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sNVhy are We doing
N AUCITEREIR J
| Act]ons iak
B ROOT CEJJ:)E
BT T achn]rj Jes
m Actl Taken to Prevent Recurrence
m Actions Ta enﬁ Prevent Occurrence
m Verification Activities
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Whyieierwe do]nc this?

SERIRIWANTS'YOUT: Of JJr]J/« to improve!

m SHOUIGENPE a Sstrong CC reIatlon between third party
audigpPErBrMance and an organlzatlon S quality
[ECOREWIth fﬂ- OMmers

hep oS of @ management systems audit isn't

[0 convince the auditor to write as few

nonconfbm* 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!



AUCIEREIRG

SVARRaUdIE finding JruJJr ave three
distinetparts:
m State€ment off Non nformlty

- = ObjectiverEvidence

‘ = Citation of the Requirement not Fulfilled




AUCIENEING:

\U@itfindings th JF INOT contain
Y

~ AL
CAESE thikee parts.
= Shotld not be written by PJR auditors
o = Shouldnot o‘ epted by PIR clients
= PJR clients should reject audit findings
that do NOT contain these three parts
at the closing meeting.
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AlCIERGIRG

M@bsenvations and Opportunities for
Improvement should exist only as
Statements or recommendations.
= No/citation' o a reguirement not being
o fulfiled.

'
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SUALEIENT G FJJJJ’] @nformlty

wR@iten the runr*onfofr'?ﬂ'ﬁ recorded is not the

pProbIEmppLUEa Ssympton eéthe problem.

n [heproepiem &ru:;r pe expressed as an issue with
tnessystem.
If the problem is expressed in terms of a person
or Incident;, it is at the symptom stage.

s Both internal and third party auditors make this
mistake.
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| mportant to get to the true
EMple. the system issue, or the
-50lving efforts will not be

“_
g symptoms will not stop the issue
from recurring.
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pERt el Nonconformity

| A WF‘H wr"” N1 foFmiw should
stand theytest j e."
u ‘Yo,Jr Pdanization should be able to look
Dackiatnonconiormities written years ago
and understand exactly what the problem
Was.

>




Stateigent eir Nonconformity

-

HNPORTINAINGE
= ThereWas no training @trix for the first
ShiltdepPErator running job #9954 indicating
‘Competence to run that job.
R ] 1/s'/s'a symptom, not the problem.

= 11iS confises objective evidence with the
statement of nonconformity.
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LEMENT o \Jon onformlty

pente/ finding:

s Nonconformity: The system for recording
EMpIGYEErtraining rand competence is not
rumr)lezal EfTe

- O ectve -vidence: There was no training

atrix ﬁ the first shift operator running

job #9954 indicating competence to run
that job.

m Requirement: ISO 9001:2008, 6.2.2e
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el Nonconformity

WNTessystemifor recording employee

LiGIINgRa/Ia" cCompeterce. /s not

CoMpIeLely efective. ”

| ThisTecuses upon the systemic issue.
s A problem statement ought not to focus

upon the /ncident.

L
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Stateigent eir Nonconformity

-

HPOORIINGING:

s [he Quality Auditor in ﬂ& Blue Cell was

Usingianttincontrolled form to record the
‘results ofHfirst piece inspection.

R ] 1/s'/s'a symptom, not the problem.

This confuses objective evidence with the
statement of nonconformity.



Onformlty

-

e tinaing:

J\JJnr*omrormJn = The document control
System ISTnot completely effective.
c

DjECIVETEN de@ The Quality Auditor in
the Blue Cell was using an uncontrolled
form to record the results of first piece
inspection.

m Requirement: ISO 9001:2008, 4.2.3d




Statefient of: Nonconformity
i

NNIElGocUment control system is not
CommpIELEly ENective. ‘
m Jlhisiocuses upon the systemic issue.

A preplemrstatement ought not to focus
upon the /ncident.

g
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StAtEMENL Of J\Jon onformity

=N\Wheniyoulreview a 33:1 ement of

AeRCoRIvmIty Written by your internal audit

téam), arcustomer or a PJR auditor, ask:

m| AreNthEre any issues between "symptoms" and the
ieal pD’JJWJ’P

m Does the final sta‘tement of nonconformity focus

on 2 sys@tmé issue?

= Are there data (objective evidence and citation of
requirement not fulfilled) to assist in
understanding?



AlGIERAING

L

MRRIRSAGVISOrY #5 reqﬁjra alll auditors to
docUmentany nonit Ifillr e@t of a requirement
aS SUGH

It 1Sfapselutely inexcusable not to do so.

5 NO r)'*’ STt Tor th@audltee

1 Contributes to the diminishment of the

integrity of ma%agement system certification
and ISO 9001:2008.




WRIRES expectation: All nonconformities
WHEERMYAPIR auditors need to be
docUmEnted as previously described.

>
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J:h N 1O (

ACLION orrect
wPASe called corrections or containment actions
Ineserdreractions taken with respect to the
SympLem or ]p.gUﬁn'r
W InciaeEnLSPECiric Actions”

ontainmen ac@ns Or corrections are
important.

Should be taken Immediately to stop the
symptom




Actions J:h N O (

-

-

orrect

NRIRESE actions "r\/'r)](“:lﬂ'y take two forms:
s "We UJ brated the gage,” or “We controlled the
formis
m Weraaaded insp |ﬂ> catch any further
OCCUFrrERCE. ‘_

s Insp ection adds cost to the system, not value

m | ater w will learn that once corrective action is
Implemented, then costly added inspections can
be removed from the system.
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Actionshliaken to Correct
-

aiEontaINMEnt actions or corrections
SHEUIENIEVErRY SPecific:

- m eNraining matrix ror the first shift

- operatorunning job #9954 was upaated
0. reNect 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.



ROOEAUSEPANIYSIS

R

wilVany, CARS restatelthe incident for the Root
CalSENARaIYSIS B

= This|isinoacceptable.

m OUrs orgf/n/‘:ﬁrf/‘r 1 falled to update the training

- MaliXIoEUIE 'ope/%r running job #9954, ”

n " Jhe Ouali Auglétor 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.

4
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ROOUNGELISEPAR ,JJ\/\

- il - - .
EVANIO0U OOk cause analysis answers this
qUESLIONS > i’
= “What in the system failed such that
- theproeblen .of Irred?”

\

®m The focu
incident.

IS o‘n the system, not the



ROOUEEUSE AN J\/\ E

NISEME; problemsimay r.g muItipIe root
CalSES. '. L 3

“m Some problems may have several

- pos. }9 e oot causes.

= If the root cﬁlse cannot be discovered, all
reguire corrective action.



ROOUNEEISE ,JJ\/\

f e reot cause has eqén found, the
ODIEHTNEETE “tlrt ed on” and
,Jrrwd oJjlife
lJfge d JJJIJF SWItC

" the problem 1 cannot be turned on and off
at will, then the root cause has probably
not been found.



nJr es for root

. FISNBEREdIac Jr
- = 5-Why or the Why Technique
= Sometimes three whys
= Sometimes six whys



S )Y

spNGRconformity: /e system for recording
EIMpPIOYEENGINING alid competence /s not

complereyeriective.”

m Objective Evidence:; There was no training matrix

Tor thesirstshift opﬁ%tor running job #9954

indicating’ competence to run that job.

= 15t Why. The first shift Supervisor failed to update the

training matrix as required by the first of the month.

s 29 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.

4



S=AUYr)Y

81 5rd Wihye THEVHR Manager left the company
peforeltielend of: the month, and her
replacenient didn't e-mail the template to all
SHPEIVIS0/S; |

N Zlie) /e Ve lhe Froceaure for lraining (QP18-
01) dldn't include a requirement to prompt the
new. HR Manager to e-mail the template to all
Supervi 0@'



P’ ,
. 1 1/~ ~ f
sRNepconiermity: e document contro/
SysteniNsIoL Gompletely efiective. ”
m Objectiveszvidence: The Quality Auditor in the
- Bluéeell'was using an uncontrolled form to record
~ theresultsiofifirst piece inspection.
w ISt Why: ontrolled hard copies of QF-010, First Piece

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

s 279 Why. The Quality Auditor in the Blue Cell was not
aware. that when no hard copies of a particular form
were avallable that the latest version of all forms could
be accessed through the company’s database.




S=AUYr)Y

Ao

SRy lhessiue Cell Quality Auditor was not
glvena username. and password to access the
adiaIgse, - .

SRy Human Resources did not have a
POJIGYALO enjfre all'new hires are granted a
system user name and password.



ROOUNEENSEVANC J\/\ E

TRIR will not accept the oIIowmg for
‘oot cause:
= Oversignt™

“wg mis Jr]J'fQOr requirement.”

Tl r,)rJJr

“Another ISO 9001 blunder...

m Our consufgnt messed up.”

= "Human error”

A
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CorestiVe ACHION(S,

w’Shoeuldladdress the Rooijf

s

%, b | :
=/ Shouldytheneror res e question,
= WYrjEt in zhe S\ / ->rr alled such that the
~ofdollann oca "'JW

Many orgar ns give containment actions
or corrections instead of corrective actions.
m This is not acceptable.



Cofrelcr)yE S)

sENoewenly adares: stem but should be

IfEVersinie™ !
= Should ]nvolvie a change in the system
sSraIning by itself is generally not a system change.

- = Incidentispecific actions or corrections/containment
actions are ,. |rrever5|ble

m In the automéﬁve Industry, corrective actions
should prompt changes to the DFMEA, PFMEA and
Control Plan

= May require a new PPAP



SOrFEsuVE ACHION(S,

wNhere should be at least one corrective
detionNOReach r cause that was
[dentiied.

Subsequent data should show that the
problem has 100% disappeared.
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Corresuve ACtion(s)
-~ ;
spNenceniermity: /e system for recording
ENIPIOYERNIEINING and competence. /s not
- completelyieliective.”
u Corfecuve Action: ection 4.6 of the
BroceaureNor Traming (OP18-01) was
upa’a'te 0. /nclude a reguirement 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.




ACUON(S)

aNNeREONOrmItY: T’r document contro/
SYSUEMINSHIOL COIT pletely effective.”
Corhective Action: 7he New Hire Work
Instructon (WL 18-01 ) was revised to
/nclude a requirement to grant new
hires a user name and password for the
database, as appropriate. All HR
personnel were trained on this change.



Prev

s"Answers one,of two questions:

m Whiathetner syster e%st that might have
thERsameroot cause(s) present?”

= Whatisystem(s) could I have had in place
~ that woulc a e prevented this from
happening?

"
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PHEVERUIVE ACUION(S

Vany CARS put corrective actions for
preventive actions.
| Preventive actions address the future,
~ not the past
= What could still happen, not what did
happen



Ventive ac rJor S JJJ ess the system,
t thetnciden:



MRreventveractions are not identified
only because of nonconformities.
J:MEJT]EJQSHJW"SV em standards require

- preventve action as a proactive process
Vith InpUts frem multiple sources, e.g.
\Near-Miss Reports, 5-S programs or other
lean initiatives, employee suggestions, etc.

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



VErlieation

wHihis s al criticalland often not
PEORMEMISEEP IN the problem solving
PrOGESS.

= Man) 'CAR forms do not have places for
verification at the appropriate locations.



VERTeeion "

he following should be verified:
C RtaiRmeRtActions/ Cor eﬁons have been taken.

n Proper Reot C J,JJ,, alysis 1as been performed
(CurRRGTi = turn; or
[rreversinplers) te&ﬁ-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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VENihicaion b

milUnderstand that corrective actions are

[EVErSIDIE. ‘ |

B SYStEMICanges mean I;'ow work is
perfonmed changes.

= Changerlis 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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RrOdciiih CRanges
==

SNINOKEEN 1O prom horough root
caliseranalysis and systemic corrective
actionpPIR auditors will no longer
"eVIEWie0t cause, correction and
corrective actlon while they're on-site.
= PJR audltors will continue to verify the

effectiveness of previous corrective
actions while on-site.
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