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Risk Based Thinking!
Risk management at a high level

» The organization shall determine the risks and opportunities that need to be
addressed to give assurance that the quality management system can achieve its
Intended result and shall evaluate the effectiveness of these actions.

» Coordinated set of activities and methods that organizations use to manage and
control the many risks that affect their ability to achieve objectives.

o

4. Quality management system 4. Context of the organization » The organlzatlon M demonstrate
5. Management responsibility 5. Leadership IeaderShip and commitment with

6. Resource management 6. Planning respect to quality management

7. Product realization 7. Support system by promoting the use of

8. Measurement, analysis and 8. Operation process approach and risk-based
improvement

thinking.

9. Performance evaluation

10. Improvement 3/9



@ MITSUBA

Risk Based Thinking!

Effectiveness vs Efficiency

The degree to which objectives are achieved and the extent to which targeted problems are
solved. In contrast to efficiency, effectiveness is determined without reference to costs and,
whereas efficiency means "doing the thing right®, effectiveness means "doing the right thing”.

Understanding this difference

Evaluation of Effectiveness is through the eyes of the customer (doing the right thing)

Evaluation of Efficiency is through the eyes of your organization (doing the thing right)

» At a minimum, the following supplier performance indicators shall be monitored:
a) Delivered product conformity to requirements
b) Customer disruptions at receiving plant
c) Delivery schedule performance
d) Number of occurrences of premium freight
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@ MITSUBA

Risk Based Thinking!

Second-party audits

» The organization shall require their suppliers of automotive products and services to
develop, implement, and improve a quality management system certified to 1ISO 9001
unless authorized by the customer...

» The organization shall include second-party audit process in their supplier management
approach. Second-party audits may be used for:
a) Supplier risk
b) Supplier monitoring
c) Supplier QMS development
d) Product audits
e) Process audits

» Based on arisk analysis, including product safety/regulatory requirements,
performance of the supplier, and QMS certification level, at a minimum shall document
the criteria for determining the need, type, frequency, and scope of second-party audits.
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IATF Update Lo WA Copo
Management Reviews!
Required Inputs (ISO 9001) Required Inputs (IATF 16949)

v’ Status of actions taken from previous v’ Cost of poor quality

management reviews v Process effectiveness
v' Changes in external and internal issues v Process efficiency
v Information on performance v Product conformance
v' Adequacy of resources v' Manufacturing feasibility
v’ Effectiveness of actions taken to v Customer satisfaction

address risk/opportunity v' Maintenance objectives
v Opportunities for improvement v' Field failures

Required Outputs
v' Opportunities for improvement __
v' Any need for changes to QMS Y — f (X)
v' Resource needs
v' Document and implement an action plan
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IATF Update e crporaion

RISK Based Audit Days Model (2018)

Assess the risk at the site based on five Risk Drivers
— New Product Launch Activity
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Risk-based thinking requires companies to evaluate risk when
establishing processes, controls and improvements in a Quality
Management System.
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American Mitsuba Website http://www.americanmitsuba.com

\ \R@erican MITSUBA Corporation

me you to the family of American Misyba. AMC was established in Mt
higan in 1987 as a joint venture between Mitsuba Corporatian of Kiryu City, Japan
poration of Cass City, Michigan

| cordiall

It is my fundam: view that the most important asset of any company IS its FEOPLE In

addition. we have three major objectives for our company: 1) to produce products that
customers,

to make a pos

Our success depe tes. We strive fo work as one team with unified goals. We create technology

in harmony with mmunity and the environment

Environmental Management Syt “em
Quality Management System
Corporate Responsibility

Global Presence

CSR Info.

AMC Purchasing

By recognizing our reliance on each other for success, American Mitsuba and its suppliers have the unique
opportunity to create a competitive advantage in the marketplace for our customers.

Not only do we recognize the often competing objectives that our customers chalienge us with, but embrace
them as a source of creativity and strength. We recognize the value in growing a community of suppliers that
understand American Mitsuba's emphasis on quality and interest in developing supply chain relationships that
additionally embrace timeliness, cost and efficiency.

Supplier Requirements

MITSUBA

American MITSUBA Corporation

Gap Analysis Tool

Standard Element Is this a new IS0 9002:2015 / |ATF 16843:2016 Requirements Correlation Commentary Level of current
requirement? implementation
New/Modified/ Balded text indicates new to IS0 9001:2015 and IATF 16949:2016 1S0/TS 16049:2009 ElEINImplEmEnted
Carryover 5=Nothing in place
4.0 Context of the organization
4.1 Understanding the organization and its context
The organization shall determine external and internal issues that are relevant to its purpose and its strategic direction and No equivalent This was not specifically mentioned in the previous standard
that affect its ability to achieve the intended result(s) of its quality management system. tlause and is now an explicit requirement.
The shall monitor and review information about these external and internal issues.
150 9001 a1 New NOTE 1: Issues can include positive and negative factors or conditions for consideration. The u-[g-an'\zat'\orq must now be_ able to demonstrate tf_TE\-' have
NOTE 2: Understanding the external context can be facilitated by considering issues arising from legal, technological, identified, monitored and reviewed all external and internal
, market, cultural, social and whether international, national, regional or local. issues
MNOTE 3: Understanding the internal context can be facilitated by considering issues related to values, culture, knowledge and
performance of the
4.2 Understanding the needs and expectations of interested parties
Due to their effect or effect on the 5 ability to y provide products and services that meet Mo equivalent The intent of this requirement is to ensure that the organization
customer and applicable statutory and regulatory requirements, the organization clause considers the requirements of relevant interested parties
shall determine: beyond just these of the customer.
150 9001 4.2 New a) the interested parties that are relevant to the quality system;

b) the requirements of these interested parties that are relevant to the quality management system. The organization shall
monitor and review information about these interested parties and their relevant requirements.

The shall monitor and review information about these interested parties and their relevant requirements.

The intention is to focus on the interested parties which are
relevant to the Quality Management System (OMS).

4.3 Determining the scope of the quality management system

The shall determine the boundaries and applicability of the quality system to blish its scope.  [Sec. 1.2 The new revision to the standard now explicitly requires that
When determining this soope, the organization shall consider: before you set the scope of the OMS, you must have previously
the external and internal issues referred to in 4.1; considered and demonstrated that the issues within 4.1 and
the requirements of relevant interested parties referred to in 4.2; interested parties within 4.2 are completed, prior to setting the
the products and services of the organization. scope and boundaries of the OMS.
The erganization shall apply all the requirements of this International Standard if they are applicable within the determined

150 9001 a3 Modified scope of its quality system. It is important to note that 150 2001:2015 requires that all
The scope of the s quality system shall be available and be maintained as d d information. requirements within the standard are to be met unless they do
The scope shall state the types of products and services covered, and provide justification for any requirement of this not apply. This scope must be documented and include the
International Standard that the organization determines is not applicable to the scope of its quality management system. products and senvices provided as well as any justification for

— — - - — — — — any requirements that the organization has determined do not
Eonf?rm ity to this International St_and_ard ma\.'_o_n Iy be clalmetj |_f_the requirements determ_lned _as not being apply.
applicable do not affect the organization’s ability or responsibility to ensure the conformity of its
preducts and services and the enhancement of customer satisfaction.
4.3.1 Determining the scope of the quality it system - I tal

Supporting functions, whether on-site or remote (such as design centers, corporate headquarters, and distribution [Sec. 1.1, 1.2 Originally included in 1S0/TS 16949:2009, Sec. 1.1 and 1.2. The first
centers) shall be included in the scope of the quality system (OMS). requirement relating to supprting functions was revised to not

|ATF 16949 231 Modified The only permitted exclusion for this Automotive QMS Standard relates to the product design and development only address the need to include them in the audit, but also to

requirements within IS0 9001, Section 8.3. The exclusion shall be justified and maintained as documented information (see

Updates/Revisions

ensure that they are included in the scope fo the OMS.
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MITSUBA VISION 2024

Enter a New Stage with a New Global Viewpoint
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Create new business h w Meet the needs for
markets - < safety and reliability
VISION 3

Facilitate the development of individuals and global
communications
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