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WhHYSaREWerdoimng this?

MERJIRAWANTS Your: JUs]fJ/e to Improve!

= ShoUleMe a Stiong Corre atig‘n between third party

audiperermance and an organization’s quality

[ECORENNVITNL ItS cuStomers
he purpese of a management systems audit isn’t
to convince the auditor to write as few
nonconforn iie!s as possible.

m It's to take systemic corrective action for each and
every instance that'’s found.

m Only then will we see this stronger correlation!



AUGIRNNGING

EVARRaUdit finding'should have three
distinctpants:
m Statement off Nonconformity

h JJJJ H\erEvidence

“m Citation of tt 1€ Requwement not Fulfilled




AUCIRREIRG

plrea e Aﬁ@ ‘.

]JJU not be written by PJR auditors
Shouldiot be accepted by PJR clients
= PJR clients should reject audit findings

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



AUGIRNNGING

NiOpportunities for lmprovement should
EXISt enlyaas statements or
recominendations

= Norcitasion of a requirement not being

~ fulfilled.
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Steiteient e Nonconformity

. — _
2 Often the J"UJ’]f‘JJ’J'DJ‘J'T]JT\ recorded Is not the
problemputa symptom of the problem.

m Theys ,)rJ.)Jém must he expressed as an issue with
the s "ygménm,
If the'preblem is expressed in terms of a person
\ Fincident, it is at the symptom stage.

m Both Iinterna gpd third party auditors make this
mistake.
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Stelteifient o Non kconformity
altis rrwrrarr to get tc the true

problemyiie. the sy tem issue, or the

prJl)J@mﬂ:)\)L/Jng efforts will not be

-~ effective.

y = =1 C§\\]
from rec

ptoms will not stop the issue

fing



Statement of conformity

AQVEl-Wiitten nor
standithe test of time
m Yougorganization hould be able to look
- backfatnenconformities written years ago
and understand exactly what the problem

was. '

icont rmlty should



Statleent e Nenconformity

_| Pgorilnleligle)s
= ThereWas no trainir g matrix for the first
Shifiseperator running job #9954 indicating
,er)amr CE to run that job.
: ptom, not the problem.

s [his confuses objective evidence with the
sStatement of nonconformity.
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Stateffjient of Nor anormlty

pefiterfinding:
= Noneonfermity: The system for recording
empleyeertraining and competence Is not
completel) e.
‘= ObjectiVe'Evidence: There was no training
1atrix for the first shift operator running

job #9954 indicating competence to run
that job.

m Requirement: ISO 9001:2015, 7.2d

C
aYy )
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Stelteiifent ei-Nonconformity
|
W Tielsystermior recording employee
IrQIglesa competence /s not
completely effective. ”
= [HISTTECUSES upon the systemic issue.
= A problem statement ought not to focus
upon the /ncident.



Statleent e Nenconformity

_| Pgorilnleligle)s
= The'@Ualjty Auditor in the Blue Cell was
usin@ranruncoentrelled form to record the

restls offirst piece Inspection.
s THiIS /S a ptom, not the problem.

s [his confuses objective evidence with the
sStatement of nonconformity.




pEiINORconformity
"”]n;J]n g
Jurrmr\/ﬁf d(ﬁJment control
Sin ISTNot com Ietely effective.

pverEvidence: The Quality Auditor in

. cell' was using an uncontrolled
fori t- record the results of first piece
Inspection. 4

m Requirement: ISO 9001:2015, 7.5.3.1a
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Statleent e Nenconformity

NNYyseraocumenteontiol system /s not
cormplerelyiefiective.”
m [RISHGCUSES Upon the systemic Issue.

m A proplen statement ought not to focus
upon the /neident.

'
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ateienoeiNonconformity

wRVhen you revJ@w a statement of

pencoRieEmIty Written by your internal audit

team, arcustomer or a PJR auditor, ask:

m Arertiiere any issues between "symptoms” and the
ieal proplem?

"= Does the final s&ement of nonconformity focus
N a systemic issue?

m Are there data (objective evidence and citation of

requirement not fulfilled) to assist in
understanding?




AUCIRREIRG |

i

RIRCAGVISONY #3 de]Jer:) auditors to
JJ( Umeni=any J’JJJ‘WJU‘ %t of a requirement
alS J(..JLJ

i |t1sTalselu

Ute ]y excusable not to do so.
2 No benefit fc

or the auditee

)
= Contributes t fe diminishment of the
Integrity of accredited management system
certification.




AUCIRREREING

WIRJIRS EXpectation: '\]] nonconformities
Wiritten oy, PIR S |
documEnted as previously described.



Actionsiliaken to Correct

l i
Alspiealled corrections or containment actions
| These are act]onsﬁ@ﬁ' V@n respect to the
Sympiem o incident
m “/nciaent Specific Actions”
ontainment actions or corrections are
important.
Should be taken immediately to stop the
symptom

- .




ACtioSHieken to | orrect
sNjhese actions typically take two forms:
s “We mjurr ied the gage, @We controlled the
form. |
r
m \Veraadeediinspection to catch any further
“OCCUFrence:
m Inspection adas cost to the system, not value
= Later we will @rn that once corrective action Is

Implemented, then costly added inspections can
be removed from the system.
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“7’//;* I/ J/f]W matiix for the first shift
J,)_e zlee Jf [unning Jop #9954 was updated

er /sed. 7
m “Aff coﬁfet of the uncontrolled form the
Quality Auaitor In the Blue Cell was using
were destroyed.”
m Corrections also need to include an
extent analysis.



ActionsStliaken to Correct

sieosrections alserneed to include an
extentanalysis.

= [hereliditor found one instance, how many
morerarerthnere?

s What is the depth and breadth of the

problem? '
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ROOEGEIISEMNEALYSIS
ite) the incident for the Root

¥

| Mrmy CARS Iest:
CalISE: r\mr\]\/s S

m [hisjISTneiFace epta
| (OUIROIGA. nization fajled to update the training

natxao e operator running job #9954.”
“The Qualli yAu%or In the Blue Cell didn’t use the
correct form, to record. the results of first article

/nspection.”
m Some CARs give Containment Actions for the

Root Cause Analysis
m This is also not acceptable.

)
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NVANgeOU oot calise analysis answers this

.\.J,JdJEJJJ'L

m The focus
|nCIdent.

stem failled such that
cecurred?”

s on the system, not the



ROONGAUSEANAlYSIS

NESEIME prokliemsimay have multiple root
CallSES? »

N SomeENrenlems may have several
POSSID/ENO0T causes.

~ m If the root cause cannot be discovered, all

require rr@tive action.




ROOINGENSEVANEIY/S "

o Ifithe root ,aJs 2 has been found, the
r)u)lém _.glr be “tur 1ed on” and
“turned off.”

- m Like'a JJJnrJﬁ g

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

\ B




- = 5-Why or the Why Technique
= Sometimes three whys

= Sometimes Six whys
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. r . T U .
sNeRcontermity: /e System for recoraing
elployeestialiing ana IOIQUetence /S not

complerelyaerntective;”
= OPjECLVe Evidence: There was no training matrix
for the first'shift operator running job #9954
indicating competence to run that job.
I*5 Wiy~ The first shift Supervisor failed to update the
traimning. matr/%( as requiread by the first of the month.

w 2% Why: Before the end of the previous month, the
Human Resources Manager would e-mail the training
matrix template to all or the department Supervisors, but
this aian’t happen this particular time.
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N SraWnyes ThessrR Manager left the company
pelore: tiiesend or the. month, and her
replacenient d/‘f%? -mall the template to all
SUPEIVISOIS:

u ANV ’ﬂ Procedure. for Training (OP18-

O1) ajian't include: a requirement to prompt the

new . HR Manager to e-mall the template to all

SUpPervisors;
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seNercentermity: 7he document control
SY/SIENINS 1oL c‘af;pﬁf‘ y elfective.”
= ObjectivelEvidence: The Quality Auditor in the
BIUEN@EIIWas using an uncontrolled form to record
theresultsref first piece inspection.
« 155 Why: ontrolled.hard coples of QF-010, First Piece

Spection Form, had all been used in the Blue Cell, so
Ihe Quality 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 available that the latest version of all forms could
be accessed through the company's database.
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R SENhy: eiBiuelCell Quality Auditor was not
glenia usersnanme. ana password to access the
JAIAVESe, ”

NYBhY: Human Resources did not have a
0JIGYALO. ensure'all new hires are granted a
systeni : name and. password.



REONGENISEFANAIY/SIS

mRIRWill et acecept the following for
[O0OT CallSE: i |

m “Oyversight™

m “WWelmistinderstood the requirement.”
“l forgot.”

= “Another ISO 9001 blunder...”

m “Our consu@nt messed up.”

“Human error™
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PIep\e ACLoN(S)

HESHeUId address; the Root Cause

Q) 'y ) = 'b | n =
5 Shouldgtherefore, address the question,
“Whiat in tnasy ‘”arr failed such that the
dfggl2p occuliieel

= Many organizations give containment actions
or corrections Instead of corrective actions.
m This IS not acceptable.
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Correstl\V,

wiNoetienly addressesi the system, but should be
“Ireversiile ‘
= Shouldinvoelve a change in the system
sSraIning J\/ self is generally not a system change.

- = Incident spec fi actions or corrections/containment
actions are not irreversible

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



CofracivaiAcionS)

sNhere should berat lee t one corrective
actionfierzeach root cause that was
[dentiiied:

s Subse guent data should show that the
problem:t as!OO% disappeared.



sE\oncontonmity: Ve system for recording
eIIPIOYERNAIING and. competence /s not
complete/yaeriective.”

Cortective Action: Section 4.6 of the
DroceaureNor: Trammng (OP18-01) was
upaatea to. /ncluae a requirement for the HR
Manager to' e-majl the training matrix
template to all Supervisors for upaating
before the end of each month. The new HR
Manager was trained on this added
requirement. She also adaded an automatic
reminder to MS Outlook to perform this task.

A
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COIELHVE ACHON(S)

siNencontormity: “The document control

syisterivsyiot completely effective.”

- m Correstive Action: 7he New Hire Work

1Struction Jg-‘ 01) was revised to

- /nclude alr,:gqu/rement to grant new
nires a user name. and password for the
database, as appropriate. All HR
personnel were trained on this change.



ColessVE ACTION(S)

SNVhen taining Isfpart of the corrective
actionesponse, the response should
alsgpeontain the technique that will be
used teverty training effectiveness.

i

'



NPARSIWErS one;of two guestions:

s “What oiher systems exist that might have
thessame' root cause(s) present?”

m “What'syster ‘fé) Ild I'have had in place
that would have prevented this from
happening?”




DLEVEeuYEe ACON(

iMany CARS put corrective actions for
PrEVeEntVe actions.

PreventiVe actions address the future,

- not the past

= \What culdgill happen, not what did
happen



bive Action(:

NPreventiveractions address the system,
Not thenneiaent.
m Cliangingl the system to prevent future
prokliems
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DrAVeTive Ac”z]on

M Preventive ac JJrﬁ' are not identified
enly BEecause’of nenconformities.

n Managem:ws system standards require
OEVENtIVE action as a proactive process
with ]'ﬂ;)ﬁ' frem multiple sources, e.qg.
car-Mis Reports 5-S programs or other
lean initiatives, employee suggestions, etc.

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




\/erhiceen

SNhISIIS al critical rmJ J en not
PETHORMENIStEP IN the problem solving

PIOGESS:

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

= Many:
verificatior
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Verllieaoen

i
sRhesellowing should be verified:
m ContamentActions/Cc -%Zns have been taken.
m PropeifRept Cause Analysis has been performed
(tUrReff - turnion).
m |rreversiblerSystemic Corrective Actions have been
implemented.
m Containment Actions/Corrections have been
removed, Where appropriate.

m Preventive Actions have been taken, if
appropriate.

2




VETIHEEEON .

miUnderstand that corrective actions are
EVersible. |
m Systemichianges mean how work is
PERGNMEd changes.
Changenis difficult.
= Systems tend to return to where people
are comfortable.
m Continue to verify actions — even after
you get positive results on the first
verification.
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QUEstions or
Somments?
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Coptact me:

% Shannon Craddock
Drogran é Accreditations Manager
(248) 358-3388
scraddock@pjr.com
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