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m Actl Taken to Prevent Recurrence
m Actions Te enﬁ Prevent Occurrence
m Verification Activities
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Whyieierwe do]nc this?

WERIRAWANTS YOUr: Of _JJJ’J/‘ to improve!

m SHoUlEfPE a strong Co relatlon between third party
audit perférmance and an organlzatlon S quality
[ECOrEWItn ’{ru omers

TheE Urpose of @ management systems audit isn't

0 convince the auditor to write as few

nonconfbﬁ' 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!



AlCIERGIRG
Le[fy

STARNaUdit finding should have three
distinet'parts:
m Statement of: Non: nformlty

- = ODpjective E dence

m Citation of the Requirement not Fulfilled




AUCIHIFNGING

that ¢ Jo NOT contain
L

ten by PJR auditors
' epted by PIR clients

= PIR clier ts should reject audit findings
that do NOT contain these three parts
at the closing meeting.




AlCIERGIRG

i@bservations and Opportunities for
Improevement should exist only as
Statements or recommendations.
= No citation of a requirement not being
o fuffiled.

'



Statement oft Nonconformity

2F@ten the noncon 'fJfFfJ]"rS recorded is not the
proebIEmpEbuL a sympton @che problem.
n [heprepiem ‘;Ju:;r pe expressed as an issue with
tne _)j_)SdHJJ
r the ¢ ,)rJJ |sgxpressed In terms of a person
Or Incident, it is at the symptom stage.

= Both internal and third party auditors make this
mistake.



\Onconformity

mportant to get to the true
em, €. the system issue, or the
-solving efforts will not be
VE; e
g symptoms will not stop the issue
from recurring.

-+
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Stateient eir Nonconformity

NARWE]l= wr en 7 JJ’ formlw should
Stand uetest of tin e."

m YOU; orgam;zarr; hould be able to look
backiat-nenconformities written years ago
and understand exactly what the problem
was.

>




Stateient eir Nonconformity

-

_| ejejiflplefigle)?

= There'Was no training @trix for the first
ShiltdePErator running job #9954 indicating
‘competence to run that job.

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

= T1iS confuises objective evidence with the
statement of nonconformity.



penie/finding:

N ORCEONnI; ormm 1€ system for recording
employee Jnr g and competence is not
wmI)JArAJ i

g.r,the ﬁrst shlft operator running
]Ob #9954 indicating competence to run
that job.

m Requirement: ISO 9001:2008, 6.2.2¢e
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Stateient eif Nonconformity

WNThe systemifor recording employee

LiGINIgGIa" Competernce. Is not

cofmpIetely enective. ”

| Thisiecuses upor the systemic issue.
= A pre -J em statement ought not to focus

upon the /ngdent.

L
'



Stateient eir Nonconformity

e

_| ejejiflplefigle)?

m [[he Quality” Auditor in ﬂ@ Blue Cell was

Usin@ian’ tncontroelled form to record the
‘resultsiorfirst piece inspection.

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

= T1iS confuises objective evidence with the
statement of nonconformity.
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Statemient oft Nonconformity

-

NNpeuer finaing:
s Noncomfiermity: The document control
Systen ISTnot completely effective.

ODbjective E\ d&l@ 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



Staterfient of Non anormity

SNYe. document contri / system /S not
completely effective.”
m [lhisfocuses upon the systemic issue.

A problem’statement ought not to focus
Upon the /nciaent.

g



SUALEIENT OF J\Jor]' onformity

wRVhen L you FEVIEW. a 31:]!“ ment of

nopconiermity Written by your internal audit

téam), arcustomer or a PJR auditor, ask:

m Arertiere any issues between “"symptoms” and the
‘eal proplem?

s Does the final statement of nonconformity focus

on 2 sys@’-mé issue?

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



AlCIERGIRG

L

MFPIREAAVISOrY #3 IFec Jj ires all auditors to
dowmlpnt Ay NO¥ " Ifillr e@t of a requirement
dS SUCHE 4

It 1sfaselutely inexcusable not to do so.

O benetit Tor tI@audltee

x Contributes to the diminishment of the

) i Ui .y
Integrity of management system certification
and ISO 9001:2008.




AlCIERGIRG

Rl

r\JJ 1onconformities
need to be
J as ;) : |ously described.

-~
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Actionsiiliaken to |

4

orrect

wPAIse called! corrections or containment actions
Tneserareractions taken with respect to the
SYMpLesm| oF ]pJJﬁn'r
- w Inciaent Speciiic Actions”

ontainmen acﬁB‘ns or corrections are
important.

Should be taken immediately to stop the
symptom




Actiopsaliaken to Correct

wiihese actions ry;mﬂ' y te ke two forms:

“w_x QJJ prated the gage,” or “We controlled the

formiss
n Weradaaded in tic EI o catch any further
occurrence.

= 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.

-

,-4
.‘.‘)
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Actions | ,Jjﬁd L0 Correct

wiCopLaInmMent a Jf“ AS or corrections

SHl JJLJ be very specific:

- peNraiing matrix for the first shift

- operatorrunning. job #9954 was updated
0. refiect 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.
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ROOUYEANISENANEIYSIS

.

aiVany CARS restate the incident for the Root
Calise ARalysis™ *
s [HiS ISt neidacceptable.
. atOur ofgaf//:ﬂf/‘r 1 7alled to update the training
- > operator running job #9954.”

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.



ROOUEASEANAIYSI:

a"A\good root cause anc Iy'éis answers this
JJdJ]Jr > i’

“What in the system failed such that

the'probier qQ: urred?”

:
m The focu
incident.

IS @"n the system, not the



ROOLUEEUISEAN ,JJ\/\ E

NISEME problems m J/ ve multlple root
CdUSES: '. | . 3

j

“m Some preblems may have several
- po siby e root causes.

= If the root guse cannot be discovered, all
require corrective action.



[

ROOLYEUSEARAlYSI:

slifithe root cause has been found, the
PrOBIE (:Jn be “turned on” and
“turnes ofr.”

Like'a JJgnr switch
s If the problem cannot be turned on and off

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



-\Why or the Why Technique
= Sometimes three whys
= Sometimes six whys
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SAWAr]Y o

-3

spNGRcenformity: /e system for recording
EIpIOYEENIEIINg and competence is not
complerelyierfective.”

. ObjectverEvidence: There was no training matrix

- for the first 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.

m 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.




SAUYr)Y

8\ Srd Wy ThelR Manager left the company
pefore.the end of the month, and her
replacenient didn't e-mail the template to all
SHPEIVIS0/S: |

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



S

spNGRconformity:  “he document control
SysteniisSiIoL cormpietely efiective. ”

= Objective’Evidence: The Quality Auditor in the
BlueNeell was using an uncontrolled form to record
the results of: first piece inspection.

= 15t 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 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.

4



SAUYr)Y

Ao

SRy nessiue Cell Quality Auditor was not
glvena username.and password to access the
AdicIE5E, - .

ISRy Human Resources did not have a
POJIGYALO ef/_»ﬂfe gl new hires are granted a
systen user name and password.



ROOUNGNSENARTIY/SIS
i

siPIR willinot aceept the following for
ootiealisen™"

= Oyversignt™

~ m Wemmisunderstood the requirement.”

~ "I forgot.”

= “"Another ISO 9001 blunder...”

= “Our cnsulgnt messed up.”

= "Human error”

A
[
f

\



CorrestiVe ACLION(S

w’Shoeuldl address, th ooz

)

» , :
N Shouldptnere re, address the question,
A REGRIRhEsstem failed such that the

LNES
| £
S probIEmMeEEliede”

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



sENoeWoenly addressesit ystem but should be
IheEversible” -

= Should nvolve a change in the system

sSlraining by itself is generally not a system change.

= INnCIGENESPE IfI@ jons or corrections/containment
c ions are ot REERE

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



Correguye Action(s,

Jw t one corrective
C C3 u\ that was

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



 Action(s)

»

sNNenceniormity: SJyie system for recording
ENPIOYERNEIAING dnd competence is not
- complelelyierrective. 4

| Correcuve Action: §_66t/0n 4.6 of the
BroceaureNor lraining (OP18-01) was
updated to include a requirement for the HR
Manager: to' e-mall the training matrix
template to all Supervisors for upaating
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.



SNNeRcOnTormity: ”‘7’1‘ document contro/
SYSIENINSYIOL COIT pletely effective,”
Coriective Action: 7he New Hire Work
Instructon (Wi 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.



RrEVEnive ACtion(s)
e
wPARSWers oneoff two questions:

= “What'other systems eﬁst that might have
thelsame root cause(s) present?”

= “What system(s) could I have had in place

~ that would have prevented this from
hasp-)yc

»



RIEVERUVEACHON(
E
wiViany: CARS puticorrective actions for
preventive actions.
“m Preventive actions address the future,
- not the past
= What could still happen, not what did
happen






PREVERUVA Act]gm'

siPreyventive actions are not identified
ORIy IS 'ﬁ(:ufs nonconformities.

- = Management system standards require

- preventive;ac |0|1@s a proactive process
Vit IRputs from multiple sources, e.qg.
\Near-Miss Reports, 5-S programs or other
lean initiatives, employee suggestions, etc.

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



VErliecation

MNIISHIS a critical’and o ten glos
PEFOHME Step 1N t re problem solving
PrOGESS.

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



L

e following should be verified:

n Containment Actions/Corrections have been taken.

= Pro r)e ROOL C VJJSQ ‘Walysis%as been performed

(CUrRReTiT = turn or

[rrsvsr:) DIE S) tenﬁ-orrectlve Actions have been

- implemented.

- m Containment Actions/Corrections have been
removed, where appropriate.

m Preventive Actions have been taken, if
appropriate.

wRIne |
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-
VEHliceion i

-

spUnderstanadl that corrective actions are
[EVersiple. A
= SyStemieilanges mean I;'ow work is
performed changes.
Changeris difficult.
m Systems tend to return to where people
are comfortable.
= Continue to verify actions — even after
you get positive results on the first
verification.

g




e
PrOgIEiiiChanges
o>

slinserder to promote thorough root
causeanalysis and systemic corrective

 actionpPJR auditors will no longer
review reet cause, correction and
corriective action while they're on-site.

m PJR auditors will continue to verify the

effectiveness of previous corrective
actions while on-site.



orovided by the
"ve Oversight
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- annon Craddock

Programs & Accreditations Manager
%48) 358-3388

scraddock@pijr.com






