SYSTEM AUDIT REPORT NUMBER 03/35812/AS-502 ]

THIS REPORT RELATES TO A/AN SURVEILLANCE VISIT ON NOVEMBER 18-19, 2003

Company: Marshal Space Flight Center ?ﬂl“;‘;xsm Visited:

Address: Marshall Space Flight Center, Al
2. N/A

Scope:
ISO 9001:2000; All Products and Services Provided by the Marshall Space Flight Center. MSFC Supports the NASA
Agency Infrastructure and is a Major Contributor to All Its Scientific and Technical Enterprises.
AS9100: Design, Development, Production, Installation and Servicing of Flight Hardware, Flight Software, and
associated Ground Support Equipment Interfacing with Flight Hardware and Fight Software.

Standard(s): AS 9100A | Support Documentation(s): AS9101B | Non-English Languages Used: N/A

Comments/Concerns of the Assessment Team:
Noncompliance noted is minor in nature
Previously identified observation has been satisfactorily addressed.
Recommend continued registration to AS 9100

The visit is deemed to be: Corrective Action Plan (CAP) Instructions:
X Satisfactory B Return CAP in 20 working days (all NCs, Obs & Ols). Certificate
[] Unsatisfactory processing initiates after receipt/acceptance of CAPs.
Unsatisfactory visits may result in a change to the next [] AS & QS-9000 NCs must be closed prior to certificate issuance.
audit activity. Retum CAP in ten days for Major NCs issued during surveillance.
NQA ASSESSMENT TEAM COMPANY ORMATION
LEAD AUDITOR: Rick Giguere MGT. REP.: AdekRoth
TEAM: Bill Hartman TEAM: QUALITY MANUAL (REV & ISSUE DATE):
TEAM: TEAM: Rev. K May 9, 2003

The contents of this report is confidential and must not be disclosed to a third party without the prior agreement of NQA, USA and the company named
above. Non-compliances/non-conformances raised or observations noted within this report are the result of limited sampling and therefore non-
compliances/non-conformances may exist which have not been identified. The Internal Audit system is deemed effective unless noted within the body of this
report. The company representative's signature indicates their agreement and understanding of any non-compliances/non-conformances and observations
contained in this report. Prior to the assessment, the company must have completed a complete system internal audit and subsequent management review

documented. The qualily system shall be understood throughout the organization. N
= /)
Nm? Reprgsentative Signature an D7e: Company R«Z(W Date:
c - .
\ & — | ,z"a; 7~ Page 1of 4
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SYSTEM AUDIT REPORT NUMBER: 03/35812/AS-S02

Mnw

AUDIT MATRIX
SPECIFIC ISO 9001:2000 REQUIREMENTS FUNCTIONS/PROCESSES | NEXT
Xory indicates reference point for assessment. X or v through AUDITED DURING THIS VISIT VISIT
entire box as applicable to indicate actual function/process PLAN
audited against the ISO 9001:2000 requirement. X or / in next
visit block indicates planned section for next activity. Estimated 4
duration is 45 minutes. =
e . ARIHENE il 13l <c) 8
i(:lt:ltyAMSk (%) indicates requirement to be reviewed at each % % % 5 é 1K E E
IS0 Clause Title 5 585 8 33 é ‘fé ‘_%‘, ‘é g S . "
3001:2000 HHEHEHEHEHBHEEHRE:
42.1&422* | Quality Manual * X
423 Document Control X
424 Quality Records X
L3152 53, | Management Activities XIX|X|X|x| |X X
54.1% Quality Objectives* XIX|IX|X)1X{X1X XXX X
5.6 Management Review * XX X
6.1&62 Resources & Competence X XX X
6.3&6.4 Infrastructure & Work Environment X XiX X
71 Product Realization Planning X
7.2 Customer Related Process & Comm. X
73 Design & Development X
74 Purchasing X
751&753 | Process Provision and ID&T Activities X
752 Process Validation X
754 Customer Property X
755 Preservation (Handling, Storage & Deliv.) X
16 Calibration X
8.1 Measurement & Monitoring Planning X
8.2.1+ Customer Satisfaction® X
8.2.2% Internal Audits* X X
823 Measurement &Monitoring of Process X
8.2.4 Measurement & Monitoring of Product X
83 Non-Conforming Processes/Products X
8.4 Analysis of Data X X
85.1* Continuous mprovement* X X
852&853* | Cormective/Preventive Action* X XX X
Use of NQA Logo X X
Note: Please fill in the table including areas/sites/departments/functions visited during the visit. Page 2 of 4
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SYSTEM AUDIT REPORT NUMBER 03/35812/AS-502

SYSTEM AUDIT RECORD

b

Auditor(s): Rick Giguere Bill Hartman Date: November 18-19, 2003

Clause Record of Details of Audit (names, referenced documents, depts.., etc.)
No.

NC | Obs
or
OIs

4/5 See AS 9101 B checklist
INTERVIEWED:

DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

6 See AS 9101 B checklist
INTERVIEWED:

DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

7 See AS 9101 B checklist
INTERVIEWED:

DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

8 See AS 9101 B checklist
INTERVIEWED:

DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

TOTAL | 1

PAGE 3 OF 4

C1404/01-24-03/E




SYSTEM AUDIT REPORT NUMBER 03/35812/AS-S02

NOR

ML

Niicenl Qualty Asmuerce-UBR

Ref | Clause NON-CONFORMANCES & OBSERVATIONS/OPPORTUNITIES FOR IMPROVEMENT RAISED NC/OBS/
No No. 01

1 [822 A review of internal audit records reveals that objective evidence is lacking of audits extending to AS 9100 NC

requirements as specified in MPG 1280.6.
2
2 P ﬁ £
NQ epresefative Signature and Date: Company Repre tive Sj d Date:
sz iiefo3 Page 4 of 4
v 0/ / L)

C1405/01-24-03/F




AR A o ’ o . o
w:sAeros,oace | SAE ss9101 REV.
Techmcallyequ:valent‘to B

V4 5aE international G ) .
R (_/ : ) o ’Oéa r‘oup ‘ : AE ROSPACE AECMA priN 9101
1 A Issued 2000-09
STAN DAR D : i 2003-03

Revised

Superseding AS9101A

Quality Management Systems Assessment

LICENSE AGREEMENT

The purchase price of this document includes a license o duplicate the forms included within
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or licensing is prohibited.
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SAE AS9101 Revision B

FOREWORD

‘In December 1998, the Aerospace Industry has established the International Aerospace Quality
,Group (IAQG) with the purpose of achieving significant |mprovements in qua>hty and reductions
in cost throughout the value stream.

Thfs organization, with représe'ntatibn from Aerospace companies in Amerfcas Asia and Europe
:and sponsored by SAE, SJAC and AECMA has agreed to take responssbmty for the technical

contents of this standard.
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SECTION 1

QUALITY MANAGEMENT SYSTEMS
ASSESSMENT
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'SAE AS9101 Revision B

PURPOSE

The purpose of this document is to define the content and the presentatlon of the Assessment

Report of the section 1 of AS9100.

QUALITY SYSTEM ASSESSMENT REPORT CONTENT

The Assessment Report is made up of:

Page 6 (required)
.General Assessment !nformatxon

Page 7 (required)
Assess‘_ment Conclusions .

Page 8 (opfional)
General Organization Information

Page 9 (required)
Assessment Resulf Summary

Page 10 (required)
Assessment Scoring

Page 11
Corrective Action Request (when required)

Page 12
List of Recommendatlonlebservatlons/Comments

- Appendix A
. Quality System Questionnaire relatlve to the section 1 of A89100
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ASSESSMENT REPORT

Assessing company
logo

GENERAL ASSESSMENT INFORMATION

1 Organization & Work Address
‘{Company Name:  fAS A _ Tel Number:
MARSRALL SPaCe ELIGHT ¢EnTEe  |FaxNumber
- | Subsidiary of: e-mail: »
CAGE code:

Organization ldentification:
Assessed Site Address:-

umhvde/ /J,L 35‘?

Main activities:
Product Types or Codes: /

' Assessmer%? resentative & Title:
A xet 0%
Quality Manager Representative & Title:

<

2 SO Registration

[ 11SO Registered
[ ] ISO Standard / Revnsnon
[ Aerospace Standard / Revision AS "‘ 1106 a

Registrar Name: A @4 -ULS 4
Expiration Date (If applicable).

3 Assessment Team

Lead Assessor Name:

Other Assessor Team Members:

: 3i15Y
[w/]/Certiﬁed Auditor — Type & No. A;: Sy B'lLL HALT V/MU
[ ] Qualified Auditor @3/
4 Assessment Dates: MoV 15-79 >0

15 Assessment Scope

[ ]Initial assessment
[ ]Re-assessment

[ ] Total facility assessed

[v] Partial facility assessed
‘I[ ]Other:

[ 71 Activity assessed:

[ 1AlI9100 elements assessed
[v] Partial 8100 elements assessed
Elements not assessed:

See cheklfs? 4%(/@/

6 Assessment Disposifion

7 Scoring

] ] Conforming
[ v]’f:onformmg with minor (mi) corrective actlon

[ 1Non conforming with Major (MA) corrective action

Scoring result:

975

18 Assessment Approval

Date

Assessing Company
w/igp-1aloz

NAA-usa

/?m'lwv«a’ gj H4ErE

Signature

éqﬂ.

Lead Assessor Name

Distribution ' Agreement

This Assessment Report is the property of the assessed Organization and the assessing Company. Distribution to other:companies or

individuals is authorized only after written agreement of the assessed Organization and of the assessing Company.

To that end, a signature below by an Authorized Representative of the assessing company »indicate's that this report may be copied by

the organization for other customers.

If copied, the report must be disclosed in full mcludmg findings and any (é?ecﬂ/ve ag ions.

QKC‘}\&,\’TQ 61'1{‘}\»‘&@*57{ Signature \!

" Authorized Representative
Assessing Company Name -

A4 (‘L/ pate /7 1%
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~ ASSESSMENT REPORT

Assessinb company
fogo

ASSESSMENT CONCLUSIONS

General comments about the organization and the quality system of the assessed organization:

EVidece of /mfﬁw/ ?emﬁ% ngcf{mf %&é’}w Hrosert o fzz;f?}'wa/

/"'mee/m/z%

Strong points: ’ N ~ 4 o .
(?’)n?? p‘ / nevipi and mzfaf/f"’ﬁtﬁﬁ/&« o7 L .'Am” (207"“ > “[‘3‘"/’4 42“”57('“‘%}“"/‘3’"’“’”‘//0&4*
A s/ ¢ ) } ; ‘
Todrsatiog fom five Fecibly iotossa Wk ardir pslem,
SZ”"”\S hvnag gt pouelvemat end Aer- riveress mﬁg:‘é/ayfuej :

Improvement Opportunities:

Qm;w/ﬁ%ﬁ/o}v o altl Kvmss f‘E’-C‘ZM[S rn cne electrunic g ,5fem s adless oF whee
Araioniy wis Filer ar who Spanspved Mo Lty (uasnrta, a-srive, 1#1s )
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ASSESSMENT REPORT

Assessing company
- logo

GENERAL ORGANIZATION INFORMATION

Legal and Financial Aspects

L

O Date of Formation:

O Legal Status:

O Capital:
0O Other Data:
Third Prior Second Prior First Prior Current
Financial Year Financial Year Financial Year Financial
( ) ( ( ) Year

Sales

'/

( )

/

Earnings

4

Earnings used for Re-
Investment

Workfofce

/

2 Turnover breakdown and main Custom)e/rs

Activities

Main Customers

Sales Percentage

Aircraft, Space and
Defense Industry

-Other Activity
(be specific)

/

3 Clearances or Qzéprova

Is granted by Authorities

.Name of the Adthority

Types and References

End of Validity
(date)
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ASSESSMENT REPORT | Asse‘ss;79 company
' : ' ogo

ASSESSMENT RESULT SUMMARY

- {Organization :
Elements* Result Observation / Corrective Action Request Number
(AS9100 ~- Section 1) S ] Ma | mi ]N/A (MA/mi)

4- Quality Management System

4.1 General requirements 4
|4.2 Documentation requirements
4.3 Configuration Management

5 - Management responsibility

5.1 Management commitment
'15.2 Customer focus

5.3 Quality policy

'5.4 Planning

5.5 Responsibility, authority and
communication

5.6 Management review.

WV WV

W

6 - Resource management

6.1 Provision of resources
6.2 Human resources

6.3 Infrastructure

6.4 Work environment

V\,\ﬁ\r}.\h

17 - Product realization

7.1 Planning of product realization
7.2 Customer-related processes
7.3 Design and development

7.4 Purchasing

7.5 Production and service provision

7.6 Control of monitoring and
measuring devices

_ {8 - Measurement, analysis and improvement

8.1 General
8.2 Monitoring and measurement | | {

8.3 Control of nonconforming
product .

8.4 Analysis of data
8.5 Improvement

Wi

Assi?sed Organizapt_iocn-: - / " _ |Assessing Company: p&A USHA
NASA - HOFC- :
'Rep’s name; A xel &/ﬁ Results Lead Assessﬁ P"-""‘W& @,,«lmeﬁ;
Signatureﬁ&/ % S Signature: wj o S

et 7(!77 (v )
* For each eleéent cross results of assessment: “S” for Satisfactory, “Ma” for major corrective agtion, “mi” for minor or “N/A” for
non applicable .

-9-



SAE AS9101 Revision B -

ASSESSMENT SCO RING (Member lcgo) ’
Organization : Result
Major CAR or minor Minor CAR on non
SCORING CHART CAR on Key ire
requirement _ Keyrequirement | NO CAR | RESULT
Muitiple Single Multiple Single
findings -findings finding

amkth

General requirements

finding

D ntati
, | Management commitment -
52 Customer focus 0 5 15 20 30 30
53 Quality policy o
54 Planning 0 - 10 20 30 4 .| 40 .
55 Responsibiiity, authority and communication- 0 5 15 20 30 - 20
56 Management review : 0 10 25 .40 50 | SV
161 Provision of resources 0 10 25 40 50 "

6.2 Human resources : -
6.3 Infrastructure 0 10 o5 40 50 ‘ 50
6.4 Work environment .

; i it Ly ;
71 Planning of product reaiization 0 5 15 20 30 3¢

‘requests

Organization Representative ;

Date :

n)igJos

M w

#

(Fwee. Koryy

hen 7.3 is not assessed : SCORE = RESULT X 100
880

L
z

-10 -

72 .....
ing 0 5 (
7.3.2-3-4 | Inputs, outputs & review 0 5 15 20 30 30
7.3.5-6 | D&D verification & validation 0 5 15 20 30 ’52?
7.3.7 | Control of design and development changes 0 5 15 20 30 20
74 Purchasing 0 10 30 50 60 0
75 PrOAIGCH dnd Seibe BroViSon R . L
7.5.1 | Control of production and service prov:s;bn 0 10
7.5.2 | Validation of processes for production and service provision 0 10
7.5.3 | Identification and traceability 0 10 20 30 40 Yo
7.5.4-5 | Customer property & preservation of product 0 5 15 20 30 3¢
7.6 ' " | Control of monitoring and measuring device 0 5 10 _ 15 20 2.0
8.1 General _ _ _ \
8.2 ehiorraandmeact L
8.2.1 | Customer satisfaction 0
8.2.2 | Internal audit - , 0 (5) v
8.2.3 | Monitoring and measurement of processes 0 5 15 20 30
| 8.2.4 | Monitoring and measurement of product 0 5 15 20 30
183 Control of nonconforming product 0 5 15 20 30
84 | Analysis of Data 0 5 10 15 20
185 improvement 0 5 - 10 15 20
880 Mor| ey .
, | A TOTAL | 000 . | 97 =1
The assessed Organization agrees on the Quality System scoring and Corrective Action SCORE /100
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CORRECTIVE ACTION REQUEST

(C.AR.)

Assessing company
logo

Organization:

Site:

Identification C.A.R. No.:

Date issued:

Reference Standard:

Referenced Standard Element concerned:

Criticality
Ma / mi.

Non-Conformance Description

Assessor Name:

Assessor Signature:

due date.

action and planned completion da

Assessed Organization to complete the Corrective Action Request with root cause analysis, corrective | Due date:
te of corrective action, and return to the assessing Company by h

g

Action Ro"ét Cause:
No.:

Action | Corrective Action:
No.:

Planned completion date
of Corrective Action:

Organization Repreéentative Name:

Signature:

Current date:

Verification of the implementation of the completed Corrective Action by the Assessed Organization

Organization Representative Name:

Signature:

Current date:

S

“Verification of the implementation of the compléted Corrective Action to be filled out by the Assessing Combany ,

 Verification date :

Accepted:
Yes (O

No O

Assessor Name : © | Assessor Signature :

-11 -
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List of Recommendations/Observations/Comments

Assessing company

logo
Organization : Audit report number
Site: Issued date :
item Number Section ' Description
| Lead Assessor Name: Signature:

S : Satisfactory - CAR : Corrective action required - Ma : Major corrective action — mi : Minor corrective action

N /A : Not applicable - N/E: Not evaluated - P : Product - M : Management

-12-



SAE AS9101 Revision B

APPENDIX A
AS9101

QUALITY SYSTEM QUESTIONNAIRE

-13-




1.

SAE AS9101 Revision B _
PURPOSE

The purpose of this document is to present the questionnaire to be used during the “on site”
quality system assessment of Organizations in order to ensure common practices for these
assessments. This questionnaire is relative to the section 1 of AS9100.

USE OF THE QUESTIONNAIRE

The use of this questionnaire is mandatory and will be a part of the Assessment Report.
The questionnaire is used to evaluate AS9100 standard, section 1.

The audit is undertaken by review against the requirements of the questionnaire and the
findings are recorded as appropriate by annotation of respective columns,

» Satisfactory (S) .
> Not applicable (N/A) the reason shall be documented in the bottom of the page

»  Not evaluated (N/E)
> Corrective Action Request (CAR) Major (Ma) or Minor (mi.) finding

The CAR number shail be referenced in the column “CAR number”
The category Ma for Ma}or CAR or mi for Minor CAR shall be inciuded in this column also.

Additional information on questionnaire

Key Requirements: Some requirements are deemed to be very significant and are so
identified by the presence of ‘P’ or ‘M’ against the specific section or question within the

guestionnaire,

“P” direct link with product

“M” direct hnk with Management

The extent of Key Requirement applicability is determined by the location of the ‘M’ or ‘P’. In
the example below all of question 14 is considered as a key requirement.

14 Does the output from the management review include any decisions and actions related fo :

a) Improvement of the effectiveness of the quality management system and its processes ?
b) -Improvement of product refated to customer requirements ? and
¢) Resource needs ?

M

In the second example below only part of question 03, i.e. d) is considered Key Requirement.

03  In planning product realization, does the organization datermine the following, as appropriate :

a)
b)

)

d)

e)

Quality objectives and requirements for the product 7

The naed to establish processes, documents, and provide resources specific to the
product ?

Required verification, validation, monitoring, inspection and test activities specific to the
product and the criteria for product acceptance ?

Records needed to provide evidence that the realization processes and resulting product
meet requirements (see 4.2.4) 7

The identification of resources to support operation and maintenance of the

product ?

- 14 -




SAE AS9101 Revision B

 Guidance notes: Certam questions will have a numeric reference that refers to additional

guidance notes which are detailed within the ‘Guidance notes’ section located after the
questions on each page. The guxdance notes provide the Auditor with further insight on type
of objective evidence and/or review expectations etfc. In the example below, note (1) refers
the auditor to additional notes pertaining to question 1 part a).

48 Does the analysis of data provi'de information relating to:

a)-

b)
¢)

\d)

Customer satisfaction (see 8.2.1) (1) ?

Conformity to product requirements (see 7.2.1)e ?

Characteristics and trends of processes and products including oppdrtunities for preventive
action 7 And

Organizations 7

Guidance Note

1) Give examples and check how the organization measures the effectiveness.

References : When a reference (e.g. 4.1) is added to a question, It is linked to the
appropriate chapter (e.g. 4.1) of AS9100. .

Objective evidence assessed [ Observations / Comments / N/A explanation

-Record the objective evidence reviewed during the assessment or reason for not applicable.

Non-conformities :

Major : The absence of, or total breakdown of a manégemeht element specified in the
. 9100 standard or any non-conformities where the effect is judged to be detrimental

to the integrity of the product or service.

Minor : A single system failure or lapse in conformance with a procedure relating to the
9100 standard. .

Note : A number of minor non-conformities against one requirement can represent a total
breakdown of the system and this can be cons idered as a major non-conformity

USE OF THE ASSESSMENT SCOR!NG CHART

Following compleﬁon of each chapter of the Quality System Questionnaire the
nomenclature Assessment Scoring chart can now be completed.

The findings of each section and sub-section of the completed Quality System
Questionnaire are reviewed and the Assessment Scoring sheet completed as follows.

> If, multiple findings (i.e. greater than 1) with Major (Ma) Corrective Action Request (CAR) or minor
(mi) CAR on Key requirement in a section, e.g. 4.1 General Requirements then score in Major
CAR or minor CAR on Key Requirement (1 e. any questions with ‘M’ or ‘P’ indicator) “Multiple

findings”.column (resuit = 0),-or

» [, single finding with Major (Ma) CAR or minor (mi) CAR on key requirements in a section, e.g.
4.1 General Requirements then score in Major CAR or minor CAR on Key Reguirefment “Single

finding” column (result =10), or

> . If, multiple findings on non Key requirement (i.e. greater than 1) with Minor (mi) (CAR) in a
section, e.g. 4.1 General Requirements then score in Minor CAR on non Key requirement

“Multiple findings” column (result=25), or

-15-
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> If, single finding on non Key requirement with. Minor (mi) CAR in a section, e.g. 4.1 General
Requirements then score in Minor CAR on non Key requirement “Single findings” column (result

=40), or ,

> If, no CAR in a section, e.g. 4.1 General Requirements then score in “NO CAR” column
(result=50) .

>  When a single finding occurred on several questions affecting the same section of the scoring
table (e.g. 4.2 & 4.3 or 5.1-5.2-5.3), then score as “multipie findings”.

-Further notes on scoring

The above review critéria should be considered sequentially.

Maximum audit total cah be,
1000, where audit review comprises whole Quality System Questionnaire or,

880, where audit review comprises Quality Systém Questionnaire less Design and

-Development. in this case, the final score = TOTAL X 100
880

If a complete section line of the score sheet has not been assessed (N/A or N/E) the score

will be calculated as follow:
TOTAL x 100

Score = - Sum of maximum possible score

The higher the score the greater the level of compliance acknowledged by the audit activity:

-16 -
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, o QUALITY SYSTEM QUESTIONNAIRE e
ASSESSMENT QUESTIONS regmoments] © | nomeer || VE
Ma or mi
4.2 Documentation requirements
4.21  General ,
06 Does the quality management system documentation include :
a) documented statements of a quahty poucy and guality objectrves ?
b) aquality manual ?
c) documented procedures requnred by this International Standard ?
d) documents needed by the organiZation to ensure the effective planning, operation and
control of its processes-?
e) records required by this international Standard (see 4.2.4) 7 and .
) qualify system requirements imposed by the applicable Regulatory Authorities ?
07 - Does the organization ensure that personnel have acce,ss to qual:ty management system
documentation and are aware of refevant procedures ?
08 Do Customer andfor regulafory - authority representaﬁves have access fo cjualfty
management system documentat/on ?
4.22  Quality manual o , . Co . ‘ : _ g
09 Has the organiZation established and maintained a quality manual that includes (1) : T
a) the scope of the quality management system, including details of, and justification for, any
exciusions ? ‘/
b) the documented procedures established for the quality management system, or reference
to them, and when referencmg “the documented procedures, is the relationship
‘between the requrrements of this Intemaflonal Standard and the. documented
procéduses clearly shown (2) 7
c)ra descnpt»on of the interaction between the. procasses of the quahty management systern ? oL

1

Note 1 Wher‘= the term “documented procedure" appears within this International Standard, this means that the procedure is established,

documented, implemented and maintained.
Note 2: The. extent of the quality management’ system documnntatlon ‘cah differ from one organization to another due to

a) the size of orgamzat»on and type of activities,
b) the complexity of processes and their interactions, and
¢) the competence of personnel

'Guidance Notes

1) Quality manual reference and issue
2) Check the procedure list

Objective evidence assessed / Observations / Comments / N/A explanat:on

’it%w«r{/ ek @ %W(/ @»g//( anf /(M Wﬂ@( @Z«" ey L ‘(.

", 8: Satisfactory - CAR: Corrective action required ~ Ma: Major corrective action - mi: Minor corrective action’
N/A: Not applicable - N/E: Not evaluated - P; Product - M: Management

10 _
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QUALITY SYSTEM QUEST[ONNAIRE

ASSESSMENT QUESTIONS reqnomens] © | vomer | VE
Ma or mj

4.2  Documentation requirements (continued)

: ’_4.2.3 Control of documents

10 Are the documents required by the quality management system controlled ?.

11 Are records confrolled according to the requirements given in 4.2.4 7

12 Has a ddéumente‘d procedure been established to define the controls needed.to :
a) approve documents for adequacy prior to issue ? ‘ A
b) review and update as necessary and re- approve documents ?
¢) ensure that changes and the current rev:sron status of documents are xdentrf ed?
d) ensure that relevant versions of applicable documents are avarlable at pomts ofuse ?

“e) ensure that documents remain legible and read!ly identifiable ?
f) ensure that documents bf external ofigin are idenitified and their distribution controlled ? and

a) .
them if they are retained for any purpose ?

prevent the unintended use of obsolete documents, and to apply suitable identification o}

13 ‘Does the organization coordinate docuiment changes with customers and/or regulatory
authorities in accordance with contract or regulatory requirements ?

424 Control of records

14 Are records estabhshed and maintained to prov»de evrdence of conformity to requxrnments and
of the effective operation of the quality management system ?

15 Do records remain legible, readily identifiable and retrieyable Mm2z

16 Has a documented _procedure been established to define the controls needed for the
identification; storage, protection, retrieval, retention time .and disposition of records ?

17 Does the documented procedure define the mefhod for controlling records that are
‘creatéd by and/or retained by suppliers 7

18 Are records avat}able for review by customers and regu}atory aufhonbes in accordance
with contract or regulatory requirements ?

4.3 .Conﬂguratlon management

process appropriate {0 the product ?

19 Has the organization established, documented and maintained a configuration management

e

||

Guidance Note
1) List records reviewed

Objective evidence assessed | Observations / Comments / NJA explénation

S: Satisfactory - CAR: Corrective aé!ion réquired ~ Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evalualed - P: Product - M: Management
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Summary
Section h_ead{ngs Page numbers
| 4  QUALITY MANAGEMENT SYSTEM 18
4.1  General requirements . 18
4.2 Documentation requirements. . 19~ 20
5  MANAGEMENT RES_PONSlBILITY 21
5.1 Management commitment .21
5.2 Customer focus 21
5.3 -Quality policy 21
54 Planning - 21
5.5 Responsibility, authorify’and communication - 22
5.6 Management review 23
6 RESOURCE MANAGEMENT 24
' 6.1 Provision of resources ' 24
| 6.2 Human resolrces 24
6.3 Infrastructure .24
6.4 Work environment 24
| 7 PRODUCT REALIZATION 25
| 71 Planning of product realization 25
1 7.2 Customer-related processes 26
| 7.3 Design and development 27 - 30
7.4 Purchasing ' 31-33
7.5  Production-and service provision 34-38
| 7.6 Control of monitoring and measuring devices 39
18 MEASUREMENT, ANALYSIS AND IMPROVEMENT 40
8.1 General ' 4
8.2  Monitoring and measurement 41-43
| 8.3 Control of nonconforming product 44
8.4  Analysis of data 45
8.5 Improvement 46
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS rea el S| (oaR | A N’EJ‘
i - - Ma or mi
4 QUALITY MANAGEMENT SYSTEM
4.1  General requirements - , ' - ]
01 Has the organization established, documented, implemented and. maintained a quality’ v T
- management system and continually improve its effectivensss in accordance with the / )

requirements of this International Standard ?

02 Does the orgamzation :
- a) identify the _processes needed for the quality management system and thelr application
throughout the organization (1) ? . : ‘
‘b) determiné the sequence and interaction of these processes (1) ? U )
c) determine criteria and methods needed to ensure that both the operation and controf of |- !/
these processes are effective 7 ' '
d)} ensure the availability of resources and mformahon nzcessary to support the operatuon
and- momtonng of these processes ? :
e) monitor, measure and analyze these processes 7 and
f) implement actions necessary to achieve planned results and continual improvement of

these processes ?

03 Are these processes managed by the organization in accordance thh the requirements of this | ‘/ '
International Standard ?

04 Where an organization chooses to outsource any process that affects product conformity with P /
requiremnents, does the organization ensure control over such processes ? :

05 s the control of such outsource processeév identified within the guality management system 7?7

Note Processes needed for the guality management system referred fo above should include processos for managament, provzston

‘product reahzat»on and measurement.

Guidance Nofe

' 1) Main process formally identified e.g. : list, flow diagram, etc.

Objective evidence assessed / Observations / Comments / N/A explanation

S: Safistactory - CAR: Corrective action required - Ma: Major cozrecf/ve action - mi: Minor cérrective acf/on
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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—
, QUAL[TY SYSTEM QUESTIONNAIF?E -
KEY s CAR NA | NE
'ASSESSMENT QUEST!ONS . Requirements Number v
i Ma-or mi i
5 MANAGEMENT RESPONSIBILITY
5.1 Management commitment
01 Has Top management provided evidence of its commitment to the development and | M 4 .
implementation of the quality management system and contunua"y improving its effectiveness by
D
a) communicating to the organxzahon the lmportance of meeting customer as well as statutory 1
: and regulatory requirements ? /
b) . establishing the quality policy. ?
c)-. ensuring that quality objectives are established 7
.d) conducting management reviews-? And
e) ensuring the availability of resources ?
‘5.2 Customer focus.
02 Has Top management ensured that customer requirements are determined and are met with the . /
aim of enhancing customer satisfaction (see 7.2.1and 8.2.1) ? . :
5.3 Quality policy
03 Has Top management ensured that the quality policy : "
a) is'appropriate to the purpose of the orgamzatron ?
by inciudes a commitment to comply with requirements and continually improve the effectiveness . )
of the quah’cy management system 7 /
¢) provides a framework for establishing and reviewing quality objectives 7 '
d) is communicated and _understood within the organization (2) ? and
e) is reviewed for continuing suitability ?
5.4 Planning
5.4.1  -Quality objectives _ o
_04 Has Top management ensured that quallty objectives, including: those needed to meet
_requirements fqr product [see 7.1 a)] are established at relevant functions and levels within the /’
organization (3) ?
05 Aré the-dualiry objectives measurable and consistent with the quality poiicy ? M /
542 Quality management system planning
06 Has Top management ensured that :
a) the planning of the quality management system is camed out in order fo mee tthe requirements y
(see 4.1), as well as the quality objectives 7 and - / .
b) the mtegnty of the quality management system is maintained when changes to the quality
managemnent system are planned and implemented ?
Guidance Notes,
‘1) Evidence of management commltment
2) Identify and records method of communication
3) Review objectives ang status of their implementation
Objective evidence assessed /-Observations / ?omments [ N/A expfanation
Qive ~ Din tuoatd o "(»7 }Lf Mt =~ 0{ 5{’ MA {&:f anrl JP EUMRANCL. f VRN ,
. P
e Ak Wiy '&/;M—g‘l 5@4@{’7\ ¢{/ S, . X
s ggo - WJZM Juie o /u\/wwm /,47 £ g C = meme Haford 215703
V\Jw Jj /\MX/V\&JQ fﬂawwm L~ |
\ L
1 (’g 4 ]?fﬂfwwfcbpw DM%T natx () WA, ]

S Sarzsfactozy CAR: Corrective action lequued Ma: Major corrective aclzon — mi: Minor corrective action

N/A: Not applicable - N/E: Not evaluated - P: Product - M. Management
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QUALITY SYSTEM QUEST!ON NAIRE

N/A

‘08 Has Top management appointed a member of management who,
i responsibilities, has responsibility and authority that includes :
a) ensuring that processes needed for the ,quali’ty management system areé established,
implemented and maintained ?
b) réporting to top rmanagement on the performance of the quality management system and
any need for improvermient ?
c) ensuring the promotion of awareness of customer requirements throughout the orgamzatlon
~ ? and )
d) the organizational freedom fo resolve matters pgen‘aihing fo quality ?.

ASSESSMENT QUESTIONS Requnoments| | Nomter NE
) Ma or mil

5.5 . Responsibility, authority and communication
5.5.1 _Responsibility and guthority
07 Has Top management \ensuréd that the responsibilities and authorities are defined and .

communiicated within the organization (1) ? : / :
552  Management representative ‘

irrespective of other | M T

55.3  Internal communication

09 Has Top management ensured that appropriate communication processes are established
within the organization and that commumcatnon takes pla'*e regarding the effectivensss of the

quahty management system 7

S

Guidance Note
1) - Identify and records: method of communication within the organization

Objective evidence assessed / Observations /' Comments / N/A explanation

iD/JL o (,"wtuu /un\,f’ M a0k f %w«wv -

H sague, /ﬂ é/z,(/ﬁ f&’?’b/d///é{ /4/5&/
7127/(5,, umr/fa_ %7@47/

7%% Gpasti o

_57'2{,?6’{( déyj’egﬂfa‘lgx
213 %WW : (ﬂ%’
— a0 «rJ.e ’hwj/

* Vuwww - (e

v Codnost Ta noploy | Eﬁ%
5'@}“ &,shww( O{,\mmwmg% A éﬂ’w—é‘{}o u/[?

Ry 0( @ﬁ%’{ffﬁ%ﬂ‘ V(é’Ww

a2 " S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action —mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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_QUALITY SYSTEM QUESTIONNAIRE

b) . establishing the quality policy ? M y
¢) ensuring that quality objectives are established ? “}: :Z 4’& é . '

.d) ‘conducting management reviews ? And
“e) ensuring the availability of resources ?

ASSESSMENT QUESTIONS requroments| | nomser || ME
. Maorml -

5 MANAGEMENT RESPONSIBILITY ' R
5.1  Management commitment '
01 Has Top management provided evidence of its commitment to the development and M -

implementation of the guality management system and con‘unua“y improving its effectiveness by

) :

a) communicating to the orgamzatlon the importance of meeting customer as well as statutory \//

and regulatory requirements ? ’ o £ th’ /%‘ e f{l

5.2 Customer focus

02 Has Top management ensured that customer requxrements are determined and are met WIﬁh the . L/
aim of enhancing customer satisfaction (see 7.2.1 and 8.2.1) 7) 7‘9 7 54 [ % Ia

5.3  Quality policy | FTh%  « (aGval

03 Has Top managemert ensured that the quality policy : .
a) is appropridate to the purpose of the organization ? /
b) inciides a commitment to comply with requirements and continually improve the effectiveness ‘/
of the quality management system ? «~ b '
c) provides a framework for establishing and reviewing quality objectives ? wj >
d) is communicated and understood within the organization {2) ? and =~ 4;
e) is reviewed for continuing suitability ? -~ ‘ ﬁp t"'

|5.4 Planning

5.4.1 Quality objectives

04 Has Top management ensured that quality objéctives including- those needed to meet L/

.requirements for product [see 7.1 a)] are established at relevant functions, and Ieve!s within the
organization (3} ? (2 {fvﬂ};s p,,\ &4‘.&,{.‘(; -l @ é’w\eg‘ ( > m‘sf' "“’E 5 £‘ i

S AED TPV (i,
05 Are the quality objeéﬁves measu%l)k’a and’%lsten{/\mth the qualﬁ;, policy ? M
5.4.2 Quality management system planning
| 06 Has Top management ensured that: 26y~ Mk Plon rtorznasd - flo w..f’ 5 5;4’? V
a) the planning of the quality management system is carried out in order to mede{? e re ents /

{see 4.1), as well as the quality objectives ? and -
b) the integrity of the quality management system is maintained when changes to the quality

management system are planned and implermented v

Guidance Notes

1) Evidence of management commitment
2) identify and records method of communication
3) Review objectives and status of their implementation

Objective evidence assessed / Observations / Comments / N/A explanation
| Dep. i Cofe s (Ackag) . Tyr loas o bceupy \900 dures | 150 ut,wﬁg

ZDV s Masles Play &£ Cma%uuf'ﬁh / Romonl . N
Cu Lol Factihien rbmz»ha,..l L Ci&/—ﬁ@: lflh’a fwz -

A : Space 417! Vit . . E
s W'% p&w&; Mﬁ Oosre, Plns (4313 aded bl £, Dowol e 03)

Ceoghvmn n indtoacd asers M"”"’ Foder i {
: ﬁ(;{j Mﬁﬂﬂgﬂ& éu*(?mci »‘mulﬁi; ‘# Yei G~ &//53{4/"2),

Rem'en M3FC o, Tody
/&W-&_ﬂ 9;-%1&/@5{’ %qj 5’7 ‘:Z f%"m)ﬂ/

1LE JMM/‘;‘ s of wt? Bt 6&3 /73. .

Rosrised Hasker (53 o8 Feelibas
3‘“—[[?161 Cand e A&.Sg&gi%‘f’

S: Satisfactory - CAR: Corrective actzon requz)ed Ma: Majoz corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P; Product - M: Management

@f/mﬂﬁ ovenl /ﬁa«b
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QUALITY SYSTEM QUESTIONNAIRE

KEY S CAR N/A | NVE

ASSESSMENT QUESTIONS Requirements Number
Ma or mi
5.5 Responsibility, authority and communication
5.5.1 Responsi’lv_aili_ty and guthority ] P
07 Has Top management ensured that the re'sponsibiliﬁes and authorifies are defined and \//
communicated within the organization (1) ? \/ﬁ;;M wz‘ g/pﬂﬁ 4 ;J%;Le, (}/}5,@;;.,}
. v
5.5.2 Management representatlve
‘08 Has Top management appointed a member of management who, irrespective of other M
responsibilities, has responsibility and authority that includes :
a) ensuring that processes needed for the quality management system are established, P
implemented and maintained 7 - ) P
b) reporting to top management on the performance of the quality management system and ‘
any need for improvement ?
¢) ensuring the promotion of awareness of customer requrrements throughout the orgamzatnon
_?and
' d) the organizational freedom to resolve matters pertalnmg tfo quality ?.
55.3 Internal communication
09 Has Top management ensured that appropriate communication processes are established e
within the organization and that communication takes place regarding the effectiveness of the l/
quality management system ? A{g:k/ L J‘M //AC ,/ a 74 " i-//éms /éd;,,,, /

Guidance Note
1) identify and records method of communication within the organization

Objective evidence assessed / Observations / Comments / N/A explanatuon

Zﬁumf'-u (,@3 ahw’{‘ &-ﬂ-)v\e - 3/()3

(s ,
Dbr“ erl- + By Q—c,\ .x i ey .v & h]"h( &" fem - - UMWA«;X;\
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W
T
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Lac - Srpar oot 31 I
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(see ot ke )

S Satisfactorx - CAR: Corfectfve action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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it

QUALITY SYSTEM QU ESTION NAIRE

. KEY ... 'S CAR N/A | NIE
ASSESSMENT QUESTIONS Requirements Number :
’ - ‘M ormi

5.6 Management review

564  General

10 Has Top management reviewed the orgamzatxons quality management system, at p!anned N
intervals, to ensure its continuing suitability, adequacy and effectivenass (1) ?

11 Does this review include assessing opportunities for improvement and the need /for changes to ) y
the quality management system, mcludmg the quality policy and quality objeotxves ?

12 Are records from management revlews mamtamed (see 4.2.4)7

5.6.2 Review input

. 15 ‘Does the inpu{ to fnénagément review include informafion on (2):
a) results of audi.ts’? _

'b) customer feedback? E ,
c) process performance and product conformity?

d) status of preventive and corrective aétions?

e) follow-up actions from previous management reviews?

f) changes that could affect the quallty management system? And

g) recommendations for |mprovem°nt‘7

563 Review output

14 Does the output from the management review include any deéisions and actions related to (2) :
d) improvement of the effectiveness of the quality management system and its processes? \/

-e) irhprovement of product related to customer requirerﬁehts"? And

f) - resource needs?

Guidance Notes
1) Records management review frequency and functions involved (e.g : quality, production, etc.)
2) Verify the availability of input / output data such as: statistical data; graphics; summary tables; reports; etc.

Objective evidence assessed / Observations / Comments / N/A explanation
MFG - 1250 (@oﬁ@
~ (gt ,/zz»u%
- GQ,{M?, cankd %wf mMMs
- d@;&m - Sy, G b od Do, ko
~fHe

e pesimoftrd
- Coratin yﬁlﬁ&gﬂﬂm&ﬁ\

Vg Ol

oo mwd o /y/w7

il / s . «f&&%m lémfwwf

S: Saf/sfactory CAR Corrective act/on requ:red Ma Major corrective action - mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY SYSTEM QUESTIONNAIRE

. ASSESSMENT QUESTIONS ro el S WSAR | A e
) ) Ma or rii
6. RESOURCE MANAGEMENT
6.1. Provision of resources

.01 Has the organization determined and pro\/idad the resources needed:
a) “to implement and maintain’ the quality management system and contmually |mprove its
effectiveness ? And
b) to enhance customer satisfaction by meeting customer reguirements ?

6.2 Human resources

6.21 - General

02 Are personnel performing work affejctihg‘pro,duot quality competent on the basis of appropriate
education, trainhing, skills and experience (1) ? -

6.2.2 Competence, awareness and training

)03 Does the organization :
a) determine the necessary compe‘rence for personne! performmg work. affecting product | P

quality (2) ?

b) provide training or take other actions to satisfy these needs ?

¢) Evaluate the effectiveness of the actions taken ?

d) ensure that its personnel are aware of the relevance and importance of their activities and
how they contfibute to the achiévement of the quality objectives ?

e) maintain appropriate records of education, training, skills and experience (see 4.2.4) (3) 7 -

6.3 lnfrastructuré

04 Does the organization determine, provide and maintain the infrastructure needed to achieve
conformity 1o product requirements ?
infrastructure includes, as applicable :
a) buildings, workspace and associated utilities 7
.b) process equipment (both hardware and software) 7 And
o)) §Qppbrting s‘ei_’-i}ic_es (such as transpoit or communication) ?

6.4  Work environment

05 Does the organization determing and manages the work environment needed to achieve | P ‘
conformity to product requirements ?

Note : Factors that may affect the conformity of the product include temperature, humidity, hghtmg, cleanjiness, protec’non from electrostatic
discharge, etc:

Guidan ce 'Notes

1) Rewew training Records and Plan (status of the current year and of the prnvnous year)
2). Give examples of methods used to determine competence (e.g.: competence matrix, multiskill, ...}’
3) Review training certificates for the certified personnel and training records (internal and external training courses)

Objective evidence assessed / Observations / Comments / N/A explanation.

S Satistactory - CAR: Corrective action requrred Ma: Major corrective action — mi: M/nor corrective action
"N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY SYSTEM QUESTIONNAIRE

\ y KEY s CAR N/E
ASSESSMENT QUESTIONS Requnoments s
) Ma or mi

5.6 Management review

561  General

10 Has Top management reviewed the organization's quality mahagement system, at planned
. intervals, to ensure its continuing suitability, adequacy and effectiveness (1) 7

/

11 Does this review include assessing opporfunities for improvement and the need for changes to '
the quality management system, including the guality policy and quality objectives ? '

12 Are records from management réeviews maintained (see 4.2.4) ?

- 5.6.2 Review input ) . /

13 -Does the inpui to x;n'anagement review include information on (2) :
a) results of audifs? ‘
‘b) customer feedback?
c) procéss performance and product conformity?
d) status of preventive and corrective actions?
e) follow-up actions from previous management reviews?
fy changes that could affect the quality management system? And

g) recommendations for improvement?

5.6.3 Review output /

14 Does the output from the management review inciude any decisions and aet‘n/:ns related to (2) :
d). improvement of the effectiveness of the quality management systept and its processes?

-e) irhprovement of product related to customer requirerhehts’? And

f)  resource needs?

&

Guidance Notes /

1) Records management review frequency and functions ir?(ed (e.g : quality, production, etc.)

2) Verify the availability of input / output data such as: stafi tical data; graphics; summary tables; reports; etc.
7

Objective evidence assessed / Observat;e/r;s / Comments / N/A explanation
: rd
/
/

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action - mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY SYSTEM QUESTIONNAIRE

b) to enhance customer satisfaction by meeting customer requirements ? Zus/’ reg W,‘ =

KEY ST AR | waA|NE
-ASSESSMENT QUESTIONS Requirements Number
. Ma or mi
6. RESOURCE MANAGEMENT
6.1 Provision of resources
01 Has the organization determined and provided the resources needed:
a) to implement and maintain' the quality management system and continually improve its
effectiveness ? And revias o \/

| 8.2 Human resources

~1"6.21 - General

02 Are personnel performing work affec':ting'p_rqdu

zp quality competent on the basis of appropriate
education, training, skills and experience (1) 7 ¢ {)(!

I ﬁ\?%’w“,

6.2.2 Competence, awareness and training

03 Does the organization : ’
a) determine the necessary competence for personnel performing work affecting product | P
quality (2) ? Waskfluce Plonsvng ~ &/ sidebins P agmne Coonptlony HmpS36km ~ofrcs
b) provide training or take other actibns to s“atisfy these needs '?7 Primay C"‘y"}‘ £ n//@-'ﬂ!}r»
@7 Evaluate the effectiveness of the actions taken ? VArigns 52 &&\cw ond & Ld .
d) ensure that its personnel are aware of the relevance and importan%*e of their activities and
how they contribute to the achiévement of the quaiity objectives ? W @,« TV A
e) maintain appropriate records of education, training, skills and experience (segﬁ %2,})“(3) ?

<

. (o= T ASTERC AP
6.3 Infrastructure UM.L’ - /2

04 Does the organization determine, provide and maintain the infrastructure needed o achieve

conformity to product requirements ?

Infrastructure includes, as applicable : :

i _— . Taelihes Snci Wf" \/
a) buildings, workspace and associated utilities ? £/t hes 2"’8”“”‘3

.b) process equip,rpent (both hardware and software) ? And T7

- ©) supporting sefVices (such as transport or-communication) ? Logtshis

6.4 Work environment

05 Does the organization determine and manage the work environment needed to aghieve |P \/”
gelé /4&3 vr’ﬁéé)éd" /) )

conformity to product requirements ? 4ig/{ Ja‘u ,WJ(X CHM iy 743/ ;égéé g&;

Note : Factors that may affect the conformity of the product inciude temperature, humidity, lighting, cleanliness, protection from electrostatic

discharge, etc.

Guidance Notes

1) Review training Records and Plan (status of the current year and of the previous year)

2) Give examples of methods used to determine competence (e.g.: competence matrix, multiskill, ...) )

3) Review training certificates for the certified personnet and training records (internal and external training courses)

i
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QUALITY SYSTEM QUEST!ONNA(RE

ASSESSMENT QUESTIONS - Reqtiments NOAR | A NE
. . Ma or mi

7. PRODUCT REALIZATION

7.1 Planning of product realization

Does the organization plan and develop the processes needed for product realization ?

01
(see 4.1)

02 Is planning of product realization consistent with the requxrements of the other processes of the
quality management system (see 4.1)7

03 In planning product realization, does the organization determing the following, as appropriate :

a) . quality objectives and requirernents for the’ product 7
b)" the need to establish processes, documents, and provide resources specific to the

product ?

c) requnred verification, vahdabon monitoring, inspection and test actnvmes specn" ¢ fo the
product and the criteria for product acceptance ? )

d) records needed to provide evidence that the realization processes and resulting product | p
meet requirements (see 4.2.4) ?

e) ‘the idenfification of resources fo support opefation and maintenance of the

product ?

04 Is-the output of this planning in a form suitable for the orgahization's meéthod of operations?

| Objective evidence assessed / Observations / Comments / NJA explanation

S: Satisfactory - CAR: Correct/ve act/on reqwred Ma: Ma/or correct/ve action - mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Managément
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QUALITY SYSTEM QUESTIONNAIRE

CAR

N/A

requirements ?

ASSESSMENT QUESTIONS Réqulﬁ'EerYnsnis’ S| R NE
- Ma or mi

7.2 Customer-related processes
7.2.1 Determination of requirements related to the product
05 Does the organization determine : M

a) requirements specified by the customer, including the requirements for delivery and post-

delivery activifies ?
b) requirements not stated by the customer but necéssary for specified or intended use, where
known ? B

c) statutory and regulatory requirements related to the product ? and

d) any additional requirements determined by the organization ?
'7.2.2 Review of requirements related to the product. :
06 Does the organization review the requirements related to the product ? . T
07 s the review conducted prior to the organization's commitment fo supply a product to the |P

customer (e.g. submission of tenders, accepfance of contracts or orders, acceptance of

changes to contracts or orders) and does it ensure that (1) :

a) product requirements are defined ? A

b) contract or order requitements differing from those previously e)épressed are resolvad ?

¢} ‘the orgam?ataon has the ability to meet the defined requirements ? And

d) nsks (e g., new fochnology, short denvery time scalfe) have been evaluated 7
08 Aré records of the results of the review and actions arising from the review' faintained

(see 4.24) 2)7 .
09 Where the customer provides no documented statement of reguirernent, aré the customer -

requirements confirmed by the organization before acceptance 7’
10 Where product requirements are changed, does the orgamzatlon ensure that relevant | P
) documents are amended and that relevant personnel are made - aware of the changed | - J : J

Note :

product irformation such as catalogues or advertising material.

in some situations, such as internet sales, a formal review is impractical. for each order. Instead the review can cover the relevant

7.23  Customer communication

11

Does the organization determine and implement effective arrangeménts for communicating

with customers in relation to :
a) product information ?
b) enquiries, contracts or order handling, including amendments ? and

¢} customer féadback, including customer complaints ?

Guidance Nofes

]
2)

Check that all affected functions are mvo!ved in the review
Give examples: -

Objective evidence assessed / Observations / Comments / N/A explanation

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action —~ mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

-2R -
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7.3 Design and development

7.31  Design and development planning

52 Does the organization plan and control the design and dévelopment of product ?

13 During the design and development planning, does the organization determine :

a) the design and development stages 1) .
in respect of organization, task sequence, mandatory steps, significant stages and

method of confi 7guration confrol,
b} -the review, verification and vahdatnon that are appropriate to each design and development

stage ? and .
“¢) the' responsrblhtnes and authonhes for desngn and development ?

14 Where appropriate, due to complexity, does the’ organization give consideration to the

followmg activities :

- - structuring the design effort into significant elements ?

for each element, analyzing the fasks and the necessary resources for its design
and development. Does This analysis consider an identified responsible person,
design content, input data, planning constraints, ahd performance conditions. Is
the input dafa specific to each element reviewed fo ensure consistency with

requtrements ?

15 Does the organization manage the interfaces” between different groups involved in des;gn and
dnvelopment {0 ensure effective communication and clear assrgnment of responsibility ?

16 Is planning output updated, as appropriate, as the design and development progresses ?

17 Are the different design and development tasks ‘to be carried out defined according fo

and/or regulatory authority requirements (2) 7 -

specified safety or functional objectives of the product.in accordance with cusfomer.

7.3.2 Desngn and development inputs

18 Are inputs relating to product reqmrements determmad and are records mamtamed (see 4.2.4)
@
Dothese’iﬁnputs include :
a) .functional and performance requirements ?
bj applicable statutory and regulatory requirements ?
c) where applicable, information derived from previous similar designs ? and
d) other requirements essential for design and development ?

19 " Are these inputs reviewed for adequacy ?

20 Are requirements completed, unambiguous and not in conflict with each other ?

Guidance Notes

tasks and key events.
2) Give an example
3) Review applicable input data (give examples)

1) Give at least an example of a completed design & development plan, or an example of one in progress, that identifies the planning of

[Objectiveﬁ evidence assessed / Observations / Comments / N/A explanation

- N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

-7 -

S: Satisfactory - CAR: Corrective action required —~ Ma:-Major corfecti{/e aciion —mi- Minor corrective action
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7.3 Design and development (contiriued)

7.3.3 Design and development outputs.

21 Are the outputs of design and development provided in a form that enables verification against

the design and development input and approved prior to release ?

a) meet the input requirements for desrgn and development ?

b) provide appropriate information for purchasing; production and for service provision ?

c) contain or reference prod‘uct acceptance criteria ?
_d)} specify the characteristics of the product that are essential for its safe and proper use'? ahd’

e) identify key characteristics, when appficable, in accordance with design or contract’
requirements ?

22 Do.the design and development outputs : ' M

23 Isall p.erﬁnent data required fo allow the product to be idenfified, manufactured, M
Inspected, used and maintained defined by the organization; for example:
- drawings, part lists, specifications ?

- a listing of those drawings, part lists, and specifications. necessary fo def' ne
the configuration and the design features of the product ?

- information on material, processes, type of manufacturing and assembly of the
product necessary fo ensure the conformity of the product ?

7.3.4  Design anhd development review

24 At suitable stages, are systematic reviews of design and devalopment performed in accordance | M

.with planned arrangements (see 7.3.1) o (1)
a). evaluate the ablluy of the resuits of Design and development to meet requirements ?

b) . identify any probiems and propose necessary actions 7 and
¢) authorize progress:on fo the next stage ?

25 Do participants in such reviews include representatives of functions concerned with the design

and development stage(s) Being reviewed ?

26 Are records of the results of the reviews and any necessary actions maintained (see 4.2.4) ?

'7.3.5  Design and development verification

27 s verification performed in accordance with planned arrangements (see 7.3.1) to ensure that
the design and development outputs have met the desigh and development input requirements ?

28 Are records of the results of the reviews and any necessary actions maintained (see 4.2.4)7?

Note : Design and/or development verification may include activities suchas :
' - performing alternative calculations

- comparing the new design with a similar proven design, if available
- undertaking tests and demonstrations, and

- reviewing the design sfage documents before release.

Guidance Notes

1)  Give evidence of reviews

Objective evidence assessed / Observations / Comments / N/A explahation

S: Satisfactory - CAR: Correclive action reqwred WMa: Major corrective action — mi: Minor corrective action

N/A: Not applicable - N/E: Not evaluated - P: Product - M- Managemient

-8 .
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7.3 Design'and development (continued)

7.3.6 Design and development validation

29 Is design and development validation performed in accordance with planned arrangements
(see 7.3. 1) to ensure that the’ resultmg product is ‘¢apable of meetmg the requ»rements for the

specified apphcatnon or intended use, where known ?

30 Wheréver practicable, is validation completed prior to the delivery or unplementatlon of the
Product ? B

31 Are records of the results of validation and any necessary actions m_ajhtained (see 4.2.4) '7

‘Note: ]
-Design and/or development validation follows successful desrgn and/or development vermcatnon

-Validation is normally performed under operating: conditions.

-Validation is normally performed on the final product, but may be necessary in the earlier stages pnor to product completion.

-Multiple validations may be performed if there are different intended uses.

7.3.6.1 Documentation of design and/or development verification and validation

'| 32 At the completion of design and/or develobment, does the organization-ensure that M
reports,_calc:ulationé, test results, efc., demonstrate th_a'_t the prbduct' definition meets the
specification retyuiremeri'ts for all identified operational conditions? . )

7.3.6.2 Désign and/or development verification and validation testing

33 “Where tests are necessary for verification and validation, are these fests planned,
controlled, reviewed, and documented to ensure and prove the following (1) :
a) fest .plans or specifications identify the product being tested and the resources being
used, define test objectives and conditions, parameters fo be recorded, and relevant

accepfance criteria 7
b)- test ‘procedures describe the method. of operation, the performance of the fesf, and

_ the recording of the results 7 »
¢) the correct configuration standard of the product is submitted for the test 7

d) the r_equirements of the test pfan and the test procedures aré obsetrved 7
€)- the acteptance criteria dre met 7

Guidance’ Note .
1), Give an example of a qualification report : ‘ -

Objective evidence assessed / Observations / Comments / N/A explanation

S: Satisfactory - CAR: Correcf/ve actiori required ~ Ma: Ma/or correct/ve action — mi: M/nor cofrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.3 'Design and development (continued)

7.3.7 - Control of design and development changes

132 Are design and development changes idéntiﬁed afid records maintained ? ‘

35 Are the changes reviewed, verified and validated, as appropriate, and approved before
implementation (1) ? .

136 Does the review of design and development changes include evaluatlon of the eﬁeot of the
‘changes on constituent parts and product already delivered ?

{37 Does the organization's change control process prowde for customer and/or regulafory
authom‘y approval of changes, when required By confract or regulatory requirement ?

138 Records of the results of the review of changes and any necessary actions maintained
{see 4.2.4)7

Guidance ‘the

1) Give an eéxample

Objective evidence assessed / Observations / Comments / N/A explanation

N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

[a¥a)

S: Sat/sfacfmy CAR: Corrective action required — Ma: Ma/orcorrecz‘/ve acf/on mi: Mincr corrective action
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7.4 Purchasing

7.4.1 Purchasing process

39 Does the organization ensure that purchased product conforms to specified purchase . P
Requirements ? - '

40 Is the type and extent of control applied to the Supplier and the purcha’sed product dependent
upon the effect of the pur'chased product on subsequent product' realization or the final product ?

41 Isthe organization responsible for the quality of all products purchased from supphers
including customer-des:gnated sources ?

42 Does the organization evaluate and select Suppliers based on thelr ability to supply product in
*accordance with the organization's réquirements ? :

43 Are ciiteria for selection; evaluation and re-gvaluation established ?

44 Are records of the results of evaluations and any necessary actions arising from the evaluation
maintained {(see 4.2.4) 7 v ,

45 Does the organjzation : M
a) Maintain a regisfer of approved Suppliers that mcludes the scope of the approval '
(1?2

b) Periodically review éuppliers performance and use the records of these reviews as
a basis for establishing the level of controls to be. lmplemented 2)?

c) Define the necessary actions fo take when dealing with’ Suppllers that do nof meet
requirements ?

d) Ensure where requ;red that both. the organlzation and afl Suppliers use customer—
approved special process sources ?

) e) ‘Ensure that the function having respons:b:llty for approving Suppl:er qualn‘y

| ' systems has the authority to disapprove the use of sources ? )

] Guidance Notes

1) Review current list of approved Suppliers
2) Review suppliers performance / measurement system (e.g.: supplier rating, etc. )

Objective evidence assessed / Observations / Comments I N/A explanation

S: Satisfactory - CAR Corrective acr/on requ;red Ma: Major corrective action — mi: Minor corrective action

N/A: Not applicable - N/E: Not evaluated P: Product - M: Management

a4
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7.4 Purchasing (continued) -
7.4.2 Purchasing information

146 Does purchasing information describe the product fo be purchased, including where
appropriate (1) :

a) requirerents for approval of product, procedures, processes and equipment ?
b) reqqiremenfé for qualification of personnel ? '

c); qualify. management system requirements ?

d) the name or ofher positive identifi catlbn abd applicable issues of specifi caflons )
drawings, process requirements, inspection instructions and other relevant technical

~ S data ?
e). requirements for design, fest, examipéfion, inspection and relafed instructions for
acceptance by the Organization ?

f) requirements for fest specimens (e.g., production method, number, storage
conditions) for design approval, inspection, investigation or auditing ?

2] requtremenfs refative o :
- supplier noftification to Organizationr of nonconfoh;hing product ? and
- arrange,ments'for Organizationr approval of supplier nonconforming material ?

h)  reguirements for the supplier fo notify the Org'a'n/zat/ob of bhanges in product and/or
process definition and, where required, obtain organizatiofi approval ?

i) right of access by the orgamzat/on their customer, and authont/es fo all facilities
involved in the order and fo all applicable records ? and

) reguirements for the supplier to flow down fo subtier S{Jppiiers the applicable
reguirements in the purchasing documents ‘including key characteristics where
required 7 ‘

47 Does the organization enstire the adequacy of specified purchase requxremnnts prior

-_to their communication to the supplier ?

Guidance Note
1) Examine purchase orders that apply to-several types of procurement.

Objective evidence assessed / Observations / Comments / N/A explanation

S S'aﬁsféctory - CAR: Corrective action required — Ma: Major corrective action - mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

-7 .
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74 Purchasing (contmued) '
h? 4.3 Verification of purchased product
48 Does the organization establish and implement the inspection or other actxvmes necessary for | P
ensuring that purchased product meets specified purchase reguirements, they may. include
obtaining objective evidence of the quality of the product from suppliers (e.g.,
accompanymg documentation, certificate of conformlty, test reports, statistical records,
process control, inspection and audit at supplier’s premises, review of the required.
documentation, inspection of products upon recerpt and defegation of verificatiorr to
the supplier, or supplier certification ?
-149 Is purchased product held until it has been verifit ed as confomung fo specrf' Ted
'requ:rements unless iti is released under positive recallprocedure 7
50 Where the orgamzatron utrlrzes fest reports fo venfy purchased product, is the data in
- _those reports scceptable per eppllcable specifications (1) ?
‘51 Does the organization periodically validate test reports for raw material (1) ?
52 Where the organizetion delegates verifi cation activities to the supplier, are the requirements
for delegation defined and a register of delegatlons maintained (1) ?
53 ‘Where the organization or its customer intends to perform verification at the suppher s
premises, does the organization state the intended verification arrangements and method of
product release in the purchasing information? - : : :
54  Where specified in the contract, is the. cusfomer or the cusfomer’'s representative
afforded the right to verify at the suppher’s premlses and the ofganization’s premises
. that subcontracted product confarms to specifi ed requirements.? : B
55 It is. ensured that verifi catlon by the customer is not used. by the orgamzatlon as .
ewdence of effectlve control of quality- by the supplier (it does not absolve the
organization of the respons:blllty fo provide acceptable product, nor shall it preclude
subsequenf rejection by the customer) ? .
rf . .
Guidance Note
I 1) Give an'example
Objective evidence assessed / Observations / Comments / N/A explanation
!

S: Satisfactory - CAR: Corrective action required ~ Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P Product - M: Management

-133 -
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7.5  Production and setvice provision
7.51  Control of production and.service provision

56 Does planning consider, as applicable.:.
_ the establishment of process controls and development of control plans where

- key characteristics have been identified

the design, manufacture and use of fooling so that variable measurements can

the identification of in-process verification pomts when adequate verrf' cat/on of | P
conformance cannot be performed af a later stage of realization

be faken, particufarly for key characteristics, and
spetial processes (see 7.5,2).

Fa

57 Doses the organization’ p!an and cdrry out productyon and service provision under controlied

conditions (1).

Do these controlled conditions include, as apphcabh= : )

the ‘availability of information that describes the characteristics of the product ?

b) the availability of work instructions, as necessary 7

¢) the use of suitable equipment ?

d) the availability and use of monitoring and‘me’asuring devices ?

e). the implemientation of moniforing and measurement ?

f) the implementation of release, delivery and post-delivery activities ?

accountability for all product during manufacture (e.g., parts quantities, split orders

noncofiforming product) ?

h) evidence that all manufacturing. and inspection operations have been completed as | P
planned, or as otherwise documented-and authorized 7

iy prows;on for the prevention, detectlon and removai of forezgn objects 7 P

J} monltormg and control of ufilities and supplles such as wafer, compressed air, :
electricity and chemical products to the extent they affect product quality 7 and

k) criteria for workmanship, which shall be stipuléted in the clearest practical manner
(e. g writfen standards, representafive samples or iliustrations) ?

2)

g)

Guidance Notes
1) List the Part Numbet(s) used for this review _

[

| Objective evidence assessed / Observations / Comments / N/A explanation

S: Sausfactory CAR: Corrective action required — Ma: Major corrective action - mi: Minor corrective acilon

N/A: Not applicabls - N/E Not evaluated- - P: Product - M: Management

-34-
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7.5 Productnon and service provision (contmued)

7.5.1.1 Production documentatlon

58 Are production operatlons carried out in accordance with approved data ?

a) drawings, parts [ists, process flow charts including :nspect/on operatlons,
’ productlon documents (e.g., manufactur/ng plans,. traveler router, work order,
process cards); and :nspect:on documents (see 8. 2.4, 1)? and
b) a list of spécific or non-specific fools and numerical control (NC) machine programs
required and any specific instructions associated with their use ?

59 Does the data contain as necessary : , P

7.5.1.2 Control of productfon process changes : : ’ ' e

60 - Are pérsons autfiorized to approve changes to product/on processes identified (1) ? M

671 Has the organization identified and obtained acceptance of cbanges that require customer |
and/or regulatory authorify approval in accordance ‘with contract or regulatory

reguirements ?

documented 2

62 Are changes affecting processes, production equtpment tools and programs |pP

63 “Are procedures ava:lable to control thelr lmplementat/on ?

64 Are the results of. changes to productlonk PH
eﬁ‘ect has been achieved WIthout adverse.effects fo, product guality 2.

Ses’ assessed o conf' Tri that the desfred p

7.5.1.3 ' :Control of prodisction equ:pment tools and.niumerical control (N.C.) machine programs

inspected per/odlcally according to documented procedures.?

65 Are productlon equ:pment fools and programs validated prior {6 use and maintained and P

" the des:gn data/specification ?

166 Does validation prior fo production use includé verifi catlon of the fi rst art/cle produced to | p

67 Are storage requirements, lncludmg periodic preservatlon/condftlon checks, establzshed
for productlon eqmpment or toolingiin storage'?. . -

7 5.1.4 - ‘Control-of work transferred:on a temporary’ basts outs:de the organrzat:on s fac:lrtles-x---a

facilifies, does the organlzatlon define the process fo control and validate the quality of
the work ? :

68 When planning fo temporanly transfer work to a location outside the organization’s | M

'Guidanc:e Notes
1} Clearly defined list or“pro’cedures

Objective evidence assessed / Observations / Comments / N/A exp!anatioh '

S: SaI/sfactory CAR: Corrective action required — Ma: Ma_/or correct/ve action — mi: Minor correct/ve action

N/A! Not appl:cab/e~ N/E: Not evaluated pP: Product - M; Management

2
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7.5

Production and service provision (continued)'

7.5.1.5 Control of service operations

69 Where servicing is a specified requirement, do service operation processes provide for :

a) amethod of collecting and analyzing in-service data ?

b) actions fo be taken wheré - problems are identified after delivery, including
investigation, reporting activities, and actions. on service information consistent
with contractual and/or regulatory requirements (1) (2) ?

.¢) the contfrol and updating of technical docirmentation 7
d) the approval, control, and use of repair schemes (3) 7 and,
e) the controls required for off-site work (e. g- orgamzaf;on s work underfaken at the
. _customer’s fac:lltles) ?
7.5.2 Validation of processes for productlon and service provtsron
70 Does the orgamzahon vahdab= any processes for productvon and s<=rv1ce provision whnre the P
. resulting output cannot be verified by. subsequent monitoring or measurement (This includes
any processes-where deficiencies bscome apparent only after the product is in use or the
service has been delivered) (4) ?
Note :These processes are frequently referred to as special processes.
71 Does validation demonstrate the ability of thése processes to achieve planned results ?
M

72 Has the organization established arrangements for these procésses including, as é;ﬁpficable :

~a) defined criteria for review and‘ap}i)roval' of the pfocesses ?
\' -quefification and approval of s_pecfal processes prior fouse?
b) approval of equipment and qdaliﬁcaﬁdn éf'persbnﬁel 7
c). use of specific methods and prpcedures‘_? ‘ }
- control of the significant operafions- and paramefers of. special ‘processes in
accordance with documented process specifications and changes thereto (5) 7
©od) requifements for records (see 4.2.4) 7
e) and revalidation ? »

Guidance Notes
1) .Review reports issued foliowing visits to the customer (technical support). Comment on method of collection of in service data. Examine

some investigation reports :
2) Review evidence of implemeniation of corrective and preventive actions.
3) Review evidence of what has been assessed ( e.g.: maintenance manual, repair manual, information to customer)
-4) Verify the existence of list of spacial processes.
 5) Give examples

| Objective evidence assessed / Observations / Comments / N/A explanation

§: Satisfactory - CAR: Corrective action required — Ma; Majbr corrective action - mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Mariagement -

- 3K -
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7.5 Production and service provision (confinued)
7.5.3 Identification and traceability ‘
73  Where appropnat has the’ organrzatnon rdentrﬁed the product by suitable means throughout
product realization ?
74 Does the organization maintain the rdentlf' caﬂon of the configuration of the product in
order to identify any differences. befween the actual confi qurat/on and the agreed
conr' Tguration ?
75 Has the organization identified the product status with respect to momtonng and measurement
. requirements ?
76  When acceptance authority media are used (e.g_., sfamps, -electronic signatures,
- passwords), does the orgahization establish and document controls for the media (1) ?
77  Where tradeability is a requirement, does the organization control and record the umque
identification of the product (see4.2.4)? .
78 According to the level of traceabllrty required by conftract, regulatory, or other estabhshed
requirement, does the organization’s system prowde for (2) : o
a) identification fo be maintained throughout the product life ?
b) all the products manufactured from the sare batch of raw material or from the same
manufacturing batch to be traced as well as the destmat/on (del/very, scrap) of all
products of the same batch 7
c) in any assembly, the ldentlty of its components and those of the next higher
assembly fo be traced?
d) in any givén product, a sequential record of jts producf/on (manufacture, assembly,
~_inspection) fo be retneved ? .
| Note: In some industry sectors, configuration management is a means by which identfification and traceability is maintained. J
v 7.5.4 Customer property
/ (79 Does the organization exercise care with customer property while it is under the organization's
‘\\_ control or being used by the organization (3)?
80 Has the:organization identified, verified, protected and safeguarded customer property provrded
for use or incorporation into the product ?
81 Does the organization define methods to rd‘entify and record customer products that are lost,
damaged or otherwise made unusable and report such fo the .customer ?
» Note: Customer property can mclude mtelleotual property, including customer furnished data used for design, productlon and/or

1)
2)
3)

.Guidance Notes

Give examples of method(s) used
Give examples of traceability level applied (up and down) -
{dentify types of product supplied by thé customer.

Objective evidence assessed / Observations / Comments / N/A explanation

'S: Satisfactory - CAR: Corrective act/on requrred -Ma: Major. correct/ve action — mi: Minor corrective. action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.5 . Production and service provision (continued)

7.5.5  Preservation of product

82 Does the organi-zétiqn preserve the confor"?nify of prod‘uct-during inie’rnal proCeésing and defivery | {
{o the intended destination ? .
83 Does the preservation include identiﬁcation,,handling, packaging, storage and protection ?

84 Does preservation aiso apply to the constituent parts ofa product ?
85 Does preservation of product also inélu_de, where applicable in accordance with product P
specifications and/orregulations, provisions for :

a) cleaning ? _ o
_b_) prevention, detection and rerhoval of férefgh obfects ? »
c) sbecia[ ha‘ndling.for‘sensiﬁve‘ products 7
d) marking and labefing including safety warnings ?
' e} shelflife control and stock rotation ?
. .'sbéc:'a[ handling for hazardous matérials ?

86 ) Does the orgahiz_ation ensure that docu;'ner_zts required by the cgntract/order fo
accompany ‘the product are present at delivery and are protected against loss and

deferforation ?

Objective evidence assessed / Observations / Commenfs ! N/A explanation

S: Satisfactory - CAR: Corrective action reqtiired — Ma: Major correctivé action — mi: Minor corrective action
N/A: Not applicable = N/E: Not evaluated - - P: Product - M: Management

.38 -
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7. 6 Control of monrtormg and measuring devices

87 Does the organization detérming”the mdnitoring and measurement to bé undertaken and the _
monitéring and measuring devices needed to provide .evidence of conformity of product to
determined requirements (see 7.2.1) (1).7 : . . 4. .n

88 Does the organization maintain a regisfer of these momtor/ng and measuring dewces M

and define the process employed for their calibration including details of equipment
type, unique la'entlF cation, -locafion, frequency of checks, check methdd and acceptfance
criteria 7

.| Nofe.: Monitoring and measuring devices include, but are not limited to: fest hardware fest

soﬁ‘ware automated test equ:pment (ATE) and plotters. used fo produce inspection data. It

‘also includes personally. owned and customer supplled equrpment used to prowde ewdence.

of product conformity. . i

‘89 Does the organization establish processes {o ensure that monrtonng and measurement.can be

carried: out and are carried out in a manner that is consistent with the monxtonng and
measurement requrrements ? . :

90 Does the organization ensure that environmental condltlons are suitable for the

calibrations, inspections, measurements and fests being carried out ? }

81 'Where necessary to ensure valid results, is measuring equipment :

a) calibrated or verified at specified intervals, or prior fo use, against measurement standards
traceable to international or naticnal measurement standards; where no such standards

" exist, the basis used for calibration or verification shall be recorded (2) ?

b) adjusted or re-adjusted as necessary ?

c) identified to enable the. calrbra’non status'to be determmed ?

d) safeguarded from ad)ustments that would invalidate the measuremerit result ?

ej protected from damage and deterioration during handling, maintenance and storage ?

) recalied to a defi ned method when requiring calibration ?

82 Does the orgamzatron assess and record the vahdrty of the previous measuring results when the

equipment is found not to conform to requirements ?

83 Does the organization take appropriate action on the equipment and any product affected ? P

94 Are records of the results of calibration and verification maintained (see 4.2.4)7

p

95 When used in the monitoring and measurement of specified requirements, is the ability of
computer software to satisfy the intended application confirmed ?

96 Is this und:ertaken prior to initial use and reconfirmed as necessary ?

Guidance Notes

1) Review that the organization has a process for ensuring the capability of measurement system (e.g: interval Analysis, Resolution

Analysis, Gage Repeatable & Reproducibility, etc.) .
2) Ensure the links to the recognized international / riational standard.

| Objective evidence assessed / Observations / Comments / N/A explanation

S: Satrsfacfory CAR: Corrective act/on required — Ma: Major correct/ve action — mi: Minor corrective action
N/A: Not app//cab/e- N/E: Notevaluated P Product - M: Management




SAE AS9101 Revision B
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ASSESSMENT QUESTIONS A A B E A Bl
) ) Ma or mi

8 MEASUREMENT, ANALYSIS AND IMPROVEMENT
8.1. General

01 Does the organization plan and implement the monitoring, measurement,

analysis and M

improvement processes needed (1)

a) to demonstrate conformity of the product ?

b) to ensure conformib; of the q.uality management system, and ?

¢) to continually improve the effectiveness of the quality maﬁagement system ?

02 Does this include determination of apphcable methods mcludmg statu;hcal technlquc-s and the

A

extent of their use ?

Note : According to the nature of the product and dependmg on the specified r=qu1remenfs staf/stlcal techmques may be used

to support :
-design verification (e.g., rehabllrty, mamtamabrhty safety) ;

-process controf ;
* sefection and inspection of key characteristics;
= process capability measurements;
« statistical process control;
) ‘s design of experiment;
-inspection — matching sampling rate fo the crificality of the product and fo the process capability ;

-faifure mode and effect analysis.

Guidance Notes
1) Give examples of data

Dbjective evidence assessed / Observations / Comments / N/A explanation

S: Satisfactory - CAR: Corrective action requn'ed Ma. Major corrective action — mi: Minor ¢orreciive action
N/A: Not appllcab/e - NJE: Not evaluated - P: Product - M: Management

AR
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QUALITY SYSTEM QUESTIONNAIRE | |
ASSESSMENT QUESTIONS n'equﬁﬁems ST SR TR ]NE

Ma br mi

8.2 Monitoring and measurement (continued)
8.2.1  Customer satisfaction
03 As one of the measurements of the performance of the quality management system, does the
orgamzatnon monitor information relating to customer perception as to whether the orgamzat:on
has met customer requirernents (1) ?

04 Are the methods for obtaining and using this information determ:ned’?

8.22 _ Internal audit AFG 1250, L (&4/ D

05 Does the organization conduct internal audits at planned intervals fo determine whether the

uality managément system (2) : _
"a)) conforms fo the piannad arrangements (see 7.1), to the requrrements of this International. | - ] L ]
‘Standard and to the quality management system requirements establishéd by the e

organization? and
b) is effectively implemented and maintained?

06 Is an. audit program- planned, taking into c'onsideration the status a\n'd’ importance of the
processes and areas to be audited, as well as the results of previous audits?

L)

07 s the audit criteria, scope, frequency and methods defined? :

08 Does the selection of auditors and condiict of audlts ensure objectrvrty and’ mpartxahty of the
audit process (3) ?

08 Does the organization ensure intemal auditors do nof audrt their oiwn work ?

10 Are the responsrbmtres and requrrements for plannmg and ‘conducting audits, and for reporting
results and maintainihg records (see 4.2.4) defined in a documented procedure 7

11 Do the management responsible for the arezs bemg audited ensure that actions are taken M
without undue delay to eliminate detected nonconformities and their causes ? :

12 Do folisw-up activities include the verification of the actions taken and the repornng of |
verification results (se° 8.52) (4)7. i

13 Are detailed tools and technigues developed such as check sheefs; process ﬂ_oWéha'rts,
or any similar method fo support gudit of the quality management systérm requirements ?

14 Are the selected internal audit.tools acceptable in measuring the effectiveness of the
lnternal audit and overall orgamzat/on performance ?

SSIS TN SIS YIS

15 Do internal audits also meet contract and/or regularory requirements ?

Guidance Notes . _ .
1)  Give examples of how customer’s satisfaction is measured, committed, and acted upon.
2) Review of audit plan (status of the previous year and progress of the current year).

3) Check the list of approved auditors.
4) Review type of audits (questaonnaxre synthesis, circulation, request for correc’nve actrons corrective actions foHow—up)

(Objecﬁve evidence assessed./ Observations / Comments [ N/A explanation
I . ., 2 . . -
I Aodit Seladik - 2wy - it WP o2 2 g% 0 M. Shelp

Teac 4 . : Ay
ol Teni g - 5D 0720@30( ~ 7.5 <= 4S Al ,M7
~Q3 03 Zeu3 Ty Cexatafrnd

S’D o dd - W«Q‘ZAZL o S e L)@w“}w\ Lﬁad/] e B
)  Lsad un it
i~ #5357 f - (L. Tghnson
Ch #5351 L5 565 |
@3 c(i‘w.@f = puddty U Shiderr « lead
T. Dall Mo~ Lowk V\f‘\—wf}” v ’
€ . iessliag - boad. Tt 7/

S: Saﬁsfacfory - CAR: Corrective action required —'Mé: Major corrective action — mi: Misor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

AA
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QUALITY SYSTEM QUESTIONNAIRE

' : TTREY CAR NiA | NiE |
ASSESSMENT QUESTIONS Requireménts Number =
: . Ma or mi

8.2 Monitoring and measurement {continued)

8.2.3  Monitoring and measurement of processes

16 Does the organization "apply suitable methods for monitoring and, where applicable,
measurement of the quality management system processes ? .

17 Do these methods demonstrate the ability of the processes to achieve blanned results ?

18 When planned results are not achieved, is correction and corrective action taken, as

appropriate, to ensure conformity of the product ?
19 In the event of process. nonconformity, does the drganization (1) : P
a) fake appropr/ate action fo correct the nonconforming process ?
b) evaluate whether the process nonccnform/ty has resulted in product nonconform,ty ?
and
¢} identify and control the nohconforming product in accordance with clause 8.3 ?
8.24 Monitoring and measurement of product
20 Does the organization monitor and measure the characteristics of the product to vern‘y that | P
product requirements have been met ?
21 s this carried out at appropriate stages of the product realizaﬁon process in accordance with
the planned arrangements (see 7.1) ? ]
] 22 When key characteristics have been identified, are they monifored. and controlled ? P
23 When the organization uses sampling inspection as a means of product acceptance, is
the plan statistically valid and appropriate for use 7 )
24 Does the plan preclude the acceptance of lofts whose samples have known
nonconformities-?
25 When re'quired, is the plan submitted for qustomer approval ? _
=]

26 Is product hefd until it has been inspected or otherwise verified as conforming fto
" specified requirements, except when . product is refeased under posifive-recall
procedures pending completion of all. ;equ;red measurjemant and moniforing acfivities ?

27 s evidence of conformity with the accebtahce’ criteria-maintained ?

28 Do records indicate the person(s) authorizing release of product (see 4.2.4) ?

25, Is product release and service delivery held until all the planned drrangements (see 7.1) have
been satisfactorily completed, unless otherwise approved by a relevant authority and, where

applicable, by the customer 7

Guidance Note

1) Give examples of non conformity (product, process, ...).

Objective evidence assessed / Observations / Comments / N/A explanation

S: Satisfactory - CAR: Correcrive_ action required — Ma: Major corrective action —

N/A: Not applicable - N/E: Nof evaluated - P: Product - M: Management

47 .

mi: Minor cofractive action
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QUALITY SYSTEM QU ESTIONNA!RE

ASSESSMENT QUESTIONS Re-qu*;inems RIS
- : - Ma or mi
8.2 Monitoring and measurement (continued)

I B
8.2.4.1 Inspéction documentation.

30 Are measurement reguirements for product or service acceptance documented ?

31 Does this documentation, which may be part of the production documentation, include : | p
a) Criteria for acceptance and/or rejection ?
b) . Where i in the sequence measurement and testing operatlons are pen’ormed ?
c) a record of the measurement results ?'and - -
d) type of measurement instruments required and any specific :nstruct/ons assoc:ated
" with their use 7 . . -
32 Do test records show actual fest results data when requ:re»d by the spech catlon or
acceptance test plan ? .
33 When required to.demonstrate product c}ualiﬂcation does' the organization ensure that
records provide evidence that the product meefs the defined requirements ?
8.2.4.2 'First article inspection ' :
P

34 Does the organization’s system provide a process for the inspection,” verification, and
documentation of a representafive item froni the first production run of a new part, or
following any subsequent change that invalidates the prevwvus first amcle inspéction

result (1) ?

Guidance Note
1) Give eXamples of first arficle (new product and change).

Objective_evidence assessed / Observations { Comments / N/A explanation

S: Sat/sfacfool CAR: Corrective action reqwred Ma: Major corrective action — mi: Minor corrective action
N/A! Not applicable - N/E: Not evaluated - P: Product - M: Management

- A?-.'
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QUALITY SYSTEM QUESTIONNAIRE

NIA

o KEY CAR NIE
ASSESSMENT QUESTIONS Requiremants Ninmber
Ma or mi

Cohtrol of nonconforming product

8.3 . .
LNote: The term “nonconformihg product” includes nonconformin'g product refurned from a customer.

35 Does the organization ensure that product. WhICh does not conform o requlrements is identified | P
and controlied to prevent its unintended usé or delivéry 7

36 Are the controls and. related responsibiliies and- authorities for dealing with nonconformmg
product defined in a documented procedure ? ‘

37 Does the organization’s documented. procedure define the responsibility for review and
authority for the disposition of nonconformmg product and the process for approving
Ppersonnel making these dec:s:ons ? .

38 Does the organization deal with nonconformlng product in one or more of the following ways by: | P’
a) taking action to eliminate the detected nonconformlty ?
by authorizing its use, release or acceptance under concession by a relevant authority and

where applicable, by the customer ?

) ¢} taking action to preclude its original intended use or-application ?

39 Does the organization prevent disposifions of use-as-is or repair, unless specifi cal[y
authorized by the customer, if ;

- the product is produced to customer desrgn ?or

- the nonconformity results in a de rture from the confract requirements 7

(Unless otherwise rastricted in the contract is organlzaf;on-destgned product, which is
_controlied via a customer spec:f' cation, dispositioned by the organization as-usg-as is or
repair, provided the nonconformity does not resuit in a deparfure from customer-
specified requirements ?) '

40 [s product dispositioned for scrap conspicuousfy and permanently marked, or positively | p
controlled, until physically rendered unusable ?

41 Are records of the nature of nonconformities and any subseguent actions taken, including
-concessions obtained, maintained (see 4.2.4) ?

42 When nonconforming product is corrected, is it subject to re-veriﬁcaﬁon to demonstrate

‘ cmrormlty to the requirements ?

43 'When nonconforming product is detected afier .delivery or use has started doas the | p

" organiZation take adtnon appropriate to the effects, or potential effects, of the nonconformity ?
In addition fo any confract or regulatory authority reporting requirements, does the | p

organization’s system provide for timely reporting of delivered nonconforming product
that may affect refiability or safety ?

45

Does nofification include a clear description of the nonconformrty, which includes as

necessary, parts affected, cusfomer and/or organization part numbnrs quantity, and

date(s) delivered ?

Obj

ective evidence assessed / Observations / Comments / N/A‘explanati'on

S: Satisfactory - CAR' Corréctive action r‘equfred — Ma: Major corrective action — mi: Minor corrective dction
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

-44 -
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B . QUALITY SYSTEM QUESTIONNAIRE . . i
~ ASSESSMENT QUESTIONS ' reatrens] S| WAR 1“(‘* NE |
_ N ) : : Ma or mi
84  Analysis of data .
[76 Does the organijzation deterrnine, collect and analyse apprép’kiate data to demonstrate the ]M /

suitability and effectxveness of the quahty management system and fo evaluate where continual
improvement .of the effectiveness of the quality manacament system can be made ?

S

47 Does this include data generated as a result of momtormg and rneasurement and from other

relevant sources 7

48 Does the analysis of cfata provide information relating to :
a) customer satisfaction (see 8:2.1) (1) 7 )

AN

b)’ conformlty to product requtrements (see 7.2, 1 2?2
) characteristics and trends of processes -and products including opportum’nes for preventive
action ? And

'd) suppliers?

Guidance Note -
1) Give éxamples and check how the organization measures the effectiveness. ] » ) _J

[Objécﬁye evidence assessed / Observations / Comments / N/A eﬁcplanaﬁon '

/4(-( //"‘4 %&.ﬂz’ 6’/6/4*5' LV‘&;’/ d,/ 7 L/ f,%ﬁw; 4/&1%4/ /‘é/(/ld;& Bt fd;% //L&" (i |

/,zv/ Piymnict Vﬁ/f/m«’

S: Satisfactory - CAR: Corrective aciron required - Ma: Ma/or corrective action = mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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' QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS Requroments] © | Nomber N/A | NIE /
: . b Ma or mi_
‘8.5 Improvement
8.5:1 Continual improvement
49 Does the organization éonﬁnually impfove the eﬁe’ctiVerie_ss of the quality m»avnagement system /

through the use of the quality policy, quality objectives, audit results, analysis of data, corrective
and preventive actions and management review ? ’ : '

8.5.2 Corrective action

50 Does the organlzatlon take action to eliminate thn cause of nonconformities in order to prnvent P A‘/

recurrence (1) 7

51 Are qurective actions appfopriate to the effects of the nonconformitié’s encountered ?

52 .Is a documented procedure esta;blished to define réqui}emehts for
a) reviewing nonconformities (including customer compléints) ?
b) determining th\e causes of nonconformities ? . . . /
¢) evaluating the need for action to ensure that nonconformities do not recur ?
d) determining and implementing action needed ?
e) recording of the results of the action taken (see 4.2.4) 7
) feviewing corrective action taken'?
flow down of the corrective action requirement fo'a supplier, when it is determined
 that the supplier is responsible for the root cause ? and
h) specific actions where timely and/or effective corrective actions are no‘t achieved 7

B.5.3 Preventive action

53 Does the organization determine action fo sliminate the causes of potential nonconformities in M v
order fo prevent their occurrence (2) 2 :

54 Are preventive actlons appropriate o the eﬁacLs of the potential problems 7 Ve

55 Is a documented procedure sstablished to define requirements for : : i /

a) - determining potential nonconformities and their causes ?

b) evaluating the need for action to prevent occurrence of nonconformities ?
c) determining and implementing action neededb?

d) recording of the results of the actioni taken (see 4.2.4) ? and

e) reviewing preventive action taken ?

Gufdance Notes
1) Snlect a non-conforming part and use 52 a) through h) to check for e“rectiveness
2) Select a non-conforming part and use :>5 a) through e} to check for effectiveness.

Ob]ectlve avidence assessed / Observations / Comment / N/A»explanation
50 :
4Lr°r. - FRACAS — . ALTI%L /paod-s/330 o X

&&;(&:5(’})" L/w?ﬁ}\'u\ Mlearp- ﬁﬂ}wﬁ% GKHEE;/T) Mw! 71200

lM,‘”\*’? fag /’xeu
ﬁm Coore LRl Ot 3
:/f); (Cenk: M gl)l‘ﬂf VZ

-(’ZPr‘ : Gﬁb@f*%!@ﬂ@ _ - Sl Sed &up e
- (,W% W\w /&J kum//md” ‘ i - : : N

S: Sat/sfac{oo/- CAR Correct:ve act/on requzred Ma: Major corrective action'— mi: M/nor corrective action
N/A: Npt applicable -- N/E: Not evaluated - P: Product - M: Menagement
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Annex A
(informative)
- Bibliography
1SO 9000: 2000 Quality management systems — Fundamentals and‘ vocabulary
1SO 8001: 2000 Quality management system§ — Requirements
SO 10011 Guidelines for audiﬁng quality systemis

EN 9100 — Section 1 Aerospace series — Quality management systems — Requirements (based on
: 1SC 9001: 2000)
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