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1.0 Scope and Objective 6@.
1.1 Scope \

The Company's quality policies handbook applies to all business operations and production activ't\@
required to produce deliverable goods (products, components and activities). 0’&

1.2 Objective
The obiective of the iualiti manaiement sistem is to imilement and maintain a manage@&ystem that

The following principles have been identified to facilitate the achievement of this

2.0 Normative Ree@nces

2.1 Internal Nﬁg&?ve References
Documents that ar@ erenced herein are indispensable and their title's are displayed in Bold Italics.

Normative References

2.2 Ext
a) cification Q1, 10th Edition - Specification for quality management system
rements for Manufacturing Organizations for the Petroleum and Natural Gas Industry

N
3 \Ql'erms and Definitions

ﬁe\ms and definitions apply as defined in QMS-16 Definitions and Abbreviations Procedure, 1SO
001:2015 and API Spec Q1.

OOQ
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3.1 I1SO/API/QMS Correlation

The Company's Quality Policies Handbook is designed to correspond to paragraph numbering in the API GQ} ’
Spec Q1. \

4.0 Quality Management System Requirements @
4.1 Quality Management System &O
4.1.1 General @6

To ensure that products, services and processes conform to specified requiremen ,\Ae Company has
- according to requirements in QMS standard API Spec Q1 g

The quality management system (QMS): &Q

a)
b)

¢ and extent of outside processe
*

Annual manage
according to the QMS-04 Management Process
the Company and teams are assigned to h

nt system and policies are reviewed in annual Management Reviews
gement Process Procedure.

Procedure. Plans are establis
The quality man
according to the QMS-04

Q
Q
@3

L@lk intentionally

\
o°®
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The following diagram illustrates the processes of the quality management system, _

Figure 4.1.1: Process-Based Quality Management System

4.1.2 Quality Policy v/

The Company is dedicated to providing hi i igh value products, components, activities and
services to Customers, to meet or exceed applicable
is committed to

that are established,

the Company.

The Company's quality man

The Quality Policy is %, documented, approved and reviewed by Top Management according to the
t ReOcess Procedure to ensure:

ent system is designed to comply with APl Spec Q1.

are responsible for
within their respective organizations.

4.1.3 Quality Objectives

Management ensures that quality objectives are compatible with

according to

PROPRIETARY INFORMATION
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QMS-04 Manai;ement Process Procedure, including those needed to meet ||| GGG

requirements.

Quality Objectives: $

4.1.4 Planning the Quality Management System éQJ
41.41 General (OQ

The Company has defined and documented methods needed for the operatiox ,@Anagement and control of
all quality management system processes according to the QMS-04 Management Process Procedure.
Activities include requirements

according
procedures describe

Processes
that impact

4.1.4.2 '@clusions

) T ompany cies
ommunications

ement ensures appropriate communication processes are established within the Company and
mmunicaton takes place regarding [ -

Q e QMS-04 Management Process Procedure.

C) 4.1.51 Internal

Manaiement ensures internal communication is executed throuih the use of _

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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Results of the analysis of data (6.3)

are within the Company. 6@ ¢
\)

The Company has established processes to ensure:
a)
b)

4.1.5.2 External b’

The Company's external communication process is used to

External communication is a
The communication

process provides information required by
QMS-02 Configuration Management Procedure.

The Company has established processes to ensure: {\Q)

a)
b)

c)

d)
¢)
f)

4.2 Management Res%(:&sqf)ility

4.2.1 General Q\

Management demonstrateg-it§eéommitment to the development and implementation of the QMS and the
continual improvemen effectiveness by:

211 Customer Focus - Value Added

anagement has established Customer care and satisfaction as a core function in the Quality Policy that
1s supported by:

a)
b)

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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4.2.2 Responsibility and Authority

The responsibility, authority and interrelation of all personnel that manage, perform or verify work 6@‘
affectini iroduct and comﬁonent iualiti and delivei has ﬂS\
All personnel _ @

a)

b)
c)

4.2.3 Management Representative é

The Company has appointed a Management Representative to facilitate the management system.
The Quality Manager has been assigned the role of

The Quality Manager is responsible for: \'%

a)

b)

c)
d)

e)

f)
2)

* /
The Quality Manager has the respongib

and authority to

The Quality Manager has the authority to

on an expedited, high priority basis.

The Quality Manager repdrts ‘directly to

4.3 OrganiZation Capability

4.3.1 I@ources and Knowledge

4.3\@" Resources

ement and supervisor

ersonnel identify and
involved in

Resources include those required to
the quality

management system.

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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4.3.1.2 Knowledge

The Company uses, maintains, determines and internally shares knowledge that is required to -
The Company
considers the need according to the

Proposal Development and Contract Review Procedure. The Company integrates
into using the

Configuration Management Procedure. $

@o
©

4.3.2 Human Resources 6

Personnel performing work affecting conformity to product and component requirem Qére competent
on the basis of [ s
4.3.21 Personnel Competence (9

The Company defines personnel competency and identifies training reu‘&ements or other actions

according to the QMS-06 Training Procéduxg? Responsible Authorities ﬁ

to ensure
according to

particular attention

the QMS-01 Control of Documented Information Procedure

The training procedure:
a)
b)
c)
d)
e)

4.3.2.2 Training

Training is provided to achievb Required qualifications for

specific tasks are document@)according to the QMS-06 Training Program. Where education and/or
experience are require e job description, the Compan

Evidence of the

determination of €ompetence of personnel and appropriate

in applicable Training Logs. Training records are retained and maintained
according to the S-01 Control of Documented Information Procedure.

The train@rocedure:

D
OQ&\ :
!
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PAGE 12 of 36 Date Printed: Form Rev: Orig




C)O 4.4.2 Procedures

QMS-00 Quality Policies

Your Logo Your Company Name Handbook

API#: xxxxx Rev: Orig

q = o
S

4.3.2.3 Awareness - Value Added

When an employee is accepted into a position, their_ New tra@$
requirements are identified and training is scheduled on a timely basis. Periodic re-training is co Y‘Q

4.3.3 Work Environment

The Company determines and manages the work environment _
I 0 . gental ctors

The Company determines and maintains the infrastructure neede&@;
T

a) &\
b)

c)
d)

4.4 Documentation Requirem@’{

4.41 General

The quality management system in

Procedures are controlled so that the information on them is

Procedures are reviewed and approved

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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Procedures are controlled to:

Top-Down Structure of Documented Information:

a)
b)
c)
d)
¢)
f)

R

’ i
E§
O

according to the

MS-02 Configuration Management Procedure. Work Instructions and Forms that are specific to a

deparment may e [

Q Documented Information Procedure.

according to the QMS-01 Control of

PROPRIETARY INFORMATION
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4.4.3 Control of Internal Documents

To prevent unintended alterations of documented information that is retained and maintained as evidence

MS-01 Control of Documented

Procedure.

Obsolete documents are

Illeiible frinted copies of controlled documents are

4.4.4 Control and Use of External Docum&'t's

External documents used for planning and operatiofi of; the QMS are
to the QMS-02 Configuration Management, Pre€edure. When

onfiguration Management Procedure to
and other affected processes.

according to the QMS-01 Control

and disposition of

5.Q§§Product Realization
Qi Contract Review

OQ 5.1.1 General

C) The Corniani has established the ﬁMS-O? Proiosal Develoiment and Contract Review Procedure to
contro

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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5.1.2 Determination of Requirements

The Contract Review process is performed to
record

The Company considers a contract to be
* according (o Customer requirements with

Determinations include requirements specified by the Customer, and:

a)
b)
c)
d)
These requirements are defined in: @%

a)
b)
c)
d)
e)

5.1.3 Review of Requirements ?‘

Responsible Authorities perform contract reviews @ding to the QMS-07 Proposal Development and
Contract Review Procedure that includes: \/

Contract chan re identified in the contract or purchase documents according to the QMS-07 Proposal

Develop and Contract Review Procedure and Responsible Authorities are
Contract ew documentation is retained and maintained according to the QMS-01 Control of
Docg&gted Information Procedure.
@ Planning
e Company's design and development process is conducted according to

e QMS-17 Design and Development Procedure, which addresses

which includes:

Desiin iniuts relatini to product and component requirements are _

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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a)
b)
c)
d)
¢)
f)

g)
h)

Each product and component design is translated

release of the design. Design requirements,
documented according to the QMS-17 Design and Development PI’OcedUI”gd anges in design outputs
are documented according to the QMS-02 Configuration Management Pxrocedure.

5.3 Risk Management N
N
5.3.1 General \\
Risk management for product delivery/quality is conduc ccording to QMS-03 Risk Mitigation and

Planning Procedure. The procedure identifies
Proportionate actions are taken

according to the QMS-04
rrective Action Procedure. The Company integrates
and evaluates their
ent and mitigation are retained and maintained according to
formation Procedure (4.5). Risk assessment considers

Management Process Procedure and QMS-
and implements
Records of actions, risk a
the QMS-01 Control of Documente

5.3.2 Risk Asse(ﬁnt
5.3.21 g&iuct Delivery
tass

ociated with product and component delivery includes:

when applicable.

Risk assessmen

a)
b

@.2 Product Quality
sk assessment associated with product and component quality includes, as applicable:

c)
d)

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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5.3.2.3 Changes Impacting Product Quality

The Company pays particular attention to internal/external changes that _ GQ}
- which include but are not limited to: \
a) 6$

b)
O
\

c)
d)

e)

A risk assessment is performed (5.3.2.2) for

5.3.3 Contingency Planning N\
The Company has established and maintains a Contingency Plan Work Inst n for planning that is
based on assessed risks (5.3) that impact
Contingency planning includes: \'%
[ %
. N
. A\
[ )

5.3.4 Records C) *

Records for the management of risk assessm nt\ud required actions are retained and maintained (4.5)
according to the QMS-01 Control of Documer:\d’l nformation Procedure.

5.4 Design &
O
5.4.1 General 0%
To ensure that specified re ents are met for deliverable goods and services, the Company has

established the QMS-17 D and Development Procedure.

Q%R.ng

ent resp0n51b111tles and authority are

5.4.2 Design

Design and dev
and developme

When design

When design and

to the QMS-08 Purchasing
according to the QMS-

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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e)
f)

@o
©

5.4.3 Design Inputs

Design inputs for deliverable goods are

and include: $
a)

Design requirements, and records are
retained and maintained according to the QMS-01 Control of D ted Information Procedure.

The design and development outputs

according to the QMS-02
Confiiuration Manaiement Procedure. Outputs aré in,a form suitable forh
Outputs: \/

5.4.4 Design Outputs

and to evaluate
final review and verification functions are

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released".
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according to the Design Review Work
Instruction. Records of the design verification are retained and maintained according to
the QMS-01 Control of Documented Information Procedure (4.5).

5.4.6 Design Verification and Final Review

To ensure the outputs of the design and development meet
verification functions are

Control of Documented Information Procedure (4.5). QQ

5.4.7 Design Validation and Approval

Validation functions are planned to

Where possible, validation i1s
and if practical,
Records of validation

results are retained and maintained in

Each new design is validated by one or more of the followin
a)
b)
c)

The completed design is a

N

roved after Final design approval is

rovided by
Records of required
actions, design validation and approval are@t&ined and maintained according to the QMS-01 Control of
Documented Information Procedure ,(4@

N\
5.4.8 Design Changes . &\'

e\mcluding changes
according to the QMS-02 Configuration Management Procedure.

Design and development chan

All changes are:

a)
b)
c)
d)
e)

changes, including
according

Records of the results of the review and any necessa

to the QMS-01 Control of Documented Information Procedure.

OOQ
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5.5 Purchasing

5.5.1.1 Procedure

The Company has established the QMS-08 Purchasing Procedure to ensure
I ' s (h Flloing 5

| g
5.5.1 Purchasing Control ‘\
S

the criteria for the
Re-evaluation 1is

>
ﬂ\93 Initial Supplier Evaluation - Critical Purchases - Customer
pecified, Proprietary, and/or Legal Limited

erforms an initial evaluation of Su

The Compan

OOQ

Initial evaluation under these conditions does not extend beyond the current contract, and includes:
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a)

w —=\$

5514 Initial Supplier Evaluation - Noncritical Purchases \

The Company performs an initial evaluation of Suppliers that includes one or more of th ing

activities:

5.5.1.5 Supplier Re-Evaluation

The Company determines the frequency of approved Supplier re-evalu @

* according to the QMS-08 Purchasing Proc 7 Re-evaluation of suppliers of
critical and non-critical products, components or activities is perf\ according to ﬂ

A\
5.5.1.6 Records \\

Results of evaluations, re-evaluations and necessary ay(;ls are recorded that include

The Company retains and maintains gn Approved Supplier List and records of Supplier
Evaluations with Records are“setained and maintained according to the QMS-01
Control of Documented Information Procedu@

5.5.1.7 Outsourcing

The Company ensures
according to the

within the scope of

The Company maintains responsibilit
including applicable and API

ds are retained and maintained according to the QMS-01 Control of
ocedure for outsourced activities that includes
5.5.2 Purc@ng Information

The Co cnsures the adequacy of specified purchasing information _
according to the QMS-08 Purchasing Procedure.
ing information is documented
Purchasing Procedure, including and the

according to the QMS-08

Product Specifications.
Documented Informa@
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T —
f) *
6@

5.5.3 Verification of Purchased Products, Components or Activities @

5.5.3.1 General
The Company has established the QMS-09 Receiving Procedure for verification

ensure and provide
The Company maintains records of verification activities according to the

to

1 Control

of Documented Information Procedure. Q
5.5.3.2 Critical Purchases é
Verification activities for critical products, components and activities include: %
a)
b)
c)
5.5.3.3 Noncritical Purchases ? N
The Company determines conformance of noncritic@oducts, components or activities according to the
QMS-09 Receiving Procedure. \/
5.5.3.4 Records A%

b3
Records of verification activities and %able evidence of conformance are retained and maintained
according to the QMS-01 Control OQKBa'gﬁented Information Procedure (see 4.5).

5.6 Control of Prodé‘g@?ealization
<&

a@md the QMS-10 Production Procedure for product realization, which provides

o

5.6.1 General

The Company has
for:
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5.6.2 Quality Plan

The Company has established the to describe the processes of the 6@ :
including ) and the resources _s\

As reiuired bi Customer contract, the ilan addresses each of the following when combined Q
a) $

b)
c)

d)
¢)

The and revisions are
each configuration change is

5.6.3 Process Control Documents
Process controls are documented in

for processes,

5.6.4 Validation of Processe% A

The Company validates processes oduction and servicin

by subsequent

the Company chooses to outsource a process

The Company has es@ d the QMS-10 Production Procedure to address methods for review and
esses; including:

validation include, as a minimum:
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| [—

5.6.5 Identification and Traceability
The Company has established the Traceability Work Instruction to identify and trace

5.6.6 Inspection/Test Status
The Company has established the QMS-10 Production Procedure to

The Compan

O
%&d ure for

5.6.7 Externally Owned Property
The Company has established the QMS-10 Production

including
MS-10 Production Procedure

includes requirements for

Records for the rol and disposition of Customer-Supplied property are
retained and maintained (see 4.5) acco%lg\ to the QMS-01 Control of Documented Information
Procedure. . @

5.6.8 Preservation of P,r@t

rocedures are

and required
according to the QMS-10 Production Procedure and the QMS-11 Shipping

Procedure.

5.6.8 1@J> Storage and Assessment

\Qmpany identifies the requirements for
\The Company uses designated

To detect damage and/or deterioration,
according to the QMS-10 Production

Procedure using the Storage and Assessment Internal Audit Report Form. Records of the results of
assessments are retained and maintained (4.5) according to the QMS-01 Control of Documented
Information Procedure.
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5.6.9 Inspection, Testing, and Verification

5.6.9.1 General

The Company has established the QMS-10 Production Procedure for inspection, testing and verificati
methods to rocedure inc

Records of required inspections and testing are retained and maintained (5.6.9.4) according to
01 Control of Documented Information Procedure. 6

5.6.9.2 In-Process Inspection, Testing, and Verification Q)
The Company inspects, tests, and verifics #
according to the applicable Quallty Plan (5.6.2) and/or the QMS-10 Prodl% Procedure (5.6.3)

Evidence of conformity with the acceptance criteria is retained and maintain ording to the QMS-01
Control of Documented Information Procedure.

5.6.9.3 Final Inspection, Testing, and Verific

The Company performs product and component final 1nspect10 ; esting according to the applicable
Quality Plan (5.6.2) and/or the QMS-10 Production Pr% e (5 6.3) to
Petsonnel other than

In-process and final inspection and testing ma

such as
retained and maintained according to the QMS-0

)

Bridence of conformity with the acceptance criteria is
ontrol of Documented Information Procedure.

5.6.9.4 Records . Q}

Records of required inspection, te , verification methods and final acceptance are retained and
maintained (4.5) according to the\ -01 Control of Documented Information Procedure.

5.6.10 Preventivé/Maintenance
The Company has estdbli

in product realizatq i
c

e is based on one or more of the following:

d a Maintenance Procedure for preventive maintenance of equipment used
uding TMMDE.

Preventive maj

The procedure identifies requirements for:

a)
b)
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o I

Records of preventive maintenance are retained and maintained (see 4.5) according to the QMS-01

Control of Documented Information Procedure. @

5.7 Product Release
The Company has established the QMS-10 Production Procedure to ensure

unless otherwise
Records are retained and maintained (4.5) according to the
Procedure to enable

and, where applicable,
MS-01 Control of Docume

5.8 Testing, Measuring, Monitoring, and Detec&\ Equipment
(TMMDE) \Q
5.8.1 General \'%

The Company determines the use of testing, monitoring and

according to the QMS-10 Production Procedure.

Equipment that is provided from
controlled according to the QMS-15 Calibrati

5.8.2 Procedure
The Company has established the

determined by the QMS-10 Pr
the Maintenance Procedure
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5.8.3 Equipment

Testing, measuring and monitoring equipment are to:

Computer software

of specified requirements.

5.8.4 TMMDE Equipment from Other Sources

When the equipment is provided from a source external to

When control of TMMDE is
apply the following requirements from APl Spec Q1:

6\
N

5.8.5 Records \(O'

isttry of TMMDE that includes

The Company maintains a
When control of

according to the QMS-01 Control of Documented
Information Procglure®”Records of results of calibration and accuracy verification are retained and
maintained (4.5) 6 rding to the QMS-01 Control of Documented Information Procedure.

5.9 C@&I of Nonconforming Product
S.Wrocedure

@.1 General

he Company has established the QMS-14 Control of Nonconformities Procedure to
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5.9.1.2 Nonconforming Product During Product Realization
The procedure addresses nonconforming products, components and activities identified during product GQ} :

realization that includes controls for: @

a)
b)
&O&
5.9.1.3 Nonconforming Product After Delivery Qg

The procedure also addresses nonconforming products and components that are i@&ﬁed after delivery,
which includes controls for: 6

L.

c)
d)

2.

5.9.2 Nonconforming Product \>/

The Company addresses nonconforming p%dugts, components or activities by performing one or more of
the following:

The Company hag ¥§tablished the QMS-14 Control of Nonconformities Procedure to include release of
product/compdnent *under concession. The evaluation and release under concession of nonconforming

that do not satisf is
permitted| \when |

5.9.3 Releaseéf%b conforming Product Under Concession

provided that:
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5.9.4 Customer Notification of Nonconforming Product

The Company notifies Customers of products and components that
The Company maintains records of notifications (4.5

according to the QMS-01 Control of Documented Information Procedure.

*

5.9.5 Records

Records of the nature of nonconformities, consessions and subsequent actions are retained and
4.5) according to the QMS-01 Control of Documented Information Procedure, that in

5.10 Management of Change (MOC) C'OQ’
\@

el

ormation Procedure (5.10.2).

5.10.1 General

The quality management system is maintained at its authorized revisi
according to the QMS-01 Control of Document

For each quality management system change, the Company ap
the QMS-02 Configuration Management Procedure, which considers:

a)
b)
¢)
d)
e)

5102  MOC Applicat'g@b
The Company uses the Manag@t of Change (MOC) process that is defined in the QMS-02
Configuration Management dure for changes that _

510.3  MOCNptification

ﬂhents change orientation
le Engineering Order, which includes

5.1 0.4\ Records
Th @pany retains and maintains records of Management of Change (MOC) activities (4.5) according
Q\ MS-01 Control of Documented Information Procedure.

OOQ
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6.0 Quality Management System Monitoring, Measurement, .
Analysis, and Improvement ‘\6*@

6.1 General

The Company has established the QMS-04 Management Process Procedure to
that are needed to
to the requirements of APl Spec Q1, and to

Quality management syst
measurement, analisis and imirovement include

6.2 Monitoring, Measuring, and Improving

6.2.1 Customer Satisfaction %

The Company has established the QMS-04 Management Process P@u
I i ddresscs .

\\

o C) .
Records of the results of Customer satisfaction\@ormation are retained and maintained (4.5) according to
the QMS-01 Control of Documented InfoQaI\ion Procedure.

6.2.2 Internal Audit ‘\Q

N
C‘){b'

6.2.2.1 General

and conforms to the

Processes defined as critical to product realization are -
management system are audited
The Company identifies to

conform to the requirements of APl Spec Q1.

Outsourced activities that impact

are included as part of the internal audit.

6.2.2.2 Performance of Internal Audit

Audits are performed b
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is implemented .
MS-01 Control of Documented Information

are audited in -
All processes of the quality management system $

O
O

are retained and maintained according to the
Procedure (4.5). When a
conjunction with
are audited prior to

6.2.2.3 Audit Review and Closure

The Company processes nonconformities on an
Authorities for the area being audited
according to the QMS-13 Corrective Action Procedure (6.4.2). The results,#internal audits
and are reported
according to the QMS-04 Management Process Procedure (6.5). Records of inte
and maintained (4.5) according to the QMS-01 Control of Documented Inform

audits are retained
rocedure.

6.2.3 Process Evaluation - Value-Added ’&

The Company performs internal audits and management reviews

| according to the QMS<12 Internal Auditing Procedure.
When planned results

according to the QMS-14 Control of Ngn oriformities Procedure and the QMS-13
Corrective Action Procedure.
@)

N/

agement Process Procedure

6.3 Analysis of Data

The Company has established the QMS-04
to demonstrate

The analysis includes

@rrmation relating to:

The data analysis output provide:

mpany uses data to evaluate
according to the QMS-04 Management Process Procedure.
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6.4 Improvement

N
6.4.1 General ‘\

The Company continually improves the effectiveness of the quality management system through the

according to the QMS-04 Management Process Procedure.

6.4.2 Corrective Action

The Company has established the QMS-14 Control of Nonconformities Procedure
Corrective Action Procedure to address

Corrective actions are appropriate

The procedure identifies requirements for:

actions and their effectiveness are retained and maintained (4.5)

Records of the activities for c01s1'N
Documented Information Procedure.

according to the QMS-01 Cont

6.5 Managem@ewew

6.5.1 Genera

12 months to
The review includes
including the

Input Requirements
e input to management review includes:

K

b)
c)
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d)
e)
f)
2)
h)
i)
j)
k)

o
N\
S

)
6.5.3 Output Requirements

The outiut from the manafement review includes

The summary assessment includes:

Records of management
the QMS-01 Control of Documented Information

Top management reviews and approves
reviews are retained and maintained (4.5) accord

Procedure.
b
K
o
Left blanl@&onally
$q
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7.0 Key Realization Processes/Interactions Q"
S
O
©

O
N
QO
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8.0 AQuality Objectives

nNigry |
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1.0 PURPOSE OF DOCUMENT AND RECORD CONTROL

rocedure defines the requirements for

The following documents are not subject to this procedure: 6$

2.0 THEORY A

Documents must be controlled
This ensures

\\\
3.0 DOCUMENT TYPES

3.1.  Quality Handbook: this document

3.2.

QMS Procedures: thesi@
I

s provice [
ity Handbook includes references to the applicable QM
procedures. . (b'
Inspection Instructior@) ese documents are
requirements from

3.3.

Q@) QUALITY HANDBOOK
1. Establishing the Quality Handbook

The Quality Handbook is established

This document expires 1 day after printing unless marked "Released".
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4.2. Review and Approval of the Quality Handbook

The Qualty Handbook 1 [

4.3. Distribution of the Quality Handbook b@

The Quality Handbook is I

The Document Control Center ma

In some cases, a hardcopy of the Quality Handbook
Each employee must

4.4. Change Control of the Quality Handbook

Changes to the Quality Handbook are not subject to
# equests for

according to the QMS-04 Manag@ nt Process Procedure.
IMPORTANT:
The qualit

5.0 QUALITY M@GEMENT SYSTEM PROCEDURES
i rocedures

QMS procedures _sho

and Approval

roval is indicated by

3. Distribution

QMS procedures are distributed

The Document Control
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In some cases, a hardco

5.4. Change Control

Changes to QMS procedures are

6.0 GENERAL WORK INSTRUCTIONS 66
6.1.  Creating New Work Instructions <

Where necessary, work affecting qualit

, hew work Instructions are
Work instructions should be create

Work instructions should include,

NOTE REGARDING JOB SPECIFIC WORK INSTR

6.2. Review and Approval .\@

Work instructions must be review

6.3. Distribution
General work i

6.4. Change Control

Changes to general work instructions are
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7.0 INSPECTION INSTRUCTIONS

7.1.  Creating New Inspection Instructions

New inspection instructions are

Inspection instructions should be created as soft files (i.e., MS Word, etc

NOTE REGARDING JOB SPECIFIC INSPECTION INSTRUCTIONS: $

inspection instructions that

7.2. Review and Approval

Approval is indicated b

7.3. Distribution

Inspection instructions are distributed
The Document Control

In some cases, a hardco of the inspecti nstruction ma

7.4.  Change Control N
Any employee may requ g’

8.0 FORMS

8.1, ~XCreating New Forms

F@undergo a streamlined creation and control process. Any department manager or area
isor may develop a new form for use in their area. The form should be created in
oftware format (MS word, Excel, etc) and then

Forms are
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8.2. Review and Approval

Forms may be reviewed and approved b

It is the appropriate manager's responsibility to

8.3. Distribution 6

Forms are made available through the Company's internet server, intranet or,
Center. These may be

ument Control

8.4. Change Control

Any employee may submit a Request for Change to
Revised forms go

9.0 EXTERNAL DOCUMENTSQo

91. Some external (third party) standards\or specifications may be maintained on file without

This is

9.2.  Third party specifidfions and engineering drawings, including those of the Customer,
are controlled ac to the QMS-02 Configuration Management Procedure.

Where control of an al document is deemed necessary, they shall

0.0 PERIODIC RE-EVALUATION OF DOCUMENTS

OQ The entire set of quality documentation is subject to continuous improvement. Change control
C) documents are filed as needed to request changes or updates.
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11.0 CONTROL OF RECORDS

A record is

Records must remain legible, identifiable, retrievable and be retained a

maintained for a minimum of

Records that originate from internal and external activites

See below for the controls and responsibilities needed for identification, collvp, storage,
protection, retrieval, retention time and disposition of records.

11.1
11.2

11.3

1

Q\
11.12
C)O

11.13
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APPENDIX A: RECORD RETENTION MATRIX

Required Record

Minimum
Retenticn

Company

Record Location

or Document Controller

Type |

Calibration records

Contract review
records

Control of
nonconformities

Corrective actions
Design change
records

Design input
records

Design review
records

Design validation
records

Design verification
records

First Article
Inspection
Internal audit
records

Lost, damaged or
unsuitable
Customer property

Management

review meeting
reports Q

Record of Q‘

realization pretess

Record &@Iease of

per)éonmponent

N\
i@lier evaluation

O’ raceability
records

Training records

)
BMEIEN B llll[@!lllll.
<o
||

4
S

<

LT T
Qg
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1.0 PURPOSE 6@ .
\)

and components produced by the Company's configuration management activities include t

This procedure defines the requirements for the management of the configuration of products
following: @

2.0 THEORY Q)

Part configuration includes a variety of aspects of a g
Because a

been developed based on practices defined in

3.0 CONFIGURATION D CWENTATION

5
3.1.  The current configuration‘o@ iven part is identified through applicable technical

documents. N
These may include, but are n (@ﬂ\ed to:

3.2. XQII such technical documents are developed by Engineering and approved by the CCB.
(S%Qection 4.0) They are then controlled according to this procedure.

'&\3 The baseline documentation is entered into a database that maintains current data for
vaery configuration item. As new configuration items are generated, a laced in the

OQ release system, they are

e database may be used to generate Ists that may be a
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on iiuration accountini lists and reiorts mai be ienerated by

3.4. Configuration documents, Customer data and intellectual
documents received by the Company are

roject personnel are responsible for

<
4.0 CONFIGURATION CONTROL BOARD (CCB) \A

4.1. The Responsible Engineering Authority (REA) and Quality
which has full authority and res

by the CCB that affect configuration

&

4.2. The Chairperson of the CCB is any specifi ember dependent upon the

circumstance. \
The Customer may be invited to attend CCB meetin \
4.3. The CCB serves as the

4.4. CCB responsibilities include:

k'

. % |
o@&\
O °
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4.2.1 As-Built vs. As-Designed Configuration

The 'as-designed' configuration for each integrated system is contained in a database@r each
serialized subassembly or assembly a listing of the current 'as-designed' co@uration is
prepared at the time a release to build is processed. This configuration listing 43 wsed as

Responsible Authority acceptance of the As-Bull{RPayts List is a pre-requisite to

\ ANy subsequent changes or rework

5.0 BASELINE MANAGEME €J

51. The Company may establish a configiration baseline to identif

5.2.  All descriptions of th elines used to state product and component performance and
design requirements are céa?ned in configuration documents.

5.3.  For configur anagement purposes, four major baselines may be required as
discussed below.

5.3.1. -Reles Baseline:

.3.2. Functional Baseline:

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released". Form Rev: Ori
PAGE 6 of 15 Date Printed: || e




OOQ

QMS-02 Configuration
Your Company Name Management Procedure

API#: xxxxx Rev: Orig

At the Functional Baseline, the configuration management system is operating and the released
documents have described the following:

N

. Allocated Baseline:

These include:

Deliverable Goods Baseline:

This baseline prescribes:

changes serve as

Order according to the Change Processing section herein to

integrate
5.4. aintenance

ished, the baselines serve as the approved departure points for updating by
the CCB. The baselines plus the

Once e
incor&@tion of changes that have been approved b
appraved changes represent

The Document

Center ma
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The release of a technical document requires that it be placed into the normal control system for
configuration documents. The release system is shown in Figure 1, which...,

Figure 1: Release System Flowchart

5.5. Document approval is indicated by any of the following methods:
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5.6. The Document Control Center prepares the release package after insuring

Documents are controlled so that the

information on them is

6.0 CONFIGURATION CHANGE CONTROL

6.1. Configuration change control is the process of

6.2. Change control is vested in the Configuration Control Board. Any e

Approval of the andatory to permit

urther action on a proposed change. \

6.3. Joint chani;e control authority is established _

6.4. Evaluations of changes include
The need for the change is justifi

6.5. The evaluation will take into considerati

6.6. All associated changes
on the Engineering Order,
form. The evaluation by t

Redlined tethn

ected hardware items or computer programs are included
ering Change Proposal or Request for Support (RFS

al documents may be used i

6.7.

Changes to the configuration are implemented after approval of engineering changes,

deviatio waivers. The definition for each is as follows:
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6.7.3. Waiver:

6.8. Change Classification

6.9. Chan'g%%plementation

The CC ovides a complete description of the effort required to accomplish the approved

6.9.1. All approved changes are implemented under the guidance of the configuration
management function.
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6.9.2. Configuration Management maintains approval records for all configuration changes.
These records identif

6.9.3. The Responsible Authority that originally approved applicable documents verifiesg

The Responsible Authority asserts

6.9.4. The Document Control Center may retain older hardcopies or softcepigs for historical
purposes, but these are not

uperseded documients ma
e Responsible Authority qienitors, controls and records

6.9.5. During the evaluation of the ECP, EO or RFSythé CCB determines

6.9.6. The CCB provides a complete descrip r; of the effort required to

Engineering changes ate {ully documented on an Engineering Order (EO) or
All proposed
changes are evaluated b e OCBYprior to iImplementation and the signature approved EO or

@)

6.9.7. Deviation:

6.9.8. Waiver:

When a request for waiver is

Once approved, the configuration

OQ 6.9.9. Supplement Releases: All changes require the processing of an Engineering Order

@)

ocuments are
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6.9.10. Upon accumulation of five

6.9.11. Proposed Class | engineering changes are approved by the CCB and are

A summary of the change control flow and resulting actions is shown in Figore 2.

Figure 2: Change Control Flow

)

6.9.12. Re-identification Practices

Part numbers are changed whenever

a new part number is created or
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—

6.9.13. All deliverable items are fabricated and assembled according to the configuration
defined by the appropriate engineering drawing and its authorized changes.

6.9.14. No oral instruction or other random or unwritten authority is accepted in place of

documents ma

SUBCONTRACTOR AND VENDOR CHANGE@\

those subcontractors having a funded design effort are

For all vendors used by su

7.3.  Suppliers and vendors are controlled accordi&(’o the Purchasing Procedure.

8.0 MANAGEMENT DIRECT \E$
Cﬁ/bﬂ

8.1.  Management members of the C B issue their binding policies, procedures and
directives to personnel within their excl siv\e organization in the form of a Bulletin.

8.2.  The Bulletin is completed
accepted form of corresponden

uired by individual format. The Bulletin is the onl

A Bulletin cannot cause

9.0 COb& URATION RECORDS AND REPORTS
S

The following+Hsts are revised as required to include the latest configuration status of listed
documer@)ependent upon contract requirements, records and reports may include:

9.1s ’\Irumerical lists:

Indentured Lists:
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9.3. As-Built Parts List:

EO Status:

Data Lists:

9.6. Configuration Account Record for Integrated Systems: A configuratioh account record is
produced for integrated systems that are assembled and tested by i€ Company. The record
identifies

Prior to environmental testing and\priar to final acceptance, the integrating
activit

tarting with the integration of the fixst/component, the configuration account record
is maintained b

9.6.1. Configuration Item Identific?t' ébort: As part of acceptance for an integrated system,
for each configuration item, a reyj the 'as-designed' configuration is made and compared
with the 'as-built' configuration ifferences are

Is report precisely identifies
the configuration item a@e art of the Configuration Item Data Package.

9.6.2. As-Built vs.
integrated systemi j

signed Configuration: The ‘'as-designed' configuration for each

configuration listing is used as the 'As-Designed Parts List' baseline
record the initial CCB approved configuration. During the workflow,
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10.0 PRODUCT/COMPONENT AND TEST SOFTWARE
CONTROL

Production of software for integration into deliverable goods is controlled according to \

Revision control is applicable to software programs that are 13\%,§
i >
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1.0 PURPOSE 6@ .
\)

This procedure defines the requirements for the management of the configuration of deliverable$

goods produced by the Company's configuration management activities include the following: i

[ ]

- I —
.

The following are not governed by this control

rocedure:

2.0 THEORY ’\\0)

Part configuration includes a variety of

This procedure has been developed l@g}gn practices defined in || G

&
3.0 CONFIGURATIQ&%OCUMENTATION

3.1.  The current configu@}bn of a given part is identified through applicable technical
documents.
These may include,

not limited to:

3. \{\AII such technical documents are developed and a

Y

3. Configuration documents, Customer data and intellectual and external

ocuments received by the Company are
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4.0 CONFIGURATION CONTROL BOARD (CCB)

4.1.

Responsible Authorities (RA) serve as the Configuration Control Board, which has full

4.2. CCB responsibilities include:

5.0 CONF@

51. Evaluati

All associated changes and affected hardware items or computer
The evaluation by the CCB includes

/
GFSHON CHANGE CONTROL

f a change in configuration for a deliverable item takes into consideration .

Redlined technical documents ma

programs are included
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5.3. Types of Configuration Change
Changes to_the configuration are implemented after || R 6@
_ The definition for each is as follows: N\

5.3.1. Engineering Change:

*

5.3.2. Deviation:

5.3.3. Waiver:

5.4. Change Classification ‘@Q

eﬁher Class | or Class Il. The change
ineering Order, which serves as

Changes in configuration are classified by the CCB
classification assigned by the CCB is entered on th

Implementation

5.4.1. Class | Changes .
,

The engineering change is classifiedras Class | when it affects one or more of the following:

*

\\

4.2. Class Il Changes

OQ Any change that does not fall within the Class | definition is a Class Il change. Class |l changes
@) a2 g I
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5.5. Change Implementation

5.5.1. The Responsible Authority that originally approved applicable documents verifies that

The Responsible Authority asserts

changes have been

5.5.2. Superseded revision levels of electronic documents are

uperseded documents ma

5.5.3. Proposed Class | engineering changes are approved b CCB and are submitted to
the Customer in the form of an Engineering Order (EO) or uired by contract. A Class |
Engineering Change is

etermination of need for all

Document approval is indicat ‘ény of the following methods:

6.0 SUBCONTRACTOR AND VENDOR CHANGES

6.1.  Supplier an or requests for change are controlled according to the QMS-08
Purchasing Pro@u .

7.0 PROfUCT/COMPONENT AND TEST SOFTWARE
CON

Revistcontrol is applicable to software programs that are used for operation of production
an equipment.
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The risk mitigation and planning process uses information from risk identification, $

assessment and analysis to formulate response strategies for key risks. Common
sratcgiesarc [ " ;2>
and planning exercises must be documented in an organized and comprehensi{d
fashion that clearly assigns responsibilities and delineates procedures fo

mitigation and allocation of risks. Common documentation procedures {
include

1.0 Purpose Q"
S

risk miti

S
2.0 Objectives of Risk Mitigation?}d Planning

The objectives of risk mitigation and planfiing are to
The process identifies

It ensures
The owner of the risk could be

Three key questions can be posed for risk mitigation:

O
%ﬁ?& inderstanding of these three questions is critical to risk mitiiation and risk

An understanding of questions 2 and

Page 4 of 29
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3.0 Risk Response Options 6

Risk identification, assessment and analysis exercises form the basis for soun

response options. A series of risk response actions can help to
“ A response may be the following: 6

Avoidance

Q iven a clear understanding of the risks, their magnitude and the options for
OO response, an understanding of project risk will i

Page 5 of 29
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The understanding will _ 6@ ’
\)

4.0 Risk Planning $
RS

Risk planning involves
Risk planning is
for the management of risk:

Risk planning is iterative and includes

For large projects or proj ith a high degree of
uncertainty, the result For smaller
repetitive projects, risk plannin

Planning begins by developing and ' ' . Early
efforts establish

This planning should also address

4.1 Riskﬁh ning Documentation
Each risk-plan should

9
¥

ungértainty will benefit from
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4.2 Red Flag Item Lists .
A red flag item list is created at the earliest stages of project development and .
maintained as a checklist during project development. It is * $
I ! projccs will requre . 05

comirehensive and iuantitative risk manaiement irocess. A red flag item 1ist6§n

Red flag items specific to API Spec Q1 requirements include: 6

a <
5 o

Risk assessment associated with product and componen@lity includes, as

applicable: A
O

*

risks and focus attention on
Issues and items that can

are identified in a list or red flagged and the list is

By listing itemgthat can|

Oc

casionally, items
The red flag item

considered risky are
list facilitates

list, these items will .

By maintaining

le list of risks in Appendix A. While this sample list can be used to

Page 7 of 29
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4.3 Risk Charters
The creation of a risk charter is a more formal identification of risks than the listing \GQ

of red flag items. Typically, it is
The risk charter provides 6

It also helps b

A risk charter is a document containing
It 1s similar to

It may contain
‘his method ma

The terms "risk

charter" and "risk register" have the sa eaning.

A risk charter is used as a managemavool to
It provides assistanc@jn

of a comprehensive risk management plan, the

risk charter can

The identified risks are listed with
The risk charter may

Page 8 of 29
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Two examples of risk charters are in Appendix B and C. The first example 1

The second example uses
The risk register contains

register adds

The risk

5.0 Formal Risk Management Plan \6)0
The strategy to manage risk provides the project §l with direction and basis for

lanning. The risk management plan should

Since the Company resources ' ier's ability to plan and
work the project affects risks, additi

The six primary steps in pro& tsk management are the following:
1. (%
. 9

in other areas to

C)O The following is a sample risk management plan outline:

.

PROPRIETARY INFORMATION
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p—
—_ O

Each risk plan should be

management plans provide

6.0 Risk Identification Process QO

The risk identification process begins with

but most identification
These 1ssues and concerns can

Appendix A contains
ical checklist.

Page 10 of 29
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The team should examine and identif

This 1s a practical way of

Risks are those events that

o
>

After the risks are identified, they should be
Classification of risks hel

Classifyin

risks also

ical risk identification che t shown above is
whic ‘\ vided in detail in
Appendix A. The following table provides a typival list of classifications with
alternate identified risks. g&

F JDENTIFIED RISKS

CLASSIFICATION

N
| I
Il

I
SN

A numf’ documents and tools are available to support the risk identification
proce:s\ e following table provides an example of project-specific documents,
documents and techniques available for risk identification.

%1 Risk Identification Tools and Techniques
roject risk can be identified multiple ways. At a minimum, the team should start

Numerous techniques are available to facilitate risk identification after

Page 11 of 29
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afterward, these risks

also serve as good tools for risk asse

suient, which is

Risk identification tools and techniqueq@i

DOCUMENTS

PROJECT-SPECIFIC

PROGRAM
DOCUMENTS

\,(o TECHNIQUES

™
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Risk identification is
The tools and techniques outlined

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".

Date Printed: Form Rev: Orig




QMS-03 Risk Mitigation and
Your Company Name Planning Procedure

API#: xxxxx Rev: Orig

herein should support the risk identification process, but o
e —————— O

6.2 Risk Allocation G@
The rigorous process of risk identification, assessment, analysis and mitigation \\

allows for a more transparent and informed allocation of project risk. When (SR
are understood and their consequences are measured,

In theo

, best value is achieved b

However,
| The judgment ¥eguired by the Company is

how

The Company is more likely to accept risks)where|

Whether the contract is for
it defines the roles
and responsibilities for risksNR¥k allocation in any contract affects

The contract is the vehicle for

N/
Best practice: <

ooal of an gpfi

they will realize

OQ The rigorous process of risk identification, assessment, anal

C) allows for

When risks are understood and their consequences are measured,
Page 13 of 29
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ol
N

The objectives of risk allocation can vary depending on unique project goals bu 6

four fundamental tenets of sound risk allocation should always be followed: Q)

6.2.1 Allocate Risks to

A fundamental tenet of risk mana

For example, the risk of

v

Following this principle of allocatin \l{e risks to

Because of the advantdges and disadvantages associated with efficient and
equitable allocation of risk,

1S essential
and these
For instance, if the Customer
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o
N\
S

irocess and referred to for any important

6.2.3 Risk Sharing

The concepts of risk sharing

However, the term risk sharing can be

somewhat misleading. In realityg instead, exposure to the
Risk sharing is clearl
| For exampl€)a risk that is commonly shared is

In this situdtion, the Company is]

Co nication among parties is a key to any sharin
' ing provisions should be

Page 15 of 29
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6.2.4 Risk Allocation in Alignment with _

The ultimate goal of risk allocation should be GQ
For example, \

6.2.5 Risk Allocation Matrix 6

Perhais the most widely used tool for risk allocation is

provides clear

Example of risk allocation ma.t{@

RISK b ARTY RECOMMENDED TO HOW RISK IS ASSIGNED OR
‘ ASSUME RISK MANAGED

/

X
&trices are
AD endix D

The matrix is also applicable to

Allocation

D

risk allocation matrix.

provides an example

OQ 0.2.6 Innovative Contracting Tools and Techniques

CJ The contract is the vehicle for risk allocation. The contract provisions determine
risk allocation, which in turn affects [ TS

Page 16 of 29
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Innovative contracting techniques provide a means to

The following table provides a list of innovative

these non-traditional techniques and

*

S

Innovative contracting approaches for risk allocatiglx

| The Company can.davelop

6.2.7 Contingency Co

rations

Any party assumi 1sk must be prepared for

to complete a project - see Appendix E.

An option that is not often exercised is

Page 17 of 29

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".

Date Printed: Form Rev: Orig




QMS-03 Risk Mitigation and

Your Company Name Planning Procedure

Rev: Orig

API#: xxxxx

In an example, the Company could
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©

This incentive Woul®
X\
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Appendix A - Risk Identification Checklists - Red-Flag List
1. Project Management Risk Document Checklist

ol
O
Risk management reports vary depending on 6
The following are examples of risk management documents and reports&\

that may be useful: &0

@G
S

o
2. Sample Red Flag Item List (adjust list as required)

s O

Page 19 of 29
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3. Miscellaneous ChecKklist
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Appendix B - Risk Charter

Project Risk Charter Management Plan (Example) @Q}
Double-click to browse Excel spreadsheet G

= T —— W e e
— - e
o
2)
@
&2

4\\
R
C)O See legend below...
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Appendix C - Risk Register
Project Risk Register Management Plan (Examples)

Double-click to browse Excel spreadsheet

o
N\
S

Risk 1 Positive between 25% (0.25) Triangular Triangular
Cost and l @ -
Schedule (i.e.
Risk 2 Legal or 10% No Significant No Significant 2 mos.
Regulatory Effect Effect
Approval

Q
Q
@D'B

NI
L@ank intentionally
O

cP@
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Appendix E - Critical Elements Risk Assessment

-

@0
©
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1.0 PURPOSE Q"

This document defines the Management process, including or making reference to procedures \6
for the various activities within the Management process.

2.0 THEORY x\é

The Company believes in "intelligent management," which enables the Companya‘é%Qake
decisions based on facts, data and verifiable evidence. Intelligent management;e es the

need to make decisions based on personal opinion, whims or mood and ens results of
decisions are measurable. Q

3.0 MANAGING AS A PROCESS (?@

The Company recognizes that it has to manage processes identifie, @)t e quality handbook;

however, management itself must also be treated as a . This'means that management
activities must have
The Company must consider the results o
to determine if

The process map in the Appendix identifies how g\nagement is treated as a process and
provides an overview of how management is perform

*

Management is responsible for implementati and application of the following QMS
requirements: \/
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4.0 PROCEDURE: MANAGEN@T REVIEW

4.1 The management of the Compan rms formal management review of the Qualit
Management System a minimum of to ensure
The minimum attendance for Management

4.2 This review sha

attention to

4.3 es of the meetings are taken and maintained. The Management Meeting Report
Te@@e may be used as a guide for the records or may be completed and retained as the

$$ The Management Review meeting should include analysis of the following inputs:
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4.5

Management shall use action items or the corrective action system to

This includes

ee the QMS-13 Corrective Action Procedure.

N
4.6 Management shall determine internal issues that affect its ability to achieve Qded
results, which may include, but are not limited to: E $

&
N
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4.7 Management s
results, which may i

/
determine external issues that affect its ability to achieve intended

but are not limited to:
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4.8 The Management Review meeting outputs are approved by top management and
include the following topics in a summary assessment of the effectiveness of the quality GQ}‘
\>

management system: $
RS

5.0 PROCEDURE: MEASURING AND MONITORINquG
PROCESS OBJECTIVES N

5.1 Each process identified in the Quality Management System haséﬁ\ast one objective.
The objectve '

5.2 Each process objective must be

5.3  Top management will assign #
5.4 Throuihout the year, assigned managers qsb\ aff _

55 During Management Review, the data

5.6 When a process does not according to the

QMS-13 Corrective Action Proce

57 The current recorded in the

management meeting report.*| section 4.0 above.

5.8 Over time, mana grft shall assess
If not, corrective action shall be

taken according to t S-13 Corrective Action Procedure.

6.0 PR%@JURE' INTERNAL and EXTERNAL
A

COM TION
al communication is an important facet of the way the Company does business.
By iS\we mean that information must be able to flow in all directions, from top management

th hout the Company and from all employees back to top management.

@e ollowing methods are used for internal and/or external communications:

QQ
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0
6.2

6.2.1 Confidential Company Info

External communications that are releyva

O

*

but engineering personnel generally would not

This is not intended to

it Is Intendead

to the quality management system are limited

Only Authorized Responsible Authorities may communicate about the Company or its business,
or communicate as a representative of the Company, with any of the following External Parties:
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Only Authorized Responsible Authorities may communicate about the (
or communicate as a representative of the Company on

6.2.1.2 Written Company Information
All Written Company Information must conform to
All Written Company Information must

7.0 PROC Iﬁ? : RESOURCE MANAGEMENT

71 The ma ment of resources is a critical component to the management activities of
the Company\Resources requiring such management includes:
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APPENDIX A: PROCESS MAP

MANAGEMENT

*&

1

N
INPUT from other processes INPUT from other %@Gses

O,

o]

.
-

A 4
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1.0 PURPOSE

This document provides an overview of the responsibilities and authorities for key positions - 6@
within the Company. N\

2.0 THEORY \6

It is important to define the responsibilities and authorities of key positions so that em ees
understand their work and the relationships they have with other positions within th% any.

3.0 RESPONSIBILITIES & AUTHORITIES %8
3.1 Operations Manager é

The Operations Manager is responsible for

3.2 Quality Manager

The Quality Manager is responsible for

ager is responsivi for

The Facilitie@

3. Production Manager

ﬁ‘he Production Manager is responsible for

o
3.5 Business Manager

T i g oo or

PROPRIETARY INFORMATION This document expires 1 day after printing unless mefrked Released". Form Rev: Orig
Date Printed: -




QMS-05 Responsibilities and
Your Company Name Authorities Procedure

API#: xxxxx Rev: Orig

3.6 Product Managers

The Company utilizes Product Managers for
Product Managers are responsible for

Product Managers are responsible for
includes consideration for:

3.7 Administrative Assistant

The Administrative Assistant is responsible for

3.8 Accounting Manager

The Accountini Manager is responsible for_

3.9 Environmental Health & Safety anager

This position is responsible for

These duties include

are responsible

roduction Operators

ction operators include
Operators are responsible for

Operators are required to
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3.12 Internal Auditors

Internal Auditors are responsible for

3.13  Shipping Personnel \

ing personnel are responsible for

3.14 Human Resources Staff \A

Human Resource staff is responsible for

3.15  Purchasing Staff
Purchasing staff is responsible for
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INTRODUCTION TO TRAINING PROGRAM Q"
This training program document contains the policies and procedures the Company \6

uses to determine its training requirements and to develop its training progra
The training program ensures

The contents in this manual ensure
This manual

The Company controls\'s document
according to the QMS-01 Control of Documented Infor n Procedure.
All training record forms are

The Company uses a closed loop system to

The Company's training program consists of the fo&\%g basic components:

1.0 BA ROUND

Person rforming production processes are
All other Employees may be trained according

e Company has separate areas of study for the following staffing categories:

OQ Technicians and other individuals performing fabrication, maintenance, preventive
C) maintenance or alteration tasks such as:

.
.
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(YOUR COMPANY NAME) Date Printe d:- Form Rev: Orig




QMS-06 Training Program
Your Company Name

API#: xxxxx Rev: Orig

@o
O

The Company's needs assessment is

2.1 Overall Needs Assessment.

To determine its overall training requirements, thé
managers of each technical area

This needs @ssessment results in

Appropriate training is

individual courses/lessons fistructors are
The Co continuously evaluates its overall training needs;

mp
however, the Company v&/ise the training program:

¢ When
When

The areas of study,

N\
2%\dentification of the Training Needs Assessments.

N
c}§§

ompany may identify additional training needs through:

(YOUR COMPANY NAME) This document expires 1 day after printing unless mefrked Released". Form Rev: Orig
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The Responsible Authority ensures

The Responsible Authority is also responsible for

2.1.b Changes to Work Scope.

Whenever the Company changes

2.1.c Annual Training Program Review.
An annual review of the training program

rt, of this annual review, the Company

pany makes changes that are required to

2.2 Individual Ne Xssessment.

Whenever the Com hires a new Employee or transfers an Employee to a task
assignment, an

Courses of

lly, an assessment is
An initial assessment of new Employees is

The Company measures
Each Employee is

(YOUR COMPANY NAME) This document expires 1 day after printing unless mefrked Released". Form Rev: Orig
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Employees being assigned to new tasks

The nature
Company's work scope lends itself to
— O
3.0 COURSE DEFINITION W

The Responsible Authority outlines training requirements for theé &vidual based on
| 0

An area of study is developed to

The areas of study define

While defining the course or lesson

W following information is documented, as
appropriate:

This includes

(YOUR COMPANY NAME) This document expires 1 day after printing unless marked "Released".

Date Printeq: [ L """ 0"




QMS-06 Training Program
Your Company Name

API#: xxxxx Rev: Orig

3.1 Indoctrination Training

Indoctrination training is provided to all new Employees within
but is not limited to the

RS

@o
©

following courses:

3.2 Initial Technical Training QQJ

The Company hires personnel
All new Employees are

3.3 Recurrent Training \\

Recurrent Training is
Recurrent training may include

3.4 Remedial Training

| Remegdia)*Training may consist of

’
4.0 SELECT OF TRAINING METHODS AND SOURCES

Using the info tion developed during the course definition phase, the Company

mpany uses all training sources and methods available to

The Company uses various methods to train
its Employees, which may include but are not limited to:

OOQ
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The information required by

Training Instructors or subject matter experts are

Subject matter expertise is established by

<
5.0 TRAINING DOCUMENTATION Q

The Responsible Authority ensures training records are gener% and maintained
for all Employees that establish each individual is capable {@ rforming assigned
tasks.

The records include

N\

All documents showing proof of any of the afofementioned training are |||z

Any Employee may

The Company retains and@ntains a hard copy training record and an electronic
file for each Employe G,he hard copy training file contains,

6.0 I\@ASUREMENT OF TRAINING EFFECTIVENESS

|n|ng department

he Responsible Authority

The Responsible Authority
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1.0 PURPOSE Q"
This document provides details on the Company's training program and requirements. \6

2.0 THEORY \6

Employees can onl ’gsn
intends

erform their duties adequatel

3.0 TRAINING PROCEDURE
A

3.1 Hiring %

Employees are hired on their basis to

To accomplish this, potential candidates are compared a he requirements of the QMS-05

Responsibilities and Authorities Procedure as wel

v

%to their position and undergo initial indoctrination and
yee to the Company's general requirements, benefits,
es. In addition, new employees undergo training according
rovides awareness of

3.2 Initial Indoctrination and Orientation

Once hired, new employees are assi
orientation. This introduces the el

hours, workplace rules and saf
to whi

3.3

Once an empﬁ% has completed initial indoctrination, they undergo on-the-job training relative
to their positiop. This training is

On the J raining

“The Company maintains a Training Matrix that

ecords of such training are maintained
rol of Documented Information Procedure.

€0
@.4 Additional Training

O At the discretion of management, additional training may be conducted at any time.

This may be necessitated b
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1.0 PURPOSE

This document defines the Proposal Development and Contract Review process including or - 6@
making reference to [ O

2.0 THEORY

The Company can onl

This process ensure

3.0 PROCEDURE

Customer needs and industr

trends, the Com considers

When addressin

Documentation is not required for

The Company determines
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4.0 PROCESS MAP

Proposal Development & Contract Review Process

-

y

"I
|

\ ) J

v

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".

Date Printed: -

Form Rev: Orig




API#: xxxxx

QMS-07 Proposal Development
Your Company Name and Contract Review Procedure

Rev: Orig

from previous page...

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".

Date Printed: -

Form Rev: Orig




QMS-07 Proposal Development
Your Company Name and Contract Review Procedure

API#: xxxxx Rev: Orig

from previous page...

@o
©

S i

This document expires 1 day after printing unless marked "Released".

PROPRIETARY INFORMATION Date Printed:

Form Rev: Orig




Your Company Name

o
N\
S

$O
PURCHASE ORDER REVI@,W

WORK INSTRUCTI
&
Origination Date: XXXXQ\'O)
N

Docum +  QMS-08-1 Purchase Order

Identifiet: Review Work Instruction
Dat&/ Latest Revision Date
ject: Customer, Unique ID, Part Number
. \\} 3 ocurTlent Draft, Redline, Released, Obsolete
(}(b' tatus:
< D.O cument Location on Server (if used)
Link:

R
N

Ab&&:}
Tsn% ocument describes the work instruction for reviewing purchase order
‘ontent.

cP@

PROPRIETARY INFORMATION This document expires 1 day after printing unless marke;;‘latle{el:)l:ia:teedd: Form Rev: Orig




Your Company Name

QMS-08-1 Purchase Order
Review Work Instruction

APT#: xxxxx Rev: Orig

REVISION LOG

Issue | Date Comment Author 4
0-0 QY

DOCUMENT CHANGE RECORD

Issue | [tem

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".

Date Printed: Form Rev: Orig




QMS-08-1 Purchase Order
Your Company Name Review Work Instruction

API#: xxxxx

Rev: Orig

1 L

2.1

&

\

2.2

\

h
Y

2.4

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".

Date Printed: Form Rev: Orig




Your Company Name

API#: xxxxx

QMS-08-1 Purchase Order
Review Work Instruction

Rev: Orig

2.5

&

)

\

\
S

4 L

Requisition or P.O. when justified:

PROPRIETARY INFORMATION

Add provisions for any one or combination of the following to the \\_

This document expires 1 day after printing unless marked "Released".

Date Printed:

Form Rev: Orig




API#: xxxxx

QMS-08-1 Purchase Order
Your Company Name Review Work Instruction

Rev: Orig

5.1

52

5.2.1

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".
Date Printed:

Form Rev: Orig




Your Company Name

o
S
O

&
PURCHASING PROCEDU@
o
(%)

Origination Date: XXXX ,&Q)

S
N

Document .
Identifier: v\&MS-OE% Purchasing Procedure
Date: . Latest Revision Date

Proje%‘ , Customer, Unique ID, Part Number
Documient

N Draft, Redline, Released, Obsolete
\\}ééocument
. \(O.

Link: Location on Server (if used)

@)
%,
R
Abstract: QQ

This do@qent describes the purchasing process.

X
)

This document expires 1 day after printing unless marked "Released".

PROPRIETARY INFORMATION Date Printed:

Form Rev: Orig




QMS-08 Purchasing Procedure
Your Company Name

APT#: xxxxx Rev: Orig
REVISION LOG
Issue | Date Comment Author

0-0 QY

DOCUMENT CHANGE RECORD

Issue | [tem

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".
Date Printed:

Form Rev: Orig




Your Company Name

QMS-08 Purchasing Procedure

API#: xxxxx

Rev: Orig

1.0
2.0
3.0
4.0
5.0
6.0

PURPOSE ...t s 4@

TABLE OF CONTENTS

THEORY ..o eeee e e e s e s oo ee s eesseeeeeeeeenen Q‘
PROCEDURE: SUPPLIER EVALUATION AND SELECTION..........ovvveoon.... @Q 4
PROCESSING REQUISITIONS AND PURCHASE ORDERS.................. 6 ............. 6
OTHER PURCHASING RULES .......ccoroovoeeoee oo seeseeeeseeseeeeees A o 8
PROCESS MAP....oooooooeeeeeeeeeeeeeeeeeeee oo eeeeee e 6@\ ...................... 10
<
&9&

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".
Date Printed:

Form Rev: Orig

*

@@

*



QMS-08 Purchasing Procedure
Your Company Name

API#: xxxxx Rev: Orig

1.0 PURPOSE

This document defines the Purchasing process including or making reference to procedures for *
the various activities within the process.

Note: this procedure a

2.0 THEORY €>

The purchase of materials

As a result, it is important

(/
3.0 PROCEDURE: SUPPLIER EVALUATIO%’\ND
SELECTION \(\&

3.1 All suppliers of ust be evaluated unless

3.2 Supplier evaluation is conducted by following the format on the Supplier Evaluation
Form. ¢

3.3 The Supplier Evaluation Form ensu

3.4 Once approved through the Ifer Evaluation Form, the Responsible Authority (RA)

will update the Approved Suppli q‘ .

3.5 The following ratings a suppliers:

*

Q Once entered into the Approved Supplier List, suppliers are

Q subject to

( Op 3.7 Using incoming (receiving) inspection results for product suppliers and Compan

emiloiee feedback on service iroviders, the Resionsible Authority (RA) ﬂ
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3.8 Using the results from combination of the following functions for
Responsible Authorit

roduct su

liers, the

@o
©

3.9 For suppliers providing product, incoming inspection results are recorded on\%‘éo
Supplier Performance Rating Spreadsheet, which calculates the Supplier’s current&q y

rating based on items received and items accepted. A new Supplier that rates 100% heir
st doivery S

3.10 If a new Suppli lier remains at

3.11 If any Supplier rates

3.12 If items are returned

3.15 During management review, the entir lier List is

-04 Management Process Procedure.

ion activities of externally provided processes,
and services when

Customer verification activiti erformed at any level of the su chain does not

Verification agti\ities include one or more of the following activities:
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o)

3.17  Critical Products, Components or Activities

When the Company or Customer identifies products, components or activities as
I - Corvery

according to the QMS-09 Receiving Inspection Procedure, an
I - ncloco:

The on-site Supplier evaluation is recorded\an the Supplier Survey Report, which is retained
and maintained according to the QMS%@ontrol of Documented Information Procedure.

3.18 Supplier Re-Evaluation

The Company determines su

Procedure.

4.0 PROC Q%G REQUISITIONS AND PURCHASE ORDERS
41 . - . .

Particular attention is

which may include

PROPRIETARY INFORMATION This document expires 1 day after printing unless mefrked Released". Form Rev: Orig
Date Printed: -

@o
©

When external provider test reports are utilized to verify externall rovided products, the
Company
according to the QMS-09 Recelving Inspection Procedure. \



QMS-08 Purchasing Procedure
Your Company Name

API#: xxxxx Rev: Orig

4

3 Resoonsiie_Authoriies ensure |
e

the purchase order defines

<

4.5 As applicable, purchase order information includes: %
a

g
h)

i)

S
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4.8 See the process map herein. C) ¢

5.0 OTHER PURC@ING RULES

5.1 In all instances, the i Department will

the Purchasing Department

The Operations Manager,
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55 The Purchasing Department will

5.6

5.7

The Purchasin

The Company will

Left blank intentionally

*

o°®

&

N\
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Department will not,
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6.0 PROCESS MAP

Purchasing Process
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1.0 PURPOSE Q"
This document defines the Receivini irocess incIudincI; —$\6
2.0 THEORY ~

Receiving is the first line of defense to
however,

Receiving inspection cannot

As o rocuitof ihe Compan #
\

3.0 PROCEDURE: RECEIVING ‘\\{\

&
4.0 PROC [@gE: RECEIVING INSPECTION

4.1 The inspéefor will receive the items and original paperwork from the RA and |||l

ctions are performed according to Appendix A or as required by
The results are recorded on

the purchase order is processed according to Appendix B.

O
<§§

C) Left blank intentionally
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PROCESS MAP

Receiving Process
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APPENDIX A - RECEIVING INSPECTION WORK
INSTRUCTIONS

Op 1: Acquire copy of Purchase Order. Perform verification
Examine the supply to

Op 4: Verify the Supplier is

If Supplier provides
If Supplier provides

Op 5: If the supply is
Op 6: Perform First Piece MechanieaVisual inspection on a

Op 7: SAMPLING PLAN: “/
Sampling plan ANSI Z1.4CAQL: 1.0 is required for

do not apply sampling plan for

Randomly seleét\tems for |

Op 8:yVerify |
Qb 8: Verity |
Q Dp 10: Verif
O then...

C) Op 11: Review all documentation
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Op 12: Verif

Op 13: When raw material is

For

Op 14: When product is

Op 15: Verif

Op 16: If the Supplier is

Op 17: Affix a

Op 18: Ifsuli

If the supply is |

Op M9 omplete

@o
O

perform the following activities:
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Op 23: Inspect

APPENDIX B - PURCHASE ORDER PROCESSING

Step

Closed PO's are subject to records control according to the
QMS-01 Control of Documented Information Procedure.
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1.0 PURPOSE Q"

This document defines the overall production process and includes or makes reference to the \6
procedures necessary for the process.

NOTE: The production process includes all QC inspections and tests within it. Quality is n@.
separate process. \

O
2.0 THEORY ®Q$

Production operations or tasks must be conducted under controlled conditions to e product
and component quality. A
By this we mean: é

: 2

[ )

[ ]

[ ]

3.0 PROBLEM RESOLUTION \\Q)

All employees are instructed to immediately notify a sponsible Authority (RA) whenever

It is understood that the a i i authority will

o disciplinary action may be at

to an employee's attempt to resolve a problem
(Corrective Action Procedure, 3.@

4.0 REQUIREMENTS

Th pany implements product/component production and servicing provisions under
(o} led conditions, which includes:

PROPRIETARY INFORMATION This document expires 1 day after printing unless mefrked Released". Form Rev: Orig
Date Printed: -




Your Company Name

API#: xxxxx

QMS-10 Production Procedure

Rev: Orig

ualification, the Compan

PROPRIETARY INFORMATION

This document expires 1 day after printing unless marked "Released".
Date Printed:

Form Rev: Orig




QMS-10 Production Procedure
Your Company Name

API#: xxxxx Rev: Orig

Where required, these

Such documentation includes

The Company develops, retains and maintains documentation

, Including criteria for

Records that are created for

6.0 PRODUCT AND COMPONEN'MDENTIFICATION

The Company maintains the inspection/test a@hformlty/nonconformlt status of deliverable
oods throughout the product realization In addition,

The Comiany controls

6.1  Products and compo @'are_ by any of the following methods:

xt.ot traceability or individual serialization of parts and components is maintained

Tl Instruction. Responsible Authorities

and instruct
Records for identification and traceability are retained and maintained
according to the QMS-01 Control of Documented Information Procedure.

OOQ

Traceability requirements include:

This document expires 1 day after printing unless marked "Released".
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6.4

IDENTIFICATION OF TRANSFER CONTAINERS

Whenever a portion of chemical is transferred from i

iginal container to a

m its original container to a

7.0 PRODUCT AND COM

71 Work instructions
handling of

7.2

NT HANDLING

instruct Operators on the proper and safe

In all cases, Operators

7.3 The Company proyi suitable safety and personal protection equipment for handling
hazardous or toxic mat . Operators are required to wear or use such equipment as directed
by their supervisors @ agers.

8.0 PR iéﬁVATION

Preservation Qb deliverable goods is performed according to the Preservation Procedure for
or the QMS-11 Shipping Procedure for
Instructions are provided for:
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8.1

Oierators will emiloi iroier use of

Operators will emplo

The Company reserves the right to

Operators will emplo

o

9.0 CUSTOMER PROPERTY GONTROL

The Company controls, identifies, maintai reserves, safeguards and verifies Customer

Customer Property (Pr

Hardware property

As practical,
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9.5 Property will onl
Customer provided equipment

9.8 Reiuirements for the control of Property

10.0 VALIDATION OF PROCESSES 9

Unless otherwise specified by engineering requirements, the Valida& -Verification Form is
used to record results of validation and verification activities. \'%

10.1 Provisions for validation and verificati@cludes:

v

NY
10.2 Validation an(ééntrol of Special Processes
When identified as g;h% to product performance by the Company or product specification,

processes requirin ion include:
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11.0 PRODUCTION PROCESS VERIFICATION $

The Company implements production process verification activities

Equipment, tools, and software programs used to

which includes

12.0 INSPECTION AND TEST OF PROP@AND
COMPONENT N

The Company maintains suitable infrastructure for ]

The Company determines

\Records of all inspection activities are retained and
maintained according to the QMS-01 C@L(ol of Documented Information Procedure.

*

12.1 Receiving Inspecti@
Receiving inspection is perfor’r\@'according to the QMS-09 Receiving Procedure.

12.2 First Article@ection
The Company uses sentative item from the first production run of a new part or assembil

article inspections are

.2.2 The Company will utilize the Customer provided First Article Inspection Report to record
irst Article inspection results when provided.

O 2zt satzn e comry
12.2.4 Complete the first article inspection form ||| EGTGTGEGEGEN = T
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12.2.5 Calibrated tools shall be used for first article inspection; however,

&

12.2.6 Any item failing first article inspection must be processed according to 6§MS 14
Control of Nonconformities Procedure.

12.3 In Process Inspections

» as—

12.3.1 In-irocess insiection is ierformed

12.3.2 In-process inspections are

The Company ensures documented information fo%%nitoring and measurement activity for
product and component acceptance includes:

*

\J/
When sampling is used as a(means of product and component acceptance, the sampling plan is
based upon ANSI Z1.4_&nd the AQL is appropriate b

12.3.3 Calibratedr tool§ shall be used for in-process inspection; however,

2.3.5 Any item failing in-process inspection must be processed according to the QMS-14
Control of Nonconformities Procedure.

% 3 4 When applicable, complete the production inspection record ||| GG
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12.4 Final Inspection
12.4.1 Final inspection is performed

12.4.2 100% samplin

is required for final inspection unless

12.4.3 Calibrated tools shall be used for final inspection; however,

12.4.4 The Responsible Authorit

I according to

12.4.5 Any item failing final inspection must b

e processed according to the QMS-14 Control of
Nonconformities Procedure. ( )*

Prior to product and component delive

O
13.0 SHELF LIFE@?I’ENSION

Shelf life extension i@%ct to Customer Review and/or Approval
13.1 Items th e Subject to expiration ma

This document expires 1 day after printing unless marked "Released".
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13.2

13.3 Raw material components whose shelf life
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14.0 PROCESS MAP

Production Process
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1.0 PURPOSE

This document defines the Shipping process including product packaging activities.

2.0 THEORY

The final packaging and arrangement of shipping is

Preservation activities shall provide instructions for:

See Process Map.
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4.0 PROCESS MAP

Shipping Process
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1.0 PURPOSE Q"
This document provides details and procedures for the internal auditing process. \6

S

2.0 THEORY

Internal auditing of a Company's quality system is

3.0 INTERNAL AUDITING PROCEDURE

The Resonsible Authority takes into consideration

3.1 Internal ity audits are

This is accomplished by

Audit requirements include those of

Auditors may not

Minimum auditor training @lrements are as follows:

lans audits accordin
which includes:

3.6 The Responsible Authority maintains the Internal Audit Schedul <G
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3.7 Using the Internal Audit Report, the Lead Auditor

3.8 An audit team

All findingssake)

recorded on the Internal Audit Report.

3.9 The internal audit team submits requests for corrective action according to th
Corrective Action Procedure as necessary to

T acﬁon*
3.11__The completed Internal Audit ReW

and the Internal Audit Schedule
3.12 Copies of the completed audit report

3.13 The results of internal audits

ure and by
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4.0 PROCESS MAP

Internal Auditing Process
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1.0 PURPOSE

This document provides details and procedures for the process governing the discovery, \6
reporting, resolution and recording of actions taken to correct and prevent nonconformities.

2.0 THEORY x\é

Corrective action is taken to correct nonconformities, which could be

Having a formal
system to recor resolve existing and potential problems ensures that these problems do
not occur or reoccur, thereby improving products, processes and& ork environment.

3.0 PROCEDURE: INTERNAL REPOI{
R

3.1 The Company utilizes a Request for Suppo S) form to record nonconformities
related to its products, components and production ess activities, as
well as The form and system are also used for potential

problems (preventive action).

In all cases,

The Company determines
and takes further action when requjr

3.2 ALL emi)onees are
3.3

No disciplinary acti
3.4 The
3.5 See Process
3.6

%admonal nonconformities exist based on their causes

assigned the role of RFS Administrator.

or the processing and routing of RFS's.

3.7 A@ns taken are to the degree appropriate to the problem according to Responsible
Authou@ , which includes:

PROPRIETARY INFORMATION This document expires 1 day after printing unless mz%rked Released". Form Rev: Orig
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o NN
The monitors the RFS Log to determine _ . 6@‘
N\

In addition to corrective action efforts,

3.8

3.9

which are applied to preventive actions
, and include:

3.10 The management review process

3.11  Where product, component or productio process activity is suspected of a
nonconformity, the Company applies correctiveactions that include

N
4.0 PROCEDURE: |N)é@§°ﬂGAT|0N & CORRECTIVE ACTION
REQUESTS (ICAR's)b,\

submit an Investigation and Corrective Action Request

N\
\{\
Q‘?@)
OQ eft blank intentionally
@,
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5.0 PROCESS MAP

Corrective Action Process
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1.0 PURPOSE e z@
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1.0 PURPOSE Q"

This document defines and makes reference to the procedures necessary for the control of \6
nonconforming items.

2.0 SCOPE \

Iltems that have failed inspections or tests

3.0 GENERAL PROCEDURE ©

"Nonconformance" is

efore shipment.

0 engage this procedure when they discover potential or

may work on Yellow-Tagged nonconforming items.

3.3 All employees are empo
nonconforming items. No empl%

3.4 Upon discovery of a Ronconforming item, an employee ma

or example,

loyee cannot

The employee
The employee

C)O 3.8 The employee
A Yellow-Tag ma
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3.9 Upon receipt of the RFS, the Responsible Authorit

The Responsible Authority
Necessary actions are taken

3.10 The Responsible Authority
which includes

3.11 If the nonconforming item is ascertained or estimated to be the fault

Responsible Authority may elect to
I - <ch cosc.

Corrective actions are processed according to the QMS-13 Corrective

3.12 The Responsible Authority will also indicate on the RFS fogﬁf»
I - <ol

3.13 The RFS shall then be submitted to the Material R Board (MRB) for review and
disposition. Necessary actions are taken to

Records of the nature of nonconforn{i}/subsequent actions, concessions and MRB
dispositions are retained and maintained ording to the QMS-01 Control of Documented
Information Procedure. 6\

3.14 The MRB consists of the fq@hg Responsible Authorities, at a minimum:

A
&

oard member must:

Notifications shall include
A clear description of the
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4.0 DISPOSITIONS .
4.1 Dispositions are classified as Major, Minor or None. . 6@
- \>

4.2 MRB dispositions may include, but are not limited to: \@

4.2.1 Clarification \/

The MRB may determine that a Re
misinterpretation of a requiremen
The condition must not be c

for Support was prepared because of ambiguity or
may disposition the RFS as 'Clarification Only'.

Further disposition action is at the discretion of the MRB.

This MRB disposition is
4.2.2 Conditional

Nonconforming ppli€s or processes may be dispositioned 'conditional accept' if

A 'conditional accept' disposition is
orrective action

instructions,/ when required, are recorded on the Request for Support. This MRB disposition is
T@!valuation and release under concession of nonconformities that do not satisf
f
a)

acturing Acceptance Criteria (MAC) is
Q provided that:

b)
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4.2.3 Non-Deliverable (Regrade for Alternative Applications)

Suspect supplies must be dispositioned 'Non-Deliverable' when

4.2.4 Notification

4.2.5 Precautionary

Isposition Is

The MRB may determine that a Request for Su

The condition must not be

disposition is

classified as

4.2.6 Repair (Non-Standard and Standard
5

When an acceptable repair is possi

Ispositi

427 )Qe%uest for Waiver/Deviation
is considered ‘fit-for-use' by the MRB

This MRB disposition is

4.2.8 Return to Supplier (Receiving Inspection)

When supplies deviate from requirements
This MRB

“repair action may be authorized. The MRB
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4.2.9 Rework (Non-Standard and Standard)

The MRB may disposition "Rework" accordin

disposition is
4.2.10 Scrap

Raw materials, parts and components

R
5.0 CUSTOMER DISPOSITION AS'Q{BRITY
5.1 Major:

5.2  RTV and Scrap dispositions are_

54 Scrap, RTV or Standard wa

55 None:

6.0 PROCESSIN

6.1 Nonconformin

N e
positons ar- I

s dispositoned as scrap ore |

positively segregated unti
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1.0 PURPOSE Q"
This document defines the procedures necessary for calibration of measuring equipment. \6
2.0 THEORY S

Measurement results are only valid when

3.0 DEFINITIONS \QJ‘O

&9

C)OQ 4.0 GENERAL CALIBRATION PROCEDURE
41 Galiration i performe I

4.2 Measuring instruments are calibrated

This document expires 1 day after printing unless marked "Released".
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4.3

i WATE o ﬂ

A Recall Lo

iIs retained and maintaine ontrol of Documented
Information Procedure.

4.6 The number of items scheduled for monthl

4.7 In addition to the Recall Lo

The Calibration R Is retained and maintained according to the QMS-01
Control of Documented Infor

Calibration Instructions

Instruetions’ma

4.8 ion intervals ma

djustable M&TE is
the schedule of Table 1. Nonadjustable M&TE is

The calibration interval
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TABLE 1, Calibration Intervals

Interval Adjustment: M&TE

M&TE calibration intervals ma

Overdue items

A calibration sticker

A calibration tag

4.14 Calib
The foll IS the position of the National Conference of Standards Laboratories (NCSL):

Standards/Special Equipment

This document expires 1 day after printing unless marked "Released".
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When calibrations are made for standards/special equipment, the calibration lab is required to
submit a report that contains, as appropriate: 6@ .

W

A calibration record and recall lo

The calibration department

4.18 Non-Calibrated M
calibration. Non-calibrat
item quality charact

Upon request, non-calibrated M&TE may be submitted for
easurement devices may be used to accept or reject deliverable
under the following conditions:

however,

This document expires 1 day after printing unless marked "Released".
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4.19.3

M&TE that has be

ibrated and stored

5.0 OUT-OF-TOLERANCE EQUIPMENT AND TOOLING

Calibrated M&TE that is found to be significantly out of tolerance,
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5.2 M&TE found significantly out of tolerance

An instrument whose calibration error is significantly out-of-tolerance

roduct certified with M&TE subsequently found to be outsof=tolerance

?\

*

6.0 LOST EQUIPMENT

Measurement and test equipment . that’cannot be located

7.1 Management Revie
Process Procedure. D

tings are conducted according to the QMS-04 Management
Management Review,

APPEN

Setting a@)ﬁdo selecting an NIST traceable reference standard to calibrate a measurement
device.

Requt ent:

easurement range of a device being checked for accuracy must be _

O OLTMETER:
O A voltmeter shall be verified for accuracy within an equivalent range on the reference standard:

A voltmeter reference standard may have scales that range from 2-20V, 20-200V, etc.

This document expires 1 day after printing unless marked "Released".
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The voltmeter being checked for accuracy must be set to bracket within a range of the reference
standard - or - the reference standard must be set to a range that brackets the range on the
. For instance,

OTHER MEASUREMENT DEVICES:

Any NIST traceable reference standard whose maximum measurement range is th
the device being checked for accuracy

For instance,

APPENDIX 2

Nonadjustable M&TE is inherently stable and includ

NIST traceable gage block and

The Operator is

For instance,

stable M&TE, the Responsible Authorit

For instance,
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Operators are required
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This document provides the accepted definitions and abbreviations for terms used by the \6
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1.0 PURPOSE GQJ .
This document provides details on the Design and Development process. '\

2.0 THEORY

S

ensures

3.0 DESIGN & DEVELOPMENT PROCEDURE \Q@

3.1 General (o®

The responsible engineering authority (REA) for design and develdﬁ%ent is q
[ i include

Design and development personnel from vario iness groups ma

Design and development planning out are recorded in the applicable
Design Review according to the Design Review Work ction
and are controlled according to the -02 Configuration Management
Procedure. Records of the design and developm ctivities are retained and maintained
according to the QMS-01 Control of Documenté—dlln rmation Procedure.

3.2 Design and development&l‘i@mng

The Company considers the following conditions when determining the stages and controls for
design and development: 6\
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3.3 Design and development inputs 0&

The Company considers the following conditions when it determines requirements«gsSential for
the specific types of products and services to be designed and developed: Qéo

%)

The Company determines that design and
The Company retains
velopment inputs according to the QMS-01 Control of

and maintains records for design an
Documented Information Proced@

N\
3.4 Design and deve@nent controls

The Company applies con <(3) the design and development process to ensure that:

c}@\?
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3.5 Design and development outputs
The Company ensures that design and development outputs: . 6@
\)

S

e Company retains and maintain ords for design and development output activities an
controls according to the QMS-O\’C:MHOI of Documented Information Procedure.

3.6 Design and dev@};%ment changes

The Company identifie iews and controls changes

according to the QMS-02 Configuration

All changes é?s
a)

Q>
&
Q he Company retains records for:

QO
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4.0 PROCESS MAP

Design and Development Process
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1. Overview

The Company's Contingency Plan provides [

2. Scope <
O

The objective of this plan is

It is the intent of this Contingency Plat\
H H H N H

The scope of thjs ¥efan

contingency plans
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Contingency plan items: |
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1.0 PURPOSE

This document establishes

2.0 THEORY

Design review is used to

Design Review Work Instruction

To serve as a design reviewer indicat

\\
3.0 DESIGN REVIEW N\

All deliverable hardware and software

to assure

3.1 Number and Typg\gUDesign Reviews

The number and type of desi

views
In principle, the design review

API#: xxxxx

A system may

3.2 S@Z uling Reviews

At the

t of a program, responsible authorities

Page 4 of 16
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3.3 Heritage Design Review
Designs that are qualified by another program

3.4 Software and Service Reviews
Computer programs, contents of ROM, PROM and

3.5 Subcontractor Reviews 6
Products and services from subcontractors

The respo authority and

appropriate support personnel

3.6 Interfaces
Reviewers

N\
OQ*ﬁ Reviewers.
@,

Page 5 of 16
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4. Design Package.

Agenda. [

Review Minutes.

o o

7. Closeout of Action ltems.

%)

3.9 Inappropriate Items for a Design Revi&%

QO
3.10System Review Attendees \\
System review attendees should include

4.0 Types of Designg@views

")
4.1 System Levelﬁ§vews
4.1.1 Baseline Design RevieWw (BDR)

The BDR is held

The BDR is typically

The BDR must

The BDR should address the following:

Page 6 of 16
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The output of the BDR consists of

4.1.2 Preliminary Design Review (PDR) Y\

The PDR is the first review of the prelimipary tetailed design and -
- PDR is

R should address the following:

’é‘
S e

Page 7 of 16
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10.

11.

12.
13.

14.

The output of the PDR consists of

The development (performance) config ion documents include:

Formal ch

ontrol procedures are

4.1 ’%ritical Design Review (CDR)
stem CDR is held immediately prior to

Page 8 of 16
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The CDR should address the following items:
1.

Completion of the

4.1.4 E 'Qmental Review (ER)

API#: xxxxx

he £ bedurs prior to [

Its purpose is to:

Page 9 of 16

YOUR COMPANY NAME

This document expires 1 day after printing unless marked "Released".
Date Printed:

Form Rev: Orig




Your Logo Design Review Work Instruction
API#: xXxXX

4.1.5 Buyoff Review
The buyoff

review (also known as
- v

it addresses:

4. Post-qualification plans. 6®
For programs involving a qualification product, review

4.1.6 Operations Review
This review applies to programs

This level of

review

4.2.1 Har

Completion of this review permits

Page 10 of 16
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oA

6.
7.
8.

4.2.2 Software Subsystem Reviews
Software reviews

The software CDR

O
4.2.3 Fabrication Pre-release Review (FPR) \

Prior to release of a drawing package to th
known as Fabrication Feasibility Review—

%shops for fabrication, an FPR (also
R) is held. This provides

The FPR

consists of

R should assure that the drawing package:

Id address the following items:

Page 11 of 16
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4.3 Other Reviews
Some programs require external reviews. These reviews

providers

5.0 Design Review Packages \
All design reviews require ‘

Some Customers require

5.1 System Level Design Re\@w Data Package (BDR, PDR,

CDR) v/

System level review packages typi;alj}éontain:
” N

1

Preparer

Document

Page 12 of 16
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# | Document

Preparer

10

11

2

12
13

|

y
4,
2

5.2 Circuit Design Review Data Package
Circuit design review packages typically contain:

1

7
%

# | Document

-~
]
-

Preparer

1

7\

-,

)

1

<

I
4
N

10

11
12

0L
5
‘ N

IHI i I1II1 1
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5.3 Software Review Data Package
Software review packages typically contain:

1

8
9

6.0 Responsibilities C)
W

6.1 Program Manager 6"

The program manager is res jble for

The program manager is responsible for

The manager prepares

.2 Chief Engineer

he chief engineer is responsible for

C)OQ T

Page 14 of 16
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The chief engineer will

Issues concerning

engineer.

N\
6.3 Chief Scientist D

The chief scientist is responsible for

W
6.4 Presenter A\

The presenter is responsible for

6.5 Reviewers \Q)

Independent reviewers should

| Reviewers have an obligation to

Reviewers should

6.6 Chairperson f&

The Chairperson

The Chairperson must

The Chairpexson should

airperson is

The Chairperson is responsible for

Page 15 of 16
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6.7 Section, Group and Department Supervisors
Line supervisors are responsible for
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1 Scope
This procedure is intended to establish recommended practices in the maintenance of‘\é
production equipment owned and operated by (your Co name).

2.0 Preventive Maintenance \\

Preventive maintenance (PM) is the practice of

The intent of PM is to

Some advantages of PM are: @

PM does have some drawbacks:

Recommended electrical and mecHanital maintenance practices for some equipment are

3.0 General \(b'
Maintenance activities faQ&t’) three general categories:
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3.1 Maintenance Schedules and Documentation
Complete, thorough and current documentation is

Equipment maintenance

Order. When maintenance work orders

The maintenance

3.2 Safety during Maintenance
Performing maintenance on production equi

4.0 Requirements A%

The Company promotes employee
To accomplish this, the followi

In addition,

Qand equipment efficiency for its production equipment.
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Appendix A: Production Equipment As%&ment Form

PRODUCTION EQUIPMEI\&\@SMENT
v -
1 *
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1.0 Scope
The Responsible Authority specifies instructions for the proper handling,
preservation, storage, packaging and shipping of supplies to protect quality and
prevent damage, loss, deterioration, degradation or substitution of products.
The instructions must
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2.0 Shipping and Customer Receiving

Instructions are contained herein for the shipping carrier and the Customer for
preventing damage to products.

3.0 REQUIREMENTS QO
©

3.1 Product Warnings
_ 0!

PRODUCT PERFORMANCE IS DEGRADED WHEN

3.2 General \Q

Every effort must be made to
Products must not be

At no time

3.3 Visual Examination
Each shipping container must be

Any observation must be

REV API# | DOC#: 3of4
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3.5 Handling

Products and shipping container instruments must not

Products

servatlon Packaging, Packing, and Marklng Instructions
ackagin

acking and
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Abstract: %Q

This docume&scribes methods to -identify and manage risks.
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1.0 Scope

Identify the risks associated with @‘
2.0 Objective G»$

The identification of risks is

Risks associated with
A risk can be defined as

A risk priority number (RPN) is

3.0 Process Steps \Q
I O

]
4.0 Requirements \\'\Q

4.1 Definitions : (b'
&

Opportunity Score

Once the management team has

This document expires 1 day after printing unless marked "Released". Form Rev: Orig
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The team using the worksheet in

Figure 1 or Figure 2; for example,

4.3 Ranking Potential Risks \6

The management team
The functional areas shQ
below are common to all business operations but any area can be substituted O

4.4 Calculating the Risk Priority Number
The risk priority number (RPN)

is recorded in Figure 1 or Figure 2.

The team should
within the establishegk, categories; such as,

see Figure 1 and Figure 2 examples. \

Typical Risk Categories and Potential Rls

Risk gorles

= S

N
\‘5”

e'kt of potential risks for functional areas is provided in the following
tables. management team should

QQQ ' FuncTIoNAL AReA. [
] —

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released". Form Rev: Orig
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FuncTionaL AreA: [

FUNCTIONAL AREA: |G
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This document expires 1 day after printing unless marked "Released".
Date Printed:

Form Rev: Orig
Page 6 of 14




Your Logo

Risk Analysis Work Instruction
API#: Your#

FUNCTIONAL AREA: |G

BUILDING & OPERATIONS
RISKS

SECURITY RISKS

SPILL & RELEASE RISKS

.
\\r
O
O

-
o

-~

. D
FUNCTIONAL AREA: [ . @

I

*

R\

Y%

FUNCTI8L\I

C are: [

< |

N>

o)

ha N

o

%

*
E—

\

%

D)
y;

FUNCTIONAL AREA: |GGG

-
)
i

4.5 Significance Analysis
After potential risks have been identified for a functional area, the significance

ranking process will _ according to the following criteria:

PROPRIETARY INFORMATION
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\“ - defined as the [
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Risk Analysis Work Instruction
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The management team

fined as the

— defined as the

@

alrh[W[N]|F

X\

2 =
3 I
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— defined as the
This should be evaluate

approach is to

fined as

Examples include:
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ald[W[IN]|F

— defined as theg
for jig

Other consideration's would be

— defined as

( O’ Using the above sample functional area
management team

using the

worksheets in Figure 1 or Figure 2.

This document expires 1 day after printing unless marked "Released". Form Rev: Orig
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Example of Combining Functional Areas on One Worksheet

Figure 1: Risk Analysis Worksheet

Date:

Risk Category
Potential Risk

S
Q

\l

/O-\
\

[

a1

f[
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Example of Completed Form for One Functional Area with 3 Risk Categories
Figure 2: Outsourcing Risk Assessment

Date: \GQ} ‘

Risk Category
Potential Risk

S | |
- fom |

/|
S
||
I

2
2
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Example of Completed Pareto Distribution Chart for Potential Risks of
Outsourcing to New Supplier
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Typical Functional Areas to Consider for Potential Risks
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1.0 PURPOSE

process records must

2.0 REFERENCES

Contract/Purchase Order
Material Specification TBD

3.0 EQUIPMENT
TBD

4.0 MATERIALS
TBD

5.0 REQUIREMENTS v
5.1 Material Traceability &

Material traceabilit

To ensure that correct materials are installed in deliverable

The material certification report must

goods, traceability must

Where batch traceabilit

[“{raceability marking

Traceability must

se orders for raw material must

OQ Records of identification and traceability shall be retained and maintained according to the

QMS-01 Control of Documented Information Procedure.

PROPRIETARY INFORMATION
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Printed:

Form Rev: Orig




Traceability Work Instruction
Your Company Name

API#: xxxxx Rev: Orig

5.2 Receiving Inspection

5.2.1 Products and services iroduced bi Suiiliers for incorioration in deliverable iOOdS are .

5.2.2 Receiving Inspection includes as a minimum: &\
. O

.\@
5.3 Discrepancy Repwg&‘ig

Nonconforming products an ponents must be identified and processed according to the
MS-14 Control of Noncbfiformities Procedure. Nonconforming items includeh
items to

5.4 I\@erial Handling

All aterials must be marked with a unique traceability number.

tored raw materials of different alloys and material conditions requiring traceability must

Q 4.2 When traceability markings will be removed by a production process, the markin must.

QO
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5.4.3 Maintenance of traceability must

@o
©

5.5 Special Emphasis Material Certificate of Compliance
The Company prepares and submits a certificate of compliance certifying that

The certificate of compliance shows traceability to the marking applie&@%ch individual item
and contains the following information: %

N

&

wh =

N

oo s

8.

6.0 WORKMANSI@Q

A lot of raw material mus roduced as

A traceability code providing traceability must

Traceability mist]

e process of establishing traceability must

Traceability must

PROPRIETARY INFORMATION This document expires 1 day after printing unless marked "Released". Date

Printed: Form Rev: Orig




ACTION ITEM

Your Logo



This document may not be disclosed or reproduced in whole or in part without prior written permission from a representative of the Company
with the authority to grant such permission.

Approved Supplier List @Q)

(mo/yr)
&

&

@
~L Revisions Rev:| Orig
Letter | E,0-Number - Description Date
3

Q>
(O
b

Prepared By: Your Company Name

Approved By:
APPROVED SUPPLIER LIST
Size: | A | API#: | | Fomrevoig 1 0f3

(your logo)



This document may not be disclosed or reproduced in whole or in part without prior written permission from a representative of the Company
with the authority to grant such permission.

Procedure:

Supplier evaluation:

lier is submitted to management for review. Management
according tosthe QMS-

S
N

roval is determined by: %

A new Su

04 Management Process Procedure.

Supplier capability/a
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Configuration Audit

during or after

5 QC

6 QC

Fa\
7 QAN
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8.1
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Op# | STEP ACTION
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during or after
1 QC
2 QC
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4 QC N
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IF THEN |
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Op# STEP _ ACTION
Steps may be performed before, (Your) Assembly
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Thanks again for your support.

Please Fax the completed survey to: (Your Phone)
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CUSTOMER SATISFACTION SURVEY  (Your Logo)

Date: (input date)

To: Customer Contact Name
Customer Company Name

Customer Address
Customer City, State, Postal Code 6~$

From: (Your Company Name)
(Your Address) &0

(Your City, State, Zip) 6

Greetings,

We are asking you to

Using a scale from 1 to 10

N
C)O Thank you for participating in our survey.
Please fax your response to: (Your Phone)
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EO NUMBER: 101

0
REASON FOR CHANGE:

Create and release new quality management system based upon API Specification Ql,.

DESIGN STAGES - ELEMENTS:

when applicable, define the task sequence, mandatory steps, significant stages, responsible person, design content, input data, planning constraints, perforrn c nditions and required baselines

N/A
CUSTOMER / REGULATORY AUTHORITY’S SAFETY / FUNCTIONAL O‘BJ‘ECTIVES

NA x99

KEY CHARACTERISTICS: \Q\'
when applicable according to design or contract requirements - A
N/A ANY)

DESCRIPTION OF CHANGE - DESCRIBE WAS AND IS CONDITION

WAS: (list your existing quality management system) N

IS: Create and release the following list of QMS policies and procedures f%pliance with ISO 9001:2015:
Calibration Procedure, QMS-15

Configuration Management Procedure, QMS-02 .
Control of Documented Information Procedure, QMS-01

Control of Nonconformities Procedure, QMS-14 V
Corrective Action Procedure, QMS-13

Definitions and Abbreviations Procedure, QMS-16 V

Design and Development Procedure, QMS-17
Internal Auditing Procedure, QMS-12

Maintenance Procedure ;\\'@

Management Process Procedure, QMS-04

Production Procedure, QMS-10

Proposal Development and Contract Revw@dure, QMS-07

Purchasing Procedure, QMS-08

Quality Policies Handbook, QMS-00

Receiving Procedure, QMS-09

Responsibilities & Authoritie (%re, QMS-05

Risk Mitigation and Plarming%d e QMS-03

Shipping Procedure, QMS-11

Training Procedure, Q 6

Create and relea, e owing list of QMS support documents:

API Spec Q1 Asses t Checklist

Internal Au Traiiing for ISO 9001

QMS Intro@ for ISO 9001

Collect an ise all forms that affect quality as defined by the QMS Audit Team. Display the title and form revision level on each form
ible, dlsplay the latest Company logo. Upload revised forms onto the applicable folder on a personal or Company PC.
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PLAN - STEP ONE: Audit Preparation & Planning

Process to Audit (Audit Scope):

Audit Date(s): Lead Auditor: x
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Audit #: Other Auditor(s) on Team: (‘\3\\

Applicable Clauses of the API Spec Q1 Standard: @

Applicable Sections of the Quality Handbook: ,@

Revision of Quality Handbook: O *
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v
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Week #

1]

2

3

4 7 8 | 9 | 10 11 | 12 | 13 14 | 15 | 16 17 | 19 18 19 20 21 22
Comments:|(Your Title) P/N:
End of Week:
Operator:
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Sum:| 3582 | 3629 | 3632 | 3644 | 3592 | 3586 | 3690 | 3626 | 3614 | 3598 | 3665 | 3647 | 3606 | 3631 R\
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PLAN - STEP ONE: Audit Preparation & Planning

Process to Audit (Audit Scope): Storage and Assessment - see QMS-00 para 5.7.6.2

Audit Date(s): Lead Auditor: x
. : A\
Audit #: Other Auditor(s) on Team: f\§\
Applicable Clauses of the API Spec Q1 Standard: @
Paragraph 5.7.6.2 6

Applicable Sections of the Quality Handbook: \'%

Paragraph 5.7.6.2 ‘\\60

Revision of Quality Handbook: < )°*

FaP RN
A
List any other applicable documents{x@y:
AN

Document Title & (h, Revision

QMS-10 Production ProcedB(o\aragraph 4.0
\4

cS
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DO - STEP TWO: Compare Documentation vs. Requirements

Read the applicable sections of the Company Quality Handbook.

Question

Y/N

Evidence or Notes é
Sheet Ref. # o

S

\yv
2

S

IR
N\
QD
)

Indicate any suggestions for improvement related to the &ﬂmentation:

Q.
O

.Q} A
Q
’\%'\

CHECK - STE

AY

/

I%Q%EE: Compare Actual Practice vs. Requirements

are actually

n everyday practice.

Compare the re %rnents of the Quality Handbook and other documentation against what employees

Require
Referégee

<

Question

Y/N

Evidence or Notes
Sheet Ref. #

o
VD2

Are designated storage areas or stock rooms used to
prevent damage or deterioration of product, pending
use or delivery?

N
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Compare the requirements of the Quality Handbook and other documentation against what employees

are actually doing in everyday practice.

Requirement

Evidence or Notes

Reference Qs S Sheet Ref. #
= S
O
I I N
@v
= B
9~
m  y—— e

6\

Review previous audits for this pro ’s&eview previous Nonconformance’s issued against this
for this process. Add additional checklist questions here, based

process or as a result of previous
on the previous audits, Nonconf

Q

nce’s or other documents or requirements, as you see fit.

Requirement
Reference

@\1‘

Y/N

Evidence or Notes
Sheet Ref. #

/)/(\Q

5

©

X
‘\\0)

)]
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ACT - STEP FOUR: Verify the Effectiveness of the Process

Review the applicable process map for this process.
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STEP FIVE: Summarize Your Findings for Nonconformance System

NONCONFORMITIES

4

[l

) —4

Page 5 of 8

This document may not be disclosed or reproduced in whole or in part without prior written
permission from a representative of the Company with the authority to grant such permission.




OOQ

(Your Logo)

API#:

(Your Company Name)

Internal Audit

Rev: Orig

OPPORTUNITIES FOR IMPROVEMENT

q\\c

j__

m'l—-jh

.

STEP SIX: Review A&@'Report and Submit

.E‘é\ I
»
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STEP SEVEN: Submit Audit Report to Appropriate Managers

I
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m

m
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(Your Logo) Supplier Evaluation
Supplier: Commodity:
If Part | criteria is met, Supplier is approved without further evaluation.
Part |
m m 64
DU (' Q
(@)

N
If Part | criteria is NOT met, Supplier must be evaluated under Part II. 6$

&

S
?\

T I 5'?

OOQ

N/
RESULTS ON(ITIAL EVALUATION
(Re@u(chasing Procedure)

—n(‘,& T .

RES Q)F RECEIVING INSPECTION OR SERVICE FEEDBACK
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L

NOTES
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(Your Logo)

(Date)

Quality Manager«AddressBlock»

Re: Supplier Performance Rating Report
Performance Reporting Dates:
P.O. #

Dear QC Manager:

We have developed a Supplier Report Card that indic
Performance. Enclosed is a copy of your Quality Per

Sincerely,

@ \
Your Name . (O\i\\'
Your Company Name ()\
Your Address
Your City, State,

Phone
Fax

Email: 'BQQ

7

&

your Quality
ance, which includes
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SUPPLIER QUALITY 6@0
REQUIREMENTS &
)

@6
&

S

Origination Date: Mo/Yr

gl(;;ltlifgit v upplier Quality Requirements
Date: {J ~ Your Date
Do nt
s, Released
N\

('}’O'
<&
Abstract: %Q

This document/desCribes flowdown requirements for Suppliers.

N

Q
cP®
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Issue | Date Comment Author
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DOCUMENT CHANGE RECORD

Issue | [tem

Page 2 of 7

This document may not be disclosed or reproduced in whole or in part without prior written
permission from a representative of the Company with the authority to grant such permission.



(Your Logo) Supplier Quality Requirements
(Your Company Name) pplier Quality Req
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[ IPURPOSE and SCOPE

To establish the minimum requirements for su

N
[ JAPPLICABILITY ,&\

These requirements shall apply to all supplies and services when referenced on the Purchase Or Ql
amendments thereto.

When Buyer's Purchase Order includes

[ IDEFINITIONS and ABBREVIATIONS \'6

A. The term 'Buyer' or 'Buyer' means Buyer. . \Q
B. The term 'Seller' means the legal entity that is the contract%‘&a}y with the Buyer with respect to the

Purchase Order. ?\

C. 'TAW' means in accordance with.
*
D. 'MRB' means Material Review Board C)

[ ISELLER's QUALITY SYSTEM, EMAL

The Seller shall maintain

The System shall provide

Records shallp5 available for_
[ INEGGTIATIONS

Iti ’She intent of this specification to restrict the Seller in his mode of operation; therefore, it is
pogsipte that certain items herein may be subject to negotiation. Until such time as the subject of the
tion is resolved, the Seller is obligated to

[ JPROPRIETARY INFORMATION

The Seller must identify in writin

Page 3 of 7
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(Your Logo) Supplier Quality Requirements
(Your Company Name) pplier Quality Req

API#: Rev: Orig

The written identification shall state

The absence of such written identification is

If such written notification is given, Seller agrees

[ JPROCESS CONTROL @
The Seller shall provide for

Such instructions shall provide

The Seller shall develop an Inspection/Test Plan specific i@;re and related directly to the hardware
produced.
The Plan shall identif

The Plan shall also identi

N

Buyer contracts and resultant facilifpplanning by Seller shall

All Purchase Orders thaf'a ?‘g to Buyer contracts generated by Seller shall

When approvalfeircertification of
the Seller shall

Special processes include,

Qﬁeller MRB is not authorized. Seller shall notifi Buier—

C) Formal Failure Analysis and Corrective Action shall be required.

Page 4 of 7
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(Your Company Name) pplier Quality Req
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The Seller shall not change an

When the Purchase Order requires Buyer acceptance of a 1st Article,

The 1st Article item and the inspection record shall

Notify Buyer 10 days prior to start of 1st Article production.

Neither surveillance, inspection and/or tests made by Buyer

Buyer may refuse to accept items delivered under th

Buyer reserves the right to

DSUBCONTRACTOR CON @
The Seller shall be responsible

Buyer inspection is rec@t your facility. Notify the Buyer Purchasing Manager at the start of

production. Q

DDRAWIN'éand CHANGE CONTROL
The Selle 11

ocedure shall

R

C) [ IRECEIVING INSPECTION

The Seller shall

Page 5 of 7
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(Your Company Name) pplier Quality Req
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Acceptance requirements shall include 6@ ¢
N\

All radiographic negatives, mechanical, physical, and chemical test results, and other inspections requir
to assure acceptance shall be made available to Buyer and Buyer Customer representatives upon requi
or as directed by the Buyer Purchase Order. $0

[[]STOCK CONTROL 6

Lt o -

Control shall cover

Procedures for the handling of nonconforming material shall

The Seller o) 1
The Selleryshall

v

[ ISAMPLING INSPECTION \/

Acceptance sampling procedures, if othe *ANSI Z 1.4, must have Buyer approval prior to use;
sampling to permit defects is not alloy{'\

Buyer furnished material shall

[ ]TOOL, GAGE, and TEQ"B&UIPMENT

The Seller shall be responsg or

ompliant to ISO 10012, shall

TERIAL CONTROL

onconforming material shall

Page 6 of 7
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(Your Logo) Supplier Quality Requirements
(Your Company Name)
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The Seller shall maintain traceabilit

The Seller shall maintain controls to assure accomplishment of preservation, packaging and shipping
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