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1.0 Scope

This procedure shall be applicable to all production processes that influence the |

variation of Kei Characteristics. This irocedure aiilies to H

2.0 Applicable Documents &0

O
<
I X

3.0 Requirements %)

3.1 Variation management activities must be
Characteristics and processes

to ensure continued performance.

3.2 Appropriate documentation of Key Char &i
elements that influence variation in Ke Char%?eristics shall

3.3 The following%,[ irements must be met if statistical process control is chosen
C

as the method rol for the Key Characteristic:
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3.7 Process Model
The management of Ke

3.4 The use of other variation control methods to ensure

Characteristics; however, compliance shall be
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APPENDIX A: Variation Management of Key Characteristics 6@.
N

1.0 Understand Key Characteristics and Required
Performance 6
1.1 Establish an a

ropriate cross-functional team that has

(if any).

1.2 Document Key Characteristics and their required performancg‘(ckl he -
ﬁ <

1.3 Outputs from the review of key characteristics and their rq&@ed performance

d <
Note: \6
Key Characteristics

should

*

2.0 Plan a Manufacturing @zess to Produce Acceptable
Performance .
2.1 Define the affected ma turin rocess

2.5 Develoi detailed work instructions and measurement instructions to manage
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(see Appendix B). GQ} ’
2.7 Outputs from planning the manufacturing process N

Note:
Without the foresight necessary to des1gn
, the level of variation that 1
that 1mpedes

\)cess that is capable of meeting
erent in a process design may become

Specify wh
under what cond1t10
collection. Deter
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Note:
Operate the process and ensure the method to collect data

Characteristic. Later analysis of data could

%Br blem resolution tools

if the process is not stable, and document the results investigation.

4.3 Prioritize common cause sources of variation®

S) to determine root cause(s) of
@ process and finalize - if .

based on the understanding of the

and include references to

4.5 Uidate the

4.6 Outputs from analysi

Note)\

In@ed decision based upon objective information can _

N
.0 Take Action from Studying the Performance of Key

QQ Characteristics
@,

5.1 Take corrective action to permanently remove or minimize
when a process is not
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5.2 Investigate gage variation when
and verify the results if 6@
\

5.3 Investigate centering of the process if

5.4 Take aiiroirlate actions on sources of variation that influence

5.5 Implement a Product/Process protection plan until such time

after
performing

5.6 A first article 1nsiect10n iFAIi mai be performed unless h

5.7 Take appropriate action whenever actions arQ\C;tyken that change the

5.8 Finalize the

Note:
Act upon information

that could introduce

6.0 Con‘g'gue to Monitor the Performance

6.1 Percally verify that the process
C ristic meets
ance to identify

after a Key
Continue to measure process

Q .2 Continually review business indicators as appropriate to ensure

which may result in
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6.3 Outputs from continuing to monitor the process

Note:

Understanding the performance of a continuous process is
is detrimental to

S

7.0 Process Change Management
7.1 Document any planned change

7.2 Follow the requirements of paragraph 1.0 to 5.0 pfOr to implementing .
I - o a7
Key Characteristics. .&\

7.3 Outputs from process change managemen%\\

Note:

Decisions must be substantiated

if the process
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APPENDIX B: Process Control Document 6@‘
N

Note: Any equivalent method of documentation is acceptable.

Instructions for completing the form:
l.

O
0\
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11.

12.

13.

14.

24.
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25.

26.
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APPENDIX C
. &71‘
N\
N
N

Definitions

ATTRIBUTE DATA

CUSTOMER <&

?\\

DESIGN CHARACTERISTICS

%QUIREMENTS

QQ EXAMPLE

O
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FIRST ARTICLE INSPECTION (FAI)

FIRST ARTICLE INSPECTION REPORT (FAIR)

FIRST PRODUCTION RUN PARTS <

KEY CHARACTERISTIC (KC):

This definition 1s further ex ’&ﬁs%d as follows:

QOQ KEY CHARACTERISTIC OWNER
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I
KEY CHARACTERISTIC PROCESS OWNER $

MULTIPLE CHARACTERISTICS <

MUST \\@é\'
I N\

N
PROCESS CONTROL DOCUMENT (PCD)

&

PRODUCER i&\

PRODUCT Q

REF @CE CHARACTERISTICS
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SHOULD

SPECIAL CAUSE

TYPICAL

VARIABLES DATA

STANDARD CATALOG HARDWARE
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Appendix D: Process Control Document

PROCESS CONTROL DOCUMENT
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Process Control Document continued...

PROCESS CONTROL DOCUMENT 20f2
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