities.
J:Managerngw@l em standards require

- preventive action as a proactive process
vith iAputs from multiple sources, e.g.
\ear-Miss Reports, 5-S programs or other
lean initiatives, employee suggestions, etc.

m [n other words, no nhonconformities should
never mean no preventive actions!



VEerification

aNhisyis a criticalland often ) not
PEFORMEGSLEP IN t re oroblem solving
DrOGESS.

= Many CAR fC ms do not have places for
verification at the appropriate locations.



VEHieelion )

sNheollowing|should be verified:
- ContainmentActions/Cor eﬁons have been taken.
m Proper Rept C _JJJu Analysis has been performed
(Lursefi - turn of
IrreversinlerSy teaﬁ-orrective Actions have been
~ implemented.
- m Containment Actions/Corrections have been
removed, where appropriate.

m Preventive Actions have been taken, if
appropriate.
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VENliecation bl

milnderstand that corrective actions are

[EVELSIIE. ‘ a

= Systempicianges mean how work is
performed changes.

= Changelis difficult.

m Systems tend to return to where people
are comfortable.

m Continue to verify actions — even after
you get positive results on the first
verification.

g
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B rIelIteractioN Ol P OCES5E5,arnd. jts importance. to a successful audit”
[SESHEWRNGN a SEMIi-annual vasis.

= This webinmarexplores the crucial topic of pr@sses and how to correctly
understana theny -

Nor=ApplieapieClauses, Permissible Exclusions, Exemptions -
Developinglaiener-understanding of what can and what cannot be
excused. in eneldit assessment”is presented on a semi-annual basis.

= This webinar explores the critical topic of exemptions and the right approach to
take in determining which apply to you.

'

m  We offer a variety of webinars on other topics including Stage 1 Audits,
115480%08(1) :125015, AS9100, ISO 13485:2016, IATF 16949, and ISO



m At the bottom of the page, enter your
email address in the provided space and
click “Subscribe.”


http://www.pjr.com/
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Learn more at www.pjr.com



