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As applicable,

= Product Design Verification Data
= Purchasing Data

= B.O.M.

Senior Management
prepares input for Annual Business Plan Launch activities, including
Manufacturing Process Design Verification & Validation requirements

i Results
Design Verification Plan & Report
Annual Launch Package:

.

.

* Design FMEAs
(Including, as applicable): * Product Design Validation
= Build Volumes ¢ Material Standards

.

.

.

.

Program Timelines 4.3 Planning Sourcing Plan

Customer-specific requirements 4.31 Environmental Aspects Malerlal_Csr!lficathn _

DVP&R 4.4 Implementation and Operation RieduciioniRackaainglandiiandinglla

Finite Element Analysis 4.41 Structure and responsibility u Ramp-up

Performance Objectives

Production Packaging and Handling Plan 6.3 Infrastructure

Production Ramp-up Schedule 6.3.1 Plant, Facility and Equipment Planning

Supplier Readiness Evaluation Results 7.1 Product Realization (L. 188)

Design FMEAs

Material Standards N N N

Sourcing Plan Manufacturing Engineering Department

UEIEICGTC UL convenes multi-disciplinary Launch Readiness Meetings, as required, to determine,

provide and maintain the infrastructure (plant, facility and equipment) production and
service processes needed to achieve conformity to product requirements including:

¢ buildings, workspace and associated utilities

A : . ; 4.4 R ibili
¢ process equipment (including electronic hardware and software 442 -?::.’:.t:::x:re:::: r:.':' i
e supporting services (such as transportation, test facilities and communication) competence
" . 7 " 4.4.6 Operational Control
¢ staffing requirements . C'ap|tal Project 4.4.7 Emergency Preparedness
Action Plan and Response

- Capital Project Action Plan Tl

= Capital Project Codes
= Program Launch Package L ‘
6.3.1 Plant, Facility and

Department Managers, where applicable, Equipment Planning
 |dentify staffing and training needs, including qualifications (education, training, skills, on-the-job gizwg‘:;g:gﬁ:m'::‘ns
training and/or experience as required, including customer-specific skills or training requirements  ||6.4.1 Personnel Safety to achieve
flsl)r <t'=1_II etrtnployeeS affecting quality) per SOP-0006 Employee Competence, Empowerment and ||froguctauaity

otivation. 7.5 Production and Service
« Ensure that production operations across all shifts are staffed with personnel in charge of, or Provision
delegated responsibility for ensuring product quality
¢ Plan and develop contingency plans to satisfy customer requirements in the event of an
emergency (such as utility interruption, labor shortage, strike, equipment failure, field returns, etc.)
» |dentify and manage the work environment needed to achieve conformity to product requirements
e Ensure product and manufacturing process designs minimize potential risk to employees
o |dentify and implement measures to ensure all premises are maintained in a state of order,
cleanliness and repair consistent with the product and manufacturing process needs
* Monitor existing operations for effectiveness (per SOP-0004 Monitoring, Measurement &
Analysis)

6.2.2 Training
6.2.2.3 Training on the Job

= Departmental Capital
Requirements

e . 4.3 Planning
Program Launch S.pe(:|f|cs Senior Management (per 4.3.1 Environmental Aspects
Departmental Capital 4.6 Review

Ren e et SOP-0003 Business Planning & Management Review)
Consolidated Capital ¢ reviews proposed preliminary Capital Plan

Requirements . i i ital Plan
Proliminary Capital Plan submits preliminary Capital Plan to Corporate for approval

5.6 Management Review
5.6.2 Review Input

5.6.2 Review Output

6.0 Resource Management

¢ implements approved Capital Budget to meet business objectives 04 I GO
e monitors planned activities 6.2 Human Resources
. . . . 6.3 Infrastructure
thereby ensuring that infrastructure, production and service 6.4 Work Environment

requirements are planned and implemented under
controlled conditions and are adequate to achieve
conformity to product requirements

= Approved Capital Budget
= KOI Capital Tracking

* Approved Capital Budget 4.4 Implementation and Operation
= Departmental Budgets 4.4.1 Structure and Responsibility
4.6 Management Review

Department Managers oversee implementation of infrastructure, production and service-related activities, and
report to Senior Management
(per SOP-0003 Business Planning & Management Review) .
. L. e . . = Performance Metrics
on performance of processes against objectives (per SOP-0004 Monitoring, Measurement and Analysis) |, KOl Capital Status
(see following pages for respective departmental activities which support infrastructure, production and service) |« Action Plans (Corr/Prev)
= Resource Requirements
‘ = Opportunities for Continual

Improvement

. Manufacturing
Production .
Quality and Go to
4— Human Resources and .
Materials Departments Information Systems B
P Departments
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4.4.2 Training,
Awareness and
Competence
4.4.6 Operational

Control

As applicable,

= Tooling & Equipment
List
Facility Layout
Control Plan
Manufacturer’'s
Equipment/Machinery
Manuals &
Specifications
Production Schedule
Mistake-proofing
Capability/Productivity/
Efficiency Objectives

As applicable,
Job Descriptions
Capital Budget
Timing
Build Schedule

References:

6.4 .1 Personnel
Safety to Achieve

References: Product Quality

= WI- 7.5.1.6 Production
Manufacturing Process ?ChEdlullngT _
Monitoring T}i:eai?lri':; fcatontsy
WORK- Contingency 7.5.3.1 Identification &
Plans Traceability -

Supplemental
8.3 Control of Non-
conforming Product

Wi- Supervisor
bypass method for the
MES System

Production Department

» Defines activities ensuring that known
or suspect parts, materials or products
can be traced, located and quarantined,
as required (per SOP-0012 Control of
Non-conforming Product &
Materials)

e Plans production output to ensure
production objectives are met and
performance is monitored (per WI-

Production Scheduling)

¢ Outlines methods to ensure the
identification & traceability of materials
and products through all stages of
production (WI- Identification &
Traceability & WI- Production
Lot Tracking)

 |dentifies staffing needs to Human
Resources

As applicable:

= Work Orders

Process constraints & contingency plans
Station Process Rates

Reject rates

Labour efficiency

Identification & Traceability Plan
Outgoing Inspection Results

Manpower requirements

@
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Manpower requirements

= WI- Contingency Plans
= Environmental Legislation and Regulations
= Environmental and Safety Requirements

4.4.2 Training, Awareness
and Competence

4.4.3 Communication

4.4.6 Operational Control
4.4.7 Emergency
Preparedness and Response

* 6.2 Human Resources

e 6.4.1 Personnel Safety to
Achieve Product Quality

e 6.4.2 Cleanliness of

A Premises

Human Resources Department
develops a Staffing Plan and identifies Training
Plan (per SOP-0006 Employee Competence,
Empowerment and Motivation) to ensure that
personnel performing work affecting product quality
or the environment are competent, and implements
activities to support
Health, Safety & Environmental objectives per:

o WI- Contingency Plans

e WI-___ Waste & Recyclables Management

o WI- Spill Response

¢ Rec- Environmental Requirements
Register

o WI- Identifying and Evaluation

As applicable,

= Tooling & Equipment List 4.4.2 Training,

= Gauge & Test Equipment Awareness and
List Competence

4.4.6 Operational
Control

Bill of Materials
Approved Supplier List
Capital Budget
Sourcing Plan

Build Schedule

Product Packaging &
Handling Plan

Customer Shipping
Specifications

Supplier Manual (Rec- )

7.4 Purchasing
7.5.5 Preservation of
Product

7.5.5.1 Storage &
Inventory

Materials Department
(per SOP-0008 Purchasing and Materials
Management)
ensures that materials and equipment to
support production plans are confirmed,
purchased, received, environmentally
compliant, approved and available to support
respective Manufacturing Process stages,
product storage, and the Shipment of
finished goods per:

Environmental Aspects * WI- Contingency Plans
o WI- Legal and Other o WI- Handling & Storage of
o WI- Energy Conservation Plan Materials o
o WI- Internal & External Communication * Rec- Finished Goods ASRS
o WI- Health & Safety Policy Shipments . _
* WI- H & S Ergonomic & Environmental *WI-__ Purchasing of Direct &
Follow-Up Indirect Materials
o WI- Emergency Response e WI-__ Service Shipments N
* Rec- Accident & Incident Investigation *WI-__ Identification and Traceability
o WI- Guidelines for the Safe operation of e WI-____ Production Scheduling
a Forklift Truck ° WI- Customer-owned Property
* WI- Lockout Management
* WI- Medical Surveillance Program * WI-__ Finished Goods PER SKU
e WI-_____ Lost Time & Health Care Coordination . .
o WI- Health & Safety Concern *WI-__ Service Shipments
o WI- Health Safety & o WI- General Outbound Shipping
Environmental Auditing *WI-__ FIFO Compliance Audit
o WI- Transitional Work Tracking As applicable:
Rehabilitation . 'nl;liming IS:Ihedule
= Material Plan
e WI-__ Workplace Hazardous * Supplier Packaging requirements
Materials Information System Matrix
* WI- Overtime Equalization Entry * Parts Packaging & Shipping Plan
« Packaging Instructions
As licabl « Shipping Audit sheets
. St;frfing Plan ¢ Shipping instructions (incl.

Contingency Plan (Labour Shortage)
Training Needs Analysis

Training Plan

Employee Training Plan/Schedule
Resource Requirements

Training Evaluation Method
Ergonomic Assessments

Health & Safety Policy

Transmittal of container style, type,
etc. with ASN)

Shipping Test Results

Returnable Container Management
Plan

Material Handling Work Instruction
Receiving & shipping records
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4.4.2 Training, Awareness and
4.4.2 Training, and Ci Competence
4.4.6 Operational Control 4.4.6 Operational Control
4.4.7 Emergency Preparedness and
As applicable, Response As applicable:
i S 0 e 6.3.1 Plant, Facility & Equi t Planni Tooling, Gauges, Fixtures & Equipment List
Tooling & Equlp(nent Lls_' ) . 632 c::ti“gae?clyypla"gulpmen St Manufacturing Process Flow Chart
Customer-Supplied Tooling List e 7.5.1.4 Preventive & Predictive Process and Design FMEA’s
Ca!mal Budget Maintenance Drawings/Standards
CULECEIETD * 7.5.1.5 Management of Production Tooling Facility Layout L2 iEneicerngSpeciications
Contngsncylreatliements + 7.5.1.2 Work Instructions Operator Description Sheets ogiipcontiolRlan
Manufacturer’s Equipment/ o 7.5.1.3 Verification of Job Set-ups Customer Production Validation Requirements 7.6 Control of Monitoring &
L ERER A & e 7.5.1.5 Management of Production Tooling (PSO) Measuring Devices
Speclflcatllons : . 7:5:4' Customer Property References: 8.2 Monitoring & Measurement
\SZISi;:Ti‘:rrlSR:\;?ﬁrueﬁ:::ts (PSO) * 7.5.4.1 Customer-owned production = Wl Contingency Plans gi’ (ﬁz:""m' of Non-conforming
y tooling A
Manufacturing Engineering Department
e prepares Process FMEA'’s
¢ creates Manufacturing Floor Plan identifies floor layouts Quality Department
for materials and stock for production ¢ prepares Control Plans including all special characteristics as
¢ prepares Tooling List, Records, and Customer-owned well as process parameter characteristics for safe and proper
Tooling Control (per Rec- Tooling Equipment & use identifies Qualification criteria for materials (per Rec-
Fixture Tracking) Incoming Inspection Criteria and WiI- Final
e plans and Schedules for Preventive Maintenance of Product Audits)
Equipment & Machinery (per WI- Maintaining o defines requirements for Third-Party Sort (per Rec-__)
Preventive Maintenance Schedule, WI- o ensures methods for handling non-conformances, returned
Packaging and Preservation Guidelines for Tooling products and corrective action are established (per SOP-0012
and Equipment & WI- Preventive & Predictive Control of Non-conforming Product, WI- Processing
Maintenance, WI- Maintenance Work Order Non-conforming Material, Rec- Return Product
Reporting) Review and (Rec- 8D Customer Corrective Action
 prepares Operation Description Sheets, including Process)
inspection instructions (per Wi- ODS Development o ldentifies layout and functional verification requirements and
and set-up instructions (per WI- testing methods, (WI- Measurement Systems Analysis,
e plans for the proper operation and maintenance of WI- Receipt, Identification, & Handling of Test
emergency equipment (per WI- Emergency Samples, Rec- H-Point Test Instructions, Rec-
Equipment Instruction) BSR Test Data, Rec- Effort Testing, ensuring suitable
e identifies contingency plans to ensure customer equipment, tools and techniques are available and personnel
requirements can be met in the event of an emergency are competent and qualified as applicable
(per WI- Contingency Plans, and WI- 0 Manages monitoring & measuring devices used to verify
Backup Generator Start-Up Procedure) product/process conformity (per SOP-0007 Control of
¢ identifies Production Validation Plan & the methods Monitoring & Measuring Devices)
used to monitor and evaluate proposed product o ensures Engineering Standards are updated and current (per
engineering changes, or process modifications, to WI- Processing Updates to Engineering Standards)
determine feasibility and acceptability (per WI-
Product Evaluation Run) s appiicable:
= Final Product Audit Instructions
* Control Plan
* First Time Capability Study
« Acceptance Criteria
* Bump Squeak Rattle (B.S.R.) Test
* Lot Certification Plan
« Non-conformance Plan
* Gauge & Test Equipment List
* Calibrated Equipment Log
« Gauge R & R Records
* Visual Displays
* Product Appearance Manual
i . « End item part layout reports
As applicable:
* Process FMEA’s gg; g:::::lg::‘g;;::: . Labora!_ory Test Results
« Process Flow Diagram - ¢ Inspection/test reports
« Manufacturing Floor Plan « Sub-tier supplier Certification (PSW-Part Submission
¢ Producti idation Plan Warrant
e Tooling List * Compliance Report
« Tool Record As applicable, * Incoming Product Qualifications
« Customer-owned Tool Record = Electronic Har_dware requirements . Sam'pllng. Plans
* Preventive Maintenance Plan o Sl requirements By . W
e P ive Maif = Customer-specific communication requirements
« Preventive Maintenance Instructions References: . i
« ODSheets/Inspection instructions * m'- E:ec:ron!c gﬁc':v'l'“y "
o . . - Electronic File Managemen
. (s::;:‘ir.gs:::;smans e WI-___ Contingency Plans
« Error & Mistake Proofing ¢ WI-__Archiving LS. Data v
o Line-speed Calculation

Information Systems Department
Ensures electronic hardware and software requirements for manufacturing and

administrative functions (including electronic security, data management and electronic
interfaces for communication with customer) are implemented, managed and maintained.
Ensures that methods for the identification, control, responsibility, collection, indexing,
access, filing, storage, maintenance, retention and disposal of electronically-generated
records and references (both active and archived) associated with the implementation of

the ABC Company Business Operating System are defined and managed (per WI-

Electronic File Management and WI- Security Management)
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