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Agenda:

"

« What initial steps were taken

N

* What plans were created &
>

* How associates were prepared &
é

What were the certification audit characteristics

Results and reflection on what worked best
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Initial Steps.

Comprehensive comparison of 1ISO 9001:2008
standards to ISO 9001:2015 standards

« ldentified new requirements
« ldentified removed requirements
 Reviewed terminology changes

150 9001:2008 1S0 9001:2015
0 Introductlon 0 Introductlon

1. Scope \1 Scope

2 ‘Normative References 2. Normative References

3 Tems and Definitions 3. Terms and Definitions

4 Quallty Management System 4. Context ofthe 0rgan|zat|on

5, Management Responslblllty 5. Leadershlp

6. Resource Management 6. Plannlng

7. Product Realization 7 Support

8. Measurement, Analysis and
Improvement

;8. Operations

9. Performance Evaluations
10.Improvement
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Comparing the requirements
1ISO 9001:2015

Numbering Changes

5. Management Responsibility 5. Leadership
5.1 Management Commitment 5.1 Leadership and Commitment
5.2 Customer Focus 5.1.2 Customer Focus I1SO 9001:2008 9001:2015 Changes/Differences
5.3 Quality Policy 5.2 Quality Policy Clause Number Clause Number
5.4 Planning B : : : : : . ;
6. Planning 5.3 Quality Policy 5.2 Quality Policy Establish & review quality
6.1 Action to Address Risk and objectives
Opportunities
6.2 Quality Objectives and Planning to Satisfy applicable requirements
Achieve them
6.3 Planning of Changes Ensure Quality Policy is
documented information and
available
RED indicates change/new 2015 5.4.1 Quality Objectives 6.2 Quality Objectives and Retain documented
Planning to Achieve Them information on planning quality

1SO 9001:2008 1ISO 9001:2015 objectives: what to be done,
Clause Number Clause Number resources, responsibility,

3 s completion, and results
4 Quality Management System 4 Context of the Organization

(Section Title) (Section Title) (Measurable and consistent
4.1 General Requirements 4.4 Quality Management Systems and its with Quality Policy)
processes
; : : = 5.4.2 Quality Management 6.2 Quality Objectives and Identify risks and opportunities
442 Quality Mantal hiones (i Galisyanual (= ol ongex specifically System Planning Planning to Achieve them and reviewing the potential

required, however the content previously found in
the quality manual is now specified under clauses
4.3 Determining the Scope of the Quality
Management System, 7.5.1 General, and 4.4
Quality Management System and it’s processes)

consequences of change
6.3 Planning of Changes

4.2.3 Control of Documents 7.5 Documented Information, 7.5.1 General, 7.5.3
Control of Documented Information, 8.5.6 Control
of Changes

Terminology & All Requirement Changes

4.2.4 Control of Records 7.5 Documented Information, 7.5.1 General, 7.5.3
Control of Documented Information, 8.5.6 Control
of Changes
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Timeline to achieve completion....

July Sept. Oct. Jan. 10 Feb. 15 Mar. 1 March
Dept. QMS Plant External
Reps complete Prioritization || High/Highest Medium Lowest Audit
o document . . . . ..
training on ISO a of gaps and Priority Priority Priority
9001:2015 angalpsis improvements changes changes changes
Standards & ¥ determined closed closed closed
performed
changes

Start to perform internal audits to 2015 standards




Plant level SWOT analysis conducted to prioritize risks

QM3 System Risk Analysis
i Risk
Strengths Weaknesses Opportunities Threats  |External Influences Impact

Area Judgement
Training .

150 2015 Re

R
Calibration 0%

U
. O
Record Retention/ A
Document Control U
O \ U
g 0
Preventative & A(C€ AY 150 2015 Revision
Corrective Action el ol
(PTC, QIS, NCPD, s \VU - >
NCR's) 0
Equipment A (\© ~Q © 150 2015 Revision
Acceptance U 5 Regulations
Equipment v A(CS S0 2015 Revision
: °

Maintenance o Regulations
1 b
Process Control Regulatory

Requirements

150 2015 Revision

. 150 2015 Revision
Design Change Regulations
Rating Category Description

i The risk may be acceptable over the short term. Plans to reduce risk and mitigate
' hazards should be included in future plans and budgets.

October 12 - 13, 2017

The risk is totally unacceptable. Immediate measures must be taken to reduce
these risks and mitigate hazards.

The risk is unacceptable. Measures to reduce risk and mitigation hazards should be
implemented as soon as possible.

The risks are acceptable. Measures to further reduce risk or mitigate hazards
should be implemented in conjunction with other security and mitigation upgrades.
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Determined 2008 Opportunities For Improvement That Still
Existed & Compounded in 2015

Production &
Service Control

Corrective
Action

Management
Commitment

Training

Equipment Acceptance
Maintaining Required Records
Monitoring & Measuring activities

Countermeasures not implemented
Countermeasure not effective
5P’s not robust

Provide evidence of commitment to
QMS & continual improvement

Records not maintained, available,
or completed properly

Production &
Service Control

Corrective Action

Management
Commitment

Training

Ensure externally provided
products conform to
requirements

Equipment Acceptance

Document evidence of
nonconformity & corrective
action taken

Review effectiveness of
Corrective Action taken
5P’s more robust

Demonstrate Leadership &
commitment to QMS &
Customer Focus

Competency captured
Org. Knowledge
Succession Planning



6.1 Actions to address risks and Auditing Risk Risk to Benefit of

Requirement: | When planning for the QMS, the organ hall consider the issues referred toin | » Opinion on * Missed * Adverse of
4.1 and requirements referred to in 4. ermine the risks and opportunities actions taken opportunities|  risk

that need to be addressed to: to increase s Unforeseen | # Improved
desirable Risks systems and

611 iti i
effect and . Unde_r,r’cver processes Au d ltl n g ris k
reduce reactingto | # -Failure

a) give assurance that the QM5 can a sults undesired risks and Cost of H H

b enhance desirable effects results oppartunities|  Quality ! d e ntlfl ed

c) prevent, ore reduce, undesired effects o Set » Missed * Associate .

d) achieve improvement expectation uncontrolled involvement R IS k tO
before audit prooesses}' .+ . .

6.1.2 begins systems Innovation Organlzatlon Of nOt

¢ Nothavea * Failure to .

The Organization shall plan: clear improve con fo rmin g

a) actions to address these risks and opportunities; understanding| e Loss of

b) how to: of what certification 1

1) integrate and implement the actions into its QMS processes (see 4.4) actions taken | o +External Be n eflt Of
2) evaluate the effectiveness of these actions might look Audit NCRs 8

e , i conforming

Actions taken to address risks and opportunities shall be proportionate to the » - Market

potential impact on the conformity of products and services. share

NOTE 1: Options to address risks can include avoiding risk, taking risk in order to
pursue an opportunity, eliminating the risk source, changing the likelihood or
consequences, sharing the risk, or retaining risk by informed decision.

MOTE 2: Opportunities can lead to the adoption of new practices, launching new
products, opening new markets, addressing new customers, building partnerships,
using new technology and other desirable and viable possibilities to address the
organization's or its customer' needs.

Inputs Process Outputs

.
Evidence of
4.1 Det i isk and As: ams ks
: 4.2 D:pf)::::ti:ss \.:I:‘en In;l?sr:;es'\ra b‘l':::ﬁeds C o n fo r m a n ce

. 4.4 planning for QMS prevent, reduce, .
Plan actions to address undesired affects P I P b I

risk and opportunities Achieve improvement Ote nt l a ro e m s
Plan how to implement Actions taken shall be

crditegratesctons | proporioete o he Identified Gaps
Related Procedures

actions conformity of product

Evidence of
Conformance:
Potential . .
Problems:
Identified
‘Gaps:
Related Plant
Procedures
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Process Maps

Manpower

Interested
Parties

Outputs

rocess Approac

—

—

Customers

Interested
Parties

Environment

N\ ki e 1M 1 YN\ 1™7
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Context of the Organization Matrix

Context of the Organization

October 12 - 13, 2017

Culture

Legal
Market
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Social
Environmental
Competitive

Considerations for External & Internal issues:

Political
Financial

Technological

) Economic
External Indiana . - . . . - . . . . . .
Social Political Legal Environment | Financial Market Competitive | Technological || [|Internal Issues |Indiana Culture Social Financial |Technological
lssues Culture
(local)
Pvailable zampekent Meqative & paritive HMaintaining uork
Wark Forze Eduzationleuel HiA Diwerrity Hi& Waqe Increarer Jab Market Competitarr Eduzationlevel WorkForze Mainkaining uork Forze . Training Availabiliey
work faree publizity faree
Greenplant uith minimal
Uriliticr Green Gommunity HiA HiA Hi& Enviornmental Impazt || Hatural Gar Pricer Hi& H& Hid Wilikicr HiA Cartr Hid
uraqe of rerour zer
Insreare in the necd of
Fark Supplicrs HA Directiver HiA Fukure ¢xportr parks Price Increarer HA Eidr HA Frocers Knoule dqe Education Lewel DifferentLowelr Training Cark Training Availability
SupplyfDemand
FiauMaterial esamitiorsaded Frotect company
. Hta Direckiver Hi& Fukure sxporkr parkr FrizeInzroarsr Ha Eidr Hta Frodustrand Servizer Hi& Cork of Cuality Innovation
Zupplicer nameplate
SupplyfDeamand
Chanqing - CartofFuel
Finad Can ditions
Tranrparkation Ead Driverr Dozk Striker HiA requlationrfexport TratficPatt Inzreare in amountof Hi& Eidr Hid Frocerr Rctivitior HiA HI& Improvement Cortr [|Gontinual lmprovement
modelr produckrideliverior
Company Skrateqic
MAF Hid HiA HiA . HiA Zocickal Impazt Improvement Cartr Innowation
Direction
ELF Hié HiA HiA
HZM Hta Hi& Hi&
HTH Hid HiA HiA
= P
Context | Interested Parties + [




nterested

Parties Matrix:

October 12 - 13, 2017

When considering your internal and external parties:

Are they relevant to your QMS?

Can you give examples?

What are the RISKs/Opportunities for them?
How do you demonstrate that you conform to this
requirement?

26th Annual ASQ Audit Division Conference: The Intercontinental
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q .
2 Interested Parties
3
External | Relerant to Requirements How Met or Internal | Relevant Requirements
) Examples i Risks Opportunities . Risks Opportunities
Parties ams P PP Demonstrated Parties to QMS PP
4
Area Planning
AzsisgorCommizione
Council B q q q
e e Clean ! Sabe Work Enviranment Mizmatch in competency levels Abkain TaaTrss Far continual
Health Dipt. ] ] Ic?ds b lower stan.d.ard improtement
County Na Higheray Dip. Enviranmental Azpects NiA NA NiA Azsociates Tes Corract Taals For the Job (115.1) nghe[:‘:z: :,::meg Capture organizational knowledge
Riccorder Training [7.2] Mon-cont . Do
Sheriff Dept. on-conformances o
Soil & Water
Solid Waste
5
Mayor
En i“il:is": CO;:::LM 4 Enzurs that perzons doing work
9 Zognin K under the organization's control
Strack Dge t On-zite BEAREE
City Ne Police P Envirenmental Azpects N4 Nt& NiA Contr::ctor' ez Guality Policy No accountability for actions || Higher confarmity within the GRS
Fire i Relevant quality objectives
Waske Waker Treatment Implications of nat confarming
i with the GME requirements
Plant
L]
Diept. of Tranzporkation
Econamiz Derelopment
Corparation . . Strenghthen commumication
Diept. of Labar Internal communications relesant tol Im oll'-toad:t ccco':\unl:\‘:l:licc:.ttli?:l:\ ot Lewak at wehich means of
Thate e ‘whorkers Compensation Environmental Azpects RA NA R Dizparkments Ves this GIWIE: Swhak, wehen whom, how, PConfidi.\ntiaIit breach - commumication are mosk
Board whe ron inforymation produckive For all depts
IECIC SHill Enbancement g
Training
Suit
Ineffective Cuality Spstems BME Implemented at all levels of
. Overtime the organization Res
chcr.al Na BT Tafety Requlations NiA NA NiA e Tes Dcmon..tratc Isitalpts Additional Manpower Increase in quality azs
Agencies OEHA Management commitment ko GRS . Wi P R
izplaced Priariticz Investment in improvement undel
Inefficient Processes Rieduce costs Parti
e
v o |[RRRR~ © :



Transition Timeline Approvals

December/January
Activity P/A 112|221 ]2]2]2]2 Status
1256789234569012323456
_____ P >
Division Manager Meeting- Presentation A
Department Manager Kick Off P *
Presentaton [~ A
Interested Parties Matrix Created P IA yAN
(MasterListy [ A """
Approval from Upper Management
Approval from Top Managementand | | P *
CIE, work with Depts. to establish path A
forward

Transition activity started in 2015 with awareness campaigns

to the COC and top management.
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Preparing Associates for the Transition:

 Division, Dept. and
Team Managers
received
presentations

* |Information communicated
to associates via:
— Company Wide
Broadcasting
— Communication Boards
— Ask Me Table * Dept. QMS Reps.
— | received training

* Top management
received training
Internally &
externally
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Trainings for the Dept. QMS Reps

6.1 Actions to Address Risks & Opportunities

Address Requirement: I

Risk/Opportunity
Identified

Teach the requirement and
then understand how it applies
to your organization.

6.1.2 The organization shall plan:

a) Actions to address these risks and
opportunities
b) How to:

a) Integrate and implement
the actions into it's QMS
process

b) Evaluate the effectiveness
of these actions

Actions taken to address risks and 6.1 Actions to Address Risks & Opportunities

opportunities shall be proportionate
to the potential impact on the
conformity of the product

ISO 9001:2015 Transition training occurred
between January and July.

Plan For
Risk/Opportunity

Inputs Process Outputs

*Market Actions as a *Internal Audits
Information process or changes *Theme Teams
*NCR’s to a process to (Plant)
*PTC's address risk *(DA) Decision
*HCR's Develop a process Analysis
*lQs to access risks & *(SA) Situation
*New Model opportunities Appraisals
Development

It was an entire training and not just change
points.

This allowed for an opportunity to strengthen
foundation training.
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Takeaways from trainings....

150 5001:2015
Element 7 Support

« Each Dept. OMS Rep was given a
binder to put their Quick Reference
Cards and other materials into.

o aamerae: 150 9001:2015
S Element 4 Context of the Organization

A
|
STRENGTS - ==
s ik
e _
!.H_ =
N oy
VOLUEINIE OCard B
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Audit planning....

 Begin process approach auditing

 Determine support (resources) needed for
auditing the remaining 7 audits scheduled

 Push process approach audits to second

m

half of the year
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Analyze

Identify gaps in
the
Departments.

Process
Mapping Key
processes.

Identify
systematic
weaknesses
across the
plant.

Implement

Update
documented
procedures.

Work to
implement
Countermeasu
res for
identified

gaps.

Help
Departments
implement
training to
new
standards.

Check

Use gap
analysis to
develop
improvement
plans for
departmental
Qms.

Develop Intra-
departmental
checks.

Help develop
BP Metrics to
ensure
planned
changes are
monitored.

Approved plan

QMS Team members were
assigned Departments to
support

Weekly reporting from theme
leader ensured monitoring of
targets as identified in the
schedule

Team members helped support
activities



Reporting Targets

WEEKLY

Significant road blocks
Key work Items

Scheduled activity
Gaps/concerns

Countermeasure
progress

Systematic concerns

MONTHLY

High Level scorecard
(all Dept.)

Detailed information on
delayed or stalled items

Countermeasure
activity progress

Systematic concerns
(plant level)



Weekly Plant Reporting

QUALITY MANAGEMENT DEPT

ivi Week:
ACtIVIty 1217 1102 1109 _ 1123 1130 ﬂmﬂ 27 3106 3/s Lo
Target completion b Div. QM5
- i Rep. & Team
alysis Member
Target 93 Ki plan Div. QMS
creation & Approval Rep & Mgr. * SC h ed u I e
Target Process QMS Team
Mapping Dept Reps A A
Target 94 Ki SA Div. QM5
Rep

I

Upcoming Activity/Resources needed:
2/27 & 2128- Organizational Knowleds~ ceview
-2/28- Judgment Level Agreement Discussion
3/1- Dept. Document Updates
3/2 Procedure Discussion

\ 94 Ki BP Theme

Approvals {varies by area)

List of
activities

Meeting Summaries:
Week cf 2/20- Review with each category of Orgunizational

knowledge
-Procedure Review
-Management Review requirement with Dept. Mgr.
2/20- Document Updates
2/23- Process Mapping Activities
2/24- Procedure Discussion with Management

94Ki BP Theme — Management Review 2/24

Resources needed,
upcoming activities

Meeting Summaries
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What was the certification audit like?
B ™ S I v 7 r—— Sy e

Auditing questions...

4,1 Understanding |Crzanization shall determine external and internal izsues that are
the organization and |relevant toit's purpose and its strategic direction and that affect the How has the organization determined ext. fint issues relevant itit's EXte rna I Au d ItO r
yourcontext  |ability to achieve the intended results of the QMS. purpoze and strategic direction?
The orgapiza i i) heze externd How do these affect the ability to achieve the intended result of the OMS? H
] How do you meniter and review information about these internal and Qu eSt lons
i Mote 1: 1 ReqU|rement ditions for co external issues?
tote 24 i Possible Audit
considerME 1202 STTEE 1M 12Eal. 1ECOIGEILal, Lo petitive, market,
N cultural, social and economic environments, whether international, Qu est | on
Mote 3: Understanding the internal context can be facilitated by
considering issues related to values, culture, knowledge and performance
of the organization.
4.2 Understanding
the needs and . ) o - How are you identifying what is covered and what is not included? What is
expectations of DuanthElrEﬂ'E:Fnr patential Eﬂ'E-EtDI'lI the organization's ability to . . N excluded and why?
interested parties cuns.lstently provide products and 5erw|:.esthat meet thecus‘turr?er and  [How have you determined what interested parities are relevantto the
appllca!:rlestatutury and regulatory reguirements, the organization shall  |GMS? Can you shom me whese you have identified a risk?
determine: Can you show me where you have rolled a risk up to North America?
Canyou show me the cutcome of that risk?
] How have you determined what requirements those parties have that are |What s going to be our evidence that we are reviewing risks with top
| a) the interested parties that are relevant to the OMS relevantto the QMS? management before we roll up items to North America?
| bjthe requirements of interested parties that arerelevanttothe QM3 |How have impact or potential impact been determined? Can you show me in the [ast managament raview where you covered risks &
The organization shall monitor and review information about these How do you menitor and review the information about interested parties | 2PPOrtunities, including customer satisfaction?
interested parties and their relevant requirements. and their relevant requirements?
4.3 Determining the
scope of the OMS How have the boundaries and applicability of the M3 been used to
N Orzanization shall determine the boundaries and applicability of the QM5 t) establizh the scope of the organization?
N When determining thiz scope, the organization shall consider:
How has the external and internal issues been considered when
i a)the internal and external issues referred toin 4.1 developing the scope?
How has the requirements of interested parties been considered when
kitha ramniramants of ralavant intarasted nartias rafarrad tnind 7 dAesalanine tha crana?
b Section4- | Section5 | Section6 | Section? | Section9 | Section 8 | Section 10 ‘ Sheetl ‘ @ 1]

October 12 - 13, 2017

Reference Tool that lists the requirement,

possible audit question, and what the external
auditors question was like.
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Audit reflection....

What worked best: What could have been
 Interested parties matrix more robust:

« Performing process
« SWOT analysis for audits to all

requirements (External

lant d depts.
Al el Cl=]pls Auditor preference)

* Process mappin .
PPING « Understanding the

scope of externally

» Trainings for associates provided services
N\
QR C
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1SO 9001:2015 SUTAC

UTAC CERAM

CERTIFICATE

N® SQY2540

cewess - Honda manvufacturing of Indiana

HONDA

raatears s Monda Manufaocturing of ndlana
2TEE Noxth Mich oo Averue
Creensagh, ndana 4720
Uriled Siohes

wawcaes - ISO 9001 (2015 Ecdition)

o warsovscoes - The purchasing, mamulociuring . csembly ond guality oclvities
for vehicle produchion. (Excluding 8.3 product design)

S CREIMCA DO VALESTY | Bom 16-Dec-2074 fc 15Dec-2019

WE DID IT!

At O OERE
ComTh e ALl L S e
LN T A -
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Tamara Hueston

812-560-9118
Tamara Hueston@hmin.honda.com
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