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llocayshAgenad

sy are we'doing this?
N AUCICERCIng »
u Actionspliaken to, Correct
Root EatiserAnalysis
m Techniques
= Actions Taken to Prevent Recurrence
m Actions Ta enﬁ Prevent Occurrence

m Verification Activities




o
WHRVAEIERWENAOINg this?

ol
-~

- . -, .
NRRIRSWANTS YOUI: Ofiganization to Improve!
m Shouldive astrong correlation between third party

audit pérurr&)n ce and an organlzatlon S quality
[ECOREWItn DMers

Ihe 'r,Jrr)J:;' of a management systems audit isn’t
iC Ze the auditor to write as few
no confbﬁf' 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!



AlCIEREIRG

MFARRaUdIt fINdING'S
distineparts:
m Statement off Nor:
- = Opjecuve Eviaence
= Citation ofi the Requirement not Fulfilled

hould have three

onformity



fitten by PJR auditors
ted by PJR cIients

that do NOT contain these three par
at the closing meeting.

(S



AlUCIEREIRG

N OPPOrLUNIUES O I mp ovement should
EXISEOMIYAaS StateEmMENTS or
Fecopiifienaations

s NO citation'of a requirement not being
~ fulfillea.
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StateENt Bt NOnconformity

wr@ten the nonconfor?h]'b recorded is not the

prebBliEMmULE a sympton @@the problem.

n [[heproeblem must be expressed as an issue with
tne'system. .
I the'preplem 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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Statement ofi Nohconformity

MNGNSHImM r)Jrur 0 get o the true

problemyi.e. J@ tem issue, or the

problem=solving efforts will not be

effectives P,

= Fixing symptoms will not stop the issue
from recurring.
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Stateient eifNonconformity

NPARWEI=WHEtER T JJ‘ formlty should
Standithetest of t e.‘

m YoUserdanization should be able to look
- backfasnenconformities written years ago
~ and understand exactly what the problem




Stateient eifNonconformity
I

_| Fejoilpleliglefs 3

= [hereWas no training Iﬁtrix for the first
Shiffeperator running job #9954 indicating
‘competence to run that job.

“u This'S a symptom, not the problem.

s This confuses objective evidence with the
State ent& nonconformity.
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StateEnt o INohconformity

ol
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peuerinding: ,
m Nonconformity: The system for recording
EMPIOYEE Tt eer |-and competence is not
wmr)Jszel\ effective.

s Objective Evidence: There was no training

trix for the first shift operator running

job #9954 indicating competence to run
that job.

m Requirement: ISO 9001:2015, 7.2d
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Stateient eir Nonconformity
WSy stemior recording employee
UralNgraa  cCompetence. /s not
compleLely efective. ”
Thistiecuses Lpon the systemic issue.
- = A problem statement ought not to focus
upon the /ncident.



Statement oif Nonconformity

=

_| Pejo)iilnlelilefs

m her@ualiy Aufﬁw In Iﬂ@ Blue Cell was
Usingranruncontroelled form to record the
"FesuILS offirst piece Inspection.

s [hHiS /s & symptom, not the problem.

s /IS COnuses opjective eviaence with the
statement of nonconformity.



Stale L Onformlty

r N B BN el i} -
NNseuerlinding:
= Nonconfermity: The document control
System ISThot: completely effective.

C .)Jr‘f'f‘l\/r‘ = de@ The Quality Auditor in
she Blue Cell was using an uncontrolled
form to record the results of first piece

: E i~

INSpection.

m Requirement: ISO 9001:2015, 7.5.3.1a



PERE e NGNconformity
I

MNYEldocUmeEnt control system is not
completely efrective.”
m| [HISHGCUSES upon the systemic issue.

A problemstatement ought not to focus
upon the /nciaent.

¥
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StateEnt o INohconformity

=\When you review, a 3’_;1 sment of
nencenRiGrMity Written by your internal audit
téam, a customer or a PJR auditor, ask:

m Arertiiere arﬂf [Ssues between "symptoms"” and the
eal 2 ,)J’JJJ—‘HV

m Does the final stgcement of nonconformity focus
ON ¢ sys ic issue?

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

]
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AUCINEREIRG

WPPIRVAGVISOry #3 requires all auditors to
documlemt Ry, no@iﬁ‘ | @t of a requirement
dS SUCHE 4
Itistabselutely  inexcusable not to do so.

0 benefit for the auditee
= Contributes to the diminishment of the

integrity of acc‘r'edited management system
certification.




AlCIEREIRG

WHIttERFD)
dOCUMENTE
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AcCtioRSHllaKkENto Correct

#PAlse)called corrections or containment actions
IEseareiactions taken with respect to the
SympLem o incident
“m JniclaentSpecific Actions”

ONtalnmMen: acﬂ&ns or corrections are
important.

Should be taken Immediately to stop the
symptom
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Actiogshiiaken to Correct

wiihese actions, typically take two forms:

n e caJ]brated the gage,” or “We controlled the

form.=

m Weraaaded Inspe |M) catch any further
occurrence.

m Inspection 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.




ﬁ-h
Actionshliaken to Correct
.

NNEoRERINMERE ac Jrr  Or corrections
ShoUlaMe Very specific:

—m HENaIing matix ror the first shift
| Jf erguorunning job. #9954 was updated
relect his competency to run the job
SU,DEQISE e
m All coples or the uncontrolled form the
Quality Auditor in the Blue Cell was using
were destroyed.”

m Corrections also need to include an
extent analysis.




Actiopshliaken to 0 rect

) Clo)f| '] ns also nee to mclude an
analysis or loc k%cross

JJJUF found one instance, how many
erthere?

1 ,‘ the depth and breadth of the
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EXLENNANGINSIS

ENRePIR auditern J’,J_) l nz)vered one or
more examples of a nonconforming
Situatien. For example,

A dageithat it out-of-calibration
m A document that is uncontrolled
= A training record that isn't updated, etc.

\



analysisiweuld read like this:

n Veweriiied the two. gages found by the PJIR
Ualor (#2456 and #1554). Both were
conformiig. Our extent analysis included the 213

L L.

other gzggs__/n our racility. Only one (#5858) was
found to: be out-or-calibration. It was calibrated

and returned to service. No product was

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



EXLENNANGINSIS

v

aPIR‘S Nonconformit y eport form has
peen modified to include a blank for
Extent®Analysis

= Use of‘this form is optional, but if you

- choose to use your own form, you must
still include an extent analysis.



uNViany CARS restate the incident for the Root
Calise'Analysis
s Thisiisinetiacceptable.
n Ol or_f/an/‘;rﬂ}/‘r 1 falled to update the training

natixyoruie oper%r running job #9954, ”

/7 1 Augftor In the Blue Cell didnt use the

conrect 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.
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OO EElISEMANEIYSIS

il illr "F. =
NIANE000 OOt cause analysis answers this
gUESLIeNE > &
n “What in the'system failed such that
the problem occurred?”

\

m The focus
incident.

is on the system, not the



WISeme problemsimay have multiple root
calISES » i
5 Semeproblems may have several
- POSS/DJENOOL CauUSES.
- = [f the root cause cannot be discovered, all
reguire corrective action.



OEaliISEANAlYSI!

slfathe root cause has e"én found, the
PrODIEMIGAN" DE “tul eﬂjon” and
“turneaiornr. ™
Like arlignt Jﬂc"
~ mIf the problem cannot be turned on and off

at will; then the root cause has probably
not been found.




JJnl)Jné diagran

~W_r y. or the Why Technigue
= Sometimes three whys

= Sometimes six whys



SV,

wiNenconformity: “7he system for recording
ENpIoYEetraliing ana oq_7petence /S not
complere/yaernective:”

m| Objective Evidence: There was no training matrix

for tAeHirstsnil opﬁator running job #9954

indicating competence to run that job.

St Whye The. first shift Supervisor rfalled to update the

tralning matrix as required by the first of the month.

s 2% 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.

]
: &




5]V

8 Sra - Wihye TreddrR Manager Ieft the company

PEIoNE thererid orrthe month, and her

replaceient didan't e-mail the template to all
SUPEIVISOLS;

s WY The Procedure for Training (QP18-

01) didn't include a requirement to prompt the

new HR Manager to e-mail the template to all

Supery 0/5’



]
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) Jorwon'brrr ]"ry‘ “-/775 document control

. Jgjecrwe r‘\/JJl-‘J']\, he Quality Auditor in the
Jd C:'JJ w_rfjj g an uncontrolled form to record

ont@ed hard coples of QF-OJ 0, First Piece
Form, had all been used in the B/ue Cell, so
Auditor resorted to an uncontrolled form.

s 2% 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.



5]V

Sy lneblueCell Quality Auditor was not

glvenia useriame. and password to access the

datea5e, 3

WSy Human Resources did not have a
POJIGYALO ef‘/ﬁffe all-new hires are granted a
Systen. uselr name and password.



sRIRWIII NOt accept t Jr] oIIowing for
OO CalISE: .
“Oyersignt -

m \Wermisunderstood the requirement.”

» "I forgot.”

“Another ISO 9001 blunder...

m "Our consuﬁnt messed up.”

s "Human error”

\




COorEsVE ACLION(S

NESheUld address the Root Cause

5 Shouldj there Jre, address the question,
Wizt in tne's /2 emiiailed such that the
Jfonlei occulgicle

&

Many orgal zaﬁbns give containment actions
or corrections instead of corrective actions.
m This is not acceptable.
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s"Notionly addresses the ystem but should be

[EVEISIDIE | 1

m Should ]nvoll\@ a change in the system
slraining by itself isigenerally not a system change.

= Incidentispecific actions or corrections/containment

actions are not irreversible

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

= May require a new PPAP



CorestiVe ACHION (S

¥Nihere should be at least one corrective
actionifereach root cause that was
[dentifjed.

(L
3 =h V]
ﬁ—

&

s Subsec uent data should show that the
problem has 100% disappeared.



ACLION(S)
-~

sNNenconformity: e system for recording
ENPIoYER tralniing and competence is not
complelelyieriective.
Coriiective Action: é_ection 4.6 of the
Broceadreror 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.



™
CorresuveE Action(s)
.

MNNeREoNormItY: 'The document control
SysteliNSyIoL completely effective. ”
Corective Action:  7he New Hire Work
lnstruction: (WA 1801 ) 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.



COEBUIVE ACUION(S)
I

s\Vhen training|isipart of the corrective
actioniresponse, the response should
alseeentain the technique that will be
sed teverify training effectiveness.

\ . o _'

¥



F o o alr) | J (
RIEVEnRuVeE ACtion(s)

. _
NIARSWENS ONE O1F tWo guestions:
. \Whidthetner systems e%tst that might have
thelsamerroot cause(s) present?”
m Whatisystem(s) could I have had in place
that would have prevented this from
happenir i’,,

|
\



RIEVERUVE AC Jng

Many CARS put corrective actions for
prevenuveactions.
m P avr;n'r]ve actions address the future,
- NOt the past

m \What cc uId&uII happen, not what did
happen



m Changing tr
problems




Prevenuive ACHion(s)

wiEreventive actions are not identified
only Because of nonconformities.

J-Managemgﬂ"s\ stem standards require
PFEVENRtIVEaction as a proactive process
ithiiApUts from multiple sources, e.g.
\ear-Miss Reports, 5-S programs or other

lean initiatives, employee suggestions, etc.

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



VErlieation

NNIRISHIS a Criticalland often not
PEFfOfMEd step in the problem solving

PrOGESS:

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



v

he following should be verified:

| CJJ’JF,JJJ’JJ'IJ:—‘I sActions/Corre cﬁons have been taken.

m Proper ReOL C:J,JJ\, Analysis has been performed

(buriRefifi = turnion).

IrreversiblerSystemic Corrective Actions have been

implemented.

m Containment Actions/Corrections have been
removed, Where appropriate.

m Preventive Actions have been taken, if
appropriate.

%



VEHiEaWoN .

miUnderstand that corrective actions are
[EVENSIIE. »

m SyStemiciianges mean ﬁ'ow WOorK is
performed changes.
Changeis difficult.

s Systems tend to return to where people
are comfortable.

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

-
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