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SAE AS9101 Revision A

. QUALITY SYSTEM ASSESSMENT REPORT CONTENT:

SECTION 1
Associated to the AS9100/EN9100/JISQ9100
Section 1 based on ISO 9001-2000

SCOPE:

The purpose of this document is to define the content and the presentation of the Assessment Report
of the section 1 of the AS/EN/JISQ 9100, based on ISO 9001-2000.

The Assessment Report is made up of:

» Page 3 (requirgd)
General Assegsment Information

* Page 4 (requirgd)
Assessment Gonclusions

» Page 5 (optional)
General Organizational Information

» Page 6 (optional if Quality Scoring Appendix 2 is used)
Assessment Result Summary

* Page 7
Corrective Actlon Request (whehrequired)

* Page 8
List of Recomiendations/Observations/Comments

* Appendix 1
Quality System Questionnaire relative to the section 1 of the AS/EN/JISQ 9100

* Appendix 2
Quality System Scoring (Optional)

* Appendix 3
Documents regarding the company:

- Organization charts
- Copies of agreements and certifications
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ASSESSMENT REPORT

Assessing company

logo

GENERAL ASSESSMENT INFORMATION

1. Organization & Work Address

Company Name:

Tel Number
Eax Numher -

Subsidiary of :
Organization |dg
Assessed Site A

Main activities :
Product Types g

ddress :

ntificaton:'

2. ISO Registration

e-mail :
CAGE code :

[L ] ISO Registe
[L ] ISO Standar
| | Aerospace 3

ed

[ / Revision

tandard / Revision

3. Assessment Team

Lead Assessor
[ ] Certified Aug
[ | Qualified Au

Hitor

Name :

itor — Type & No. ,

5. Assessmerl

t Scope

[ "1 Total facility
{1 Partial facilit
[ ] Other :

|1 Activity asse

assessed
assessed

[L ] Initial assessment
[ ([ Re‘assessment

pssed :

-

i TAll 9100 elements assessed
. ' Partial 9100 elements assessed
Elements not assessed :

6. Assessmen

t Disposition

7. Scoring

{1 Conforming
[ "] Conforming

vith_minor (mi) corrective action

Scoring result :

| |71 Non conform

naaaitih Maiar (AMAN ~areaotiva aotion
TR HHRTHHE Yy + Y CACAR

8. Assessmen

t Approval

Assessing C

ompany

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.

hai this rep

ot may e
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ASSESSMENT REPORT A35935i79 company
ogo

ASSESSMENT CONCLUSIONS
(To be completed in English)

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

_______________________________________________________________________________

_______________________________________________________________________________

_______________________________________________________________________________
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Assessing company

logo

GENERAL ORGANIZATION INFORMATION

. Legal and Financial Aspects

Legal Status : ,

Capital : :

Other Data : !

. Date of Fgrmation : !

____________

Sales

Earnings

Earnings usef for Re-

Investment

Workforce

. Turnover brefakdown and main Customers

Activitles

Main Customers

Aircraft, Space §

nd Defense

IndusT’y

Other Activity
(be specific)

3. Clearances or Approvals granted by Authorities

Name of the Authority

Types and

References
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Assessing company

logo

ASSESSMENT RESULT SUMMARY

Organization:
Elements* Result Observation / Corrective Action Request Number
(AS / EN/ JISQEt00-Starard) S i VA I mi | N/A 01720111} —

4- Quality Management System

4.1 General requirgments

| L T S e
4.2 Documentatior| requirements N A A ey = Jue e e
4.3 Configuration fanagement R N N N = R RO
5 - Management regponsibility
5.1 Management cpmmitrment AR A Y] A v e I
5.2 Customer focu ! oot ety SRS Sl
5.3 Qualty policy SRR AR AR NS
5.4 Planning A AR ] e e
5.5 Responsibilty fauthority and communication |, 1} L p S ... f.._.____
5.6 Management rpview S N R e A
6 - Resource management
6.1 Provision of regources S A g | ) IR
6.2 Human resourges A RN A ) IO
6.3 Infrasfructure | S ST i
6.4 Work environment e
7 - Product realizatjon
7.1 Planning of prduct realization R R R O R AR
7:2 Customer-relaipd processes R R AR R R E
7.3 Design and defelopment R N O e M
7.4 Purchasing SRR R AR R R AR
75 Production ang servige provision R R AR R S M
7.6 Control of monftoring and measuring 1 | Bt Saliierl Snliiiel nialaitee el R
devices '———1———1;———1'———1- ——————————————————————————————————
8 - Measurement, analysis and improvement
8.1 General A O
8.2 Monitoring and measurement R A S S
8.3 Control of nonconforming product AR AR ] A S
8.4 Analysis of data Ay eyt ooty S
8.5 Improvement R A S S

Results

Signature :

*For each element, cross results of assessment : “S” for Satisfactory, “MA” for major corrective action, “mi” for minor or “N/A” for non

applicable
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CORRECTIVE ACTION REQUEST Assessing company
(C.A.R.) logo
Organization: ! . | Identification C.A.R. No.::_ S :
Site: . | Date issued: ! !
Reference Starfgard - | Referenced Standard Element concerned ©_ _ _ _ _ _ _
Criticality Non-Conformance Descripion ~~~~ nw [~ 777777 '
MA / mi
L] b o SN b :
AssessorNamd:: 7 || Assessor Signature | X

Assessed Orgarjization to complete the Corrective Action Request with root cause analysis, corrective Due date :
action and plannged completion date of corrective action, and return to the assessing Company by due

date.
Action | Root Cause :
3 T L e I
[ 1
|r ! 1
' ! 1
[ | 1 1
Action | Correctlve Action : Plannefl completion date of
e
1 1| ! 1
1 1| ! 1
[l N | ! !
1 I il 1
1 I il 1
[p—— T 1
1 1| ! 1
1 1| ! 1
1 1 I_ I 1
Organjzation R4 lnrnapntm‘i\lo Name : Qignnhlrn M Current date
: i R |
D o o e e o e o e e e e e e e e e e e a2 1 D e e e e e e e LT 1
Verification of the implementation of the completed Corrective Action by the Assessed Organization
Organization Representative Name : Signature : Current date :
e N i :
1 Vo U 1
Verification of the implementation of the completed Corrective Action to be filled out by the Assessing Company
Verification date : Acceptre_dlz L Assessor Name : Assessor Signature :
e | Yes: | Not | ffm=m=mmmmmmmmmmm oo - TR '
1 I :_ __________________ ! : :
U L
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List of Recommendations/Observations/Comments Assessing

Organization :

company logo

- = e o=y e

Site : | " Issued date : 1
em Number ection escription
ltem Numb Sect D t
1 1 1 I 1 |
! ! r I
1 1 1| 1 |
1 1 1 1 |
1 1 1| 1 i
1 1 1| 1 I
1 1 1| 1 i
1 1 1| 1 |
1 1 1| 1 i
1 1 1 1 1
1 1 1| 1 |
1 1 1| 1 i
1 1 1| 1 |
1 1 1| 1 |
1 1 1 1 h
1 1 1| 1 1
1 1 1| 1 |
1 1 1| 1 |
1 1 1| 1 i
1 ! Iy 1
1 1 1 1 |
1 1 1 1 1
1 1 1| 1 |
1 1 1| 1 1
1 1 1| 1 1
1 1 1| 1 \
1 1 1| 1 |
1 1 1| 1 i
1 1 1| 1 1
1 1 1| 1 !
1 1 1| 1 f
1 1 1 1 i
1 1 1| 1 h
1 1 1| 1 |
1 1 1| 1 |
1 1 1| 1 1
1 1 1| 1 1
1 1 1| 1 |
1 1 1| 1 |
1 1 1| 1 f
1 1 1 1 1
1 1 1| 1 |
1 1 1| 1 1
1 1 1| 1 h
1 1 1| 1 h
1 1 1| 1 1
1 1 1| { |
Lo e e e = = HE - - - - - - o e .
Lead Assessof Name’: Signature :
1

B 1
| 1 . W . S TS

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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SCOPE:

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 the AS/EN/JISQ 9100 based on ISO 9001-2000.

USE OF THE Q

UESTIONNAIRE:

The use of this questionnaire is mandatory and will be a part of the Assessment Report.

The questionnai

- 1SO 9001:2000
- Additional Aerdg

When a referenc
AS/EN/JISQ 91(

Important questi

* Key requiremgnts

The questions
- "P" have a di
-"M" have ad

* Mark the appr
- Satisfactory
- Not applicabl
- Not evaluate

» Corrective Act
Major: The ¢
stand

integ

e is based on the AS/EN/JISQ 9100 standard, section 1, whichisr¢

requirements
space specific requirements are shown in bold and italics

e (e.g. 4.1) is added to a question, it is linked to the‘appropriate chg
0.

bnnaire elements are defined below:

which are marked by:
rect link with the products
rect link with the management

bpriate box for each requirement with:
S)

ke (N/A)

i (N/E)

on Request (CAR) are categorized Major (MA) or Minor (mi.):

plative to:

pter (e.g. 4.1) of

bsenceof, or total breakdown of a management element specified
ard.of.any non-conformities where the effect is judged to be detrim
rity-of the product or service which are identified as Key Requireme

sections of AS/TEN/JISQ 9100 ("P™or "M")in the questionnaire.

Minor:

Other deviation.

$

n the 9100
ntal to the
ts in significant

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

The CAR num

ber shall be referenced in the column "CAR number".

The category MA for Major CAR or mi for Minor CAR shall be included in this column.

* Objective ev

idence assessed/Observations/Comments

Record the objective evidence reviewed during the assessment. Guidance is provided for certain
questions, as indicated in the Key Requirements column by a small number (for example: 1).

-10 -
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

KEY

Regquirements

CAR
Number
Ma or mi

N/A | NJE

4 Quality management system
4.1. General requirements

system and ¢

Has the organization established, documented, implemented and maintained a quality management

ontinually improve its effectiveness in accordance with the requirements of this

International Standard?

=
1
1

throughout tf]

these proces|]

and monitorif

these proces)

Does the organization :

identify the processes needed for the quality management system and their application
e organization ?

determine the sequence and interaction of these processes?

determine criteria and methods needed to ensure that both the operation and control of
Ees are effective?

ensure the availability of resources and information necessary to support the operation
g of these processes?

monitor, measure and analyze these processes? and

implement actions necessary to achieve planned results and continual improvement of
bes?

>4 T T Tl i

Are these pr:
International

cesses managed by the organization in accordance with the requirements of this
Standard?

[ (R I < W ey ey

(A [N [ URpy JORUULy [URpey [eppe,

Where an or
requirementg

anization chooses to outsource any process that affects product conformity with !
. . 1
, does the organization ensure control over such processes? L

Is the control|

of such outsource processes identified within the quality management system?

1
[
P

Note: Procey

ses needed for the quality management system referred to @bove should include processes for management, prov|

realization arjd measurement.
4.2. Docufnentation requirements
4.2.1 Genefal
06 Does e quality management system documentation include.: A 'I: T M R :
a) dogumented statements of a quality policy and quality.objectives? i il ! il :: i
I 1
b) a quality manual? | :: \ :: " :
¢) dogumented procedures required by this International Standard? I [l ! i :: 1
d) doguments needed by the organization ta'ensure the effective planning, operation and control : :: : :: n :
of its Jrocesses? I I I it :: !
e} redords required by this Internatienal Standard (see 4.2.4)7 and : :: : :: I :
f) quplity system requirements imposed by the applicable Regulatory Authorities? I [l I i :: 1
s e L
07 Does lhe organization ensure that personnel have access to quality management system T T | O R TR
docutentation and are.aware of relevant procedures? ! e I !
[ | Sy | PO DY e
08 Do Cusjomer and/or ¢ latory authority repr tives have to quality 1 : roh : I' i :
vy s F o fis I ! ]
g Y d on? :_____||__|:_____|'__::___|
[ 1) Main procgss formally identified (list, flow diagram, etc )
Objective-evidenee ¢-+Observations+Gomments

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

-11 -
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS el EY | S| AR | NAINE
Ma or mi
4.2.2 Quality manual
09 Has the organization established and maintained a quality manual that includes : 1),r T :_ - :, _____ ;- - _I:_ - _:
a) the scope of the quality management system, including details of, and justification for, any : : I :: : : 1 1
exclusions ? | [ —_—
b) the documented procedures established for the quality management system, or reference to 2) Y ||' T T
them, and : :: 1! oo :
whpn referencing the documented procedures, is the relationship between the 3 ks —‘I i ‘_‘: Al 'If' = “I := ==
reqyirements of this International Standard and the documented procedures clearly ): |: 1 : 1 i :
sholn? - """‘TF"‘: N - ™ r"‘:,L‘ ==
) a Hescription of the interaction between the processes of the quality management system? :_ Ir: :_: 1 : :_ :_
Note 1: Wherg the term “documented procedure” appears within this International Standard, this means that the procedure,is’established
documented, [implemented and maintained.
Note 2: The dxtent of the quality management system documentation can differ from one organization to another due to
a) the size pf organization and type of activities,
b) the complexity of processes and their interactions, and
c) _the competence of personnel
4.2.3 Contrpl of documents
10 Are theldocuments required by the guality management system controlled? :_:_:_:_:_1'_: _: ,I_:_:_:_:_:_
11 Are reco[ds controlled according to the requirements given in 4.2.4? :_ _ ,I :_ - _1
12 Has a documented procedure been established to define the controls needed to: |— T ::_ _: : T 1.
a)| approve documents for adequacy prior to issue? : 1 i :
b)| review and update as necessary and re-approve documents? I : : : : 1
c)| ensure that changes and the current revision status of documents,are identified? : oo :
d)| ensure that relevant versions of applicable documents are available at points of use? I : ! : : 1
e)| ensure that documents remain legible and readily identifiable™ : 1 : i :
fy| ensure that documents of external origin are identified and their distribution controlled? I : : : : 1
and : i :
g)| prevent the unintended use of obsolete documents-and to apply suitable identification I : : : : 1
to them if they are retained for any purpose? RN | ST SR,
13 Does th¢ organization coordinate document changes with customers and/or regulatory :_ oo : ,' - _I: T :
authoritles in accordance with contract or regulatory requirements? I s :l_ ___1
1) Quality anual reference and issue
2) Check the procedure list
3) Internatipnal standard used as referential
Objectivg evidence assessed / Observations / Comments

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-
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS el BY LS| o,
Ma or mi

N/A | N/E

4.2,

Docu

mentation requirements (continued)

4.2.4 Control of records

14

Are records established and maintained to provide evidence of conformity to requirements and of

the effe

ctive operation of the quality management system?

15 Do records remain legible, readily identifiable and retrievabie?

16 Has a Jocumanted procedure Dean estapnshad 10 Jelne e
storagd, protection, retrieval, retention time and disposition of records?

17 Does the documented procedure define the method for controlling records that are created
by andfor retained by suppliers?

18 Are regords available for review by customers and regulatory authorities in accordance
with cqntract or regulatory requir ?

4.3 Configuration management

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

procesq appropriate to the product ?

[ 1) Records ¢

kamples

Objectiv

b evidence assessed / Observations / Comments

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

-13-
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KEY S CAR N/A | N/E
ASSESSMENT QUESTIONS AR
Ma or mi
5 Management responsibility
5.1. Management commitment
01 Has Top management provided evidence of its commitment to the development and 1): ::_ - ::_ TTTA :_ -I : o -;
implementation of the quality management system and continually improving its effectiveness by : | i 1 : 1 : 1 :
1 1 1
a) communicating to the organization the importance of meeting customer as well as : : : 1 : : 1 : 1 :
[STATOTory and reguiatory requirements ¢ ! !
S T
b} | establishing the quality policy? 1 |1 i L |
1 1 1 1
c) | ensuring that quality objectives are established? M: : 1 l : 1 : 1 :
N 1 1
d) | conducting management reviews? and : :: |: v !
1 1
e) | ensuring the availability of resources? [, o LR |
5.2. Custdmer focus
TR T I IR
02 Has Tog management ensured that customer requirements are determined and are met with the 1 i Ly : : : :
aim of ephancing customer satisfaction (see 7.2.1 and 8.2.1)? [ _':_ _ ::_ R | R
5.3. Qualify policy
03  Has Tpp management ensured that the quality policy : : 1 : : : 1 1 :
1 1 1
a) if appropriate to the purpose of the organization? ! ! : ! 1 1 :
1 1 1
b) ifcludes a commitment to comply with requirements and continually improve the 1 : o : : :
gffectiveness of the quality management system? : ! : : : ! ! 1
1 1 1
c) Hrovides a framework for establishing and reviewing quality objectives? : 1 : : : 1 1 :
1 1 1
d) i communicated and understood within the organization? and 2 ! 1! : ! 1 1 :
1 1 1
e) ip reviewed for continuing suitability? )I : 1 : : :
| — | [ S——— PR, R
5.4. Planrjing
5.4.1. Qualijy objectives
T r T L
04 Has Tof management ensured that quality objectives, including those needed to meet 3): 1 : : : 1 1 l
requireients for product [see 7.1 a)], are established at relevant functions and levels within the 1 : [ : : :
organiztion. SRR FRUR L A
05 Are thglquality objectives measurable and consistent with the quality policy. M ' T:_ _ : L N L
5.4.2. Qualify management system planning
e
06 Has Top management ensured that : : : (I : : : : :
1 1
a) | the planning of the quality management system is carried out in order to meet the : 1y 1! : 1 : 1
requirements (see 4.),'as well as the quality objectives? and : : : : : : : : :
b) | the integrity of the{quality management system is maintained when changes to the guality 1 : 1 ! : 1 : 1 :
1
management system are planned and implemented? o :_ I | N
1)  Evidende of management commitment
2) Identify pnd records method of communication
3)  Yearly qbjectives~(Current and previous year) and status of their implementation
Objective evidence assessed [ Ohservations / Comments

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

-14 -



https://saenorm.com/api/?name=9b51c9eb75f63926c38b841d31ed34d2

SAE AS9101 Revision A

QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS b BY | S| (AR | NAINE
Ma ormi

5.5. Responsibifity, authority and communication
5.5.1. Responsibility and authority

07 Has Top management ensured that the responsibiliies and authorities are defined and 1)' " I . . |
communicated within the organization? 1 1 ! 1. it 1
5.5.2. Management representative

08 Has TppMaMageETENt appoMEd J TENDET O TaTageTTeTTt WiTo, TTESpeCtve of DiveT

respofpsibilities, has responsibility and authority that includes :

i ¢ iy L Tl

a) | ensuring that processes needed for the quality management system are established, I|
implemented and maintained? |:
b) | reporting tc top management on the performance of the quality management system and :

any need for improvement?
¢} | ensuring the promotion of awareness of customer requirements throughout the
organization? and

d} | the organizational freedom to resolve matters pertaining to quality?
5.5.3. Interrfai communication

09 Has Top nanagement ensured that appropriate communication processes are established within
the organjization and that communication takes place regarding the effectiveness of the quality
managethent system.

5.6. Manapement review
5.6.1. Genejal

10 Has Top management reviewed the organization's quality management systefiniat planned 2)' TN
intervals)to ensure its continuing suitability, adequacy and effectiveness?

11 Does thisfreview include assessing opportunities for improvement and the need for changes to the
quality mpnagement system, including the quality policy and quality objectives?

12 Are recofds from management reviews maintained (see 4.2.4)?

1) Identify find records method of communication withinthé\grganization
2) Recordqd management review frequency and attendees

Objective evidence assessed / Observations / Comments

S8 : Satisfactory - CAR : Corrective action required — MA : Major corrective action — mi : Minor corrective action
N /A : Not appiicable - N/E: Not evaluated - P . Product - M : Management

-15-
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QUALITY SYSTEM QUESTIONNAIRE

a) results of audits?

b) customer feedback?

ASSESSMENT QUESTIONS wlEY LS AR | NANE
Ma or mi
5 Management responsibility (Continued)
5.6.2. Review input
13 Does the input to management review include information on: 1) M

[
d

e

process performance and product conformity?

status of preventive and corrective actions?

follow-up actions from previous management reviews?

f) | changes that could affect the quality management system? and

g} | recommendations for improvement?

R s

L S

5.6.3. Review output =0 —
14 Does the output from the management review include any decisions and actions related to : 1_) _M_ [ R |
a) | improvement of the effectiveness of the quality management system and its processes? : :: :: I: : :
b} | improvement of product related to customer requirements? and : i :: :' : :
c) | resource needs? :_____::___"_____::__ :___:

} 1) Verify the pvailability of input / o

utput data such as : statistical data; graphics; summary tablesyreports; etc.

Objective evidence assessed / Observations / Comments,

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

-16 -
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QUALITY SYSTEM QUESTIONNAIRE
KEY S CAR N/A | NJE
ASSESSMENT QUESTIONS wlEY NOAR
Ma or mi
6 Resource management
6.1. Provision of resources
T T
01 Has the organization determined and provided the resources needed : I' T ‘I' N : |
! 1 i 1
a) to implement and maintain the quality management system and continuaily improve its : :I .: 1 i 1
effectiveness? and \ " h X i X
b) P ETITATCE CUSOMET SatISTaCtom By TEe T CUStOTTET TEireTNETS? 4 "' |I | Y
6.2. Hum3n resources
6.2.1. Genefal
LA (i Ll Tl [l el
02 Are pqrsonnel performing work affecting product quality competent on the basis of appropriate 1 ). ,: b |: : 1
educafion, training, skills and experience. :_ L i :_ i 1 :
6.2.2. Competence, awareness and training
==C 1
03 Does fhe organization : 1 p |
1 R I L
a) etermine the necessary competence for personnel performing work affecting product s | &5 — " h 4 || 1
sality? 2) P |: [
' i ] i i |
1
b) grovide training or take other actions to satisfy these needs? : :: L :l :l :
! 1 g
c) 4qualuate the effectiveness of the actions taken? X i Y R
1 h ] 1 1
d) gnsure that its personnel are aware of the relevance and importance of their activities\and : i .: 4 1 1
ow they contribute to the achievement of the quality objectives? 1 :: :| :' :' :
h 1 g
e) rhaintain appropriate records of education, training, skills and experience\(see 4.2.4)? : :: 4 :l :l :
_____ ! 1 g
3) ' |: :I i |
6.3. Infragtructure
[ i el Dl
04 Does |he organization determine, provide and maintain the infrastructure needed to achieve 1 i :: " :, :
conformity to product requirements. : :: u :: ': |
u ! |
Infrasffucture includes, as applicable: 1 :: " " i |
1 ] [ 1|
a) Huildings, workspace and associated utilities? 1 :: :: ] i |
1 |
b)  process equipment (both hardware and software)? and 1 i :: ,: :: :
) . i 1 " U
c) supporting services {such as transport or comriunication)? N N N
6.4, Work|environment
- P
05 Does fhe organization determine and ahage the work environment needed to achieve conformity P: :I :: |: |: 1
to profiuct requirements? I S e A
Note: F. may affect the conformity of the product include p , idity, lighti i pi ion from electrostatic disgharge, etc. |
1)  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, muitiskill...)
3)___Training pertificates for the certified personnel and training records (internal and external training courses)
Objective evidehce assessed / Observations / Comments
g |
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1

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

ASSESSMENT QUESTIONS W EY | S| AR NANE
Ma or mi
Product realization
71. Planning of product realization

01 Does the organization plan and develop the processes needed for product reatization? (see 4.1) :_________: :____.:_________1' :____d":_ __ __ :
02 Is planning of product realization consistent with the requirements of the other processes of the : _____ ::_ - -:— o _::_ - -::_ -
quality management system (see 4.1)? (R M N | N
03 In plann|ng product realization, does the organization determine the following, as appropriate: : :: , -E : o :, o

a) |quality objectives and requirements for the product? : |: : 1 : ::

b) [the need to establish processes, documents, and provide resources specific to the product? : :: : : : l:

¢) [required verification, validation, monitoring, inspection and test activities specific to the 1 :I I : 1 :I

product and the criteria for product acceptance? : 1: : 1 : ::

d) |records needed to provide evidence that the realization processes and resulting product P: .: : : : ::

meet requirements (see 4.2.4)? X :. f : 1 i
e} the identification of resources to support operation and maintenance of the product? :_ - _|:_ - ,:_ e |:_ - ,':_ .
04 Is the output of this planning in a form suitable for the organization’s method of operations? E : : : : ::__ __,' :_________-; :__ __,':__ __ __,'

7.2. Cusfomer-related processes
7.2.1. Deteymination of requirements related to the product

04  Does the organization determine : M:_ o -;:— - _,:_ T ::_ B -;,r o _:
a) |requirements specified by the customer, including the requirements for delivery and post- 1 : I I : 1 :: 1
delivery activities? : : : : 1 : :: :
b) [requirements not stated by the customer but necessary for specifiediag intended use, where : : : : : : :n :
known? 1 il | i |: 1
¢) |statutory and regulatory requirements related to the product?and : : : : : : :: :
d) |any additional requirements determined by the organization)? . L JL _ .,I_ ] ::_ b :

Objectivel evidence assessed / Observations fComments

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

KEY S CAR N/A | N/E
ASSESSMENT QUESTIONS Requirements Number
Ma or mi
7.2.2.Review of requirements related to the product
et e el s i el
06 Does the organization review the requirements related to the product? 1 LI : ! i : :_ !
07 s the review conducted prior to the organization's commitment to supply a product to the 1 )
customer {e.g. submission of tenders, acceptance of contracts or orders, acceptance of changes
to contracts or orders) and does it ensure that :
i ] SR == —-
a) [ProductreguirementsaTe et : : [ ; i
I " i 1 1
b) | contract or order requirements differing from those previously expressed are resolved? : " 1] i i 1
1 " it
c) |the organization has the ability to meet the defined requirements? and : 1 : i : o :
1 4
d) Fisks (e.g., new technology, short delivery time scale) have been evaluated? S |:_ = ::_ e :_ _ ,'._ !
i . R (e e
08 Are refords of the results of the review and actions arising from the review maintained (see 2), 1 1 i 1 : 1
) " g 1 1
4.2.4) :_.__IL_JI_____I__JI———d
08 Wherd the customer provides no documented statement of requirement, are the customer .' ~ -;;- - -;n— T .' - -;'_ o 1.
1
requirgments confirmed by the organization before acceptance? L oo LN !
—— = | = - - - = = = - =1
10 Wherg product requirements are changed, does the organization ensure that relevant documents 1 i ] i 1 : 1
are anfended and that relevant personnel are made aware of the changed requirements? P :_ _ :' _ ::_ L :_ _ :l_ _ J
Note: In somg situations, such as internet sales, a formal review is impractical for each order. Instead the review can cover the relevant groduct
information slich as catalogues or advertising material.
7.2.3. Custdmer communication

11 Does tije organization determine and implement effective arrangements for communicating with

custom|
a)
b)

)

Brs in relation to:
product information?

enquiries, contracts or order handling, including amendments? and

customer feedback, including customer complaints?

1) Checkt
2)  Give ex

at all affected functions are involved in the review
Bmples

Objectivg

evidence assessed / Observations / Comments

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

ASSESSMENT QUESTIONS el BY | S| WOAR | NAINE
Ma or mi
7 Product realization {continued)
7.3.1.1. Design and development
7.3.1. Design and development planning . R
12 Does the organization plan and control the design and development of product? S _::_ _ d'l L :' _ _:l:_ _ 1I
13 During the design and development planning, does the organization determine : ;12 '\_A_ _ l_ R . A _!r _ _!
a) tife design and development stages? : :I :| :: |: 1
- ip respect of organi. , task seq ), datory steps, significant stages and 1 d i L :| :
mpthod of configuration control, : :: : :: :: :
b) tfe review, verification and validation that are appropriate to each design and development : :: :: :: |: 1
sfage? and 1 it i i) :. :
c) e responsibilities and authorities for design and development? :_ 2> ::_ _ ::_ ___L ::_ _ _":_ !
14 Wherelappropriate, due to complexity, does the or ion give cc ation to the J
followihg activities : Ir i |” === -;I - —,I ==l
- | structuring the design effort into significant elements? I ? " I :. :
- | foreach element, analyzing the tasks and the necessary resources for its design : :: :: :: :: :
and development. Does This analysis consider an identified responsible pérson, 1 " 1 I ? 1
design content, input data, planning constraints, and performance conditions. Is the : :: :: :: :: :
input data specific to each el tr d to ensure co. 'y with 1 " 1 I ! i
requirements? :_ ‘ . : _'L ]
15 Does the organization manage the interfaces between different groups involved'in design and v : : 1|: : : 1| :_ B 1
develdpment to ensure effective communication and clear assignment of responsibility? :_________l_|__ [ T 1 T 1' Lo 1'
16 Is plarjning output updated, as appropriate, as the design and development progresses? . _:' _ d'l L :I _ _l:_ _1
17  Are the different design and development tasks to be carried-out defined according to _22 F_’ [ R P I P
specilied safety or functional objectives of the product in accordance with customer and/or 1 : : 1|: : : 1| : 1|
reguldtory authority requirements? N T T B . !
7.3.2. Design and development inputs
18 Are inplts relating to product requirements determingd’and are records maintained (see 4.2.4)? 3) M: _::_ - _::_ . :: - _:: - _:
Do thede inputs include : : oo :: :: :
a) fufpctional and performance requirements? 1 :: :: :: 1 : 1
b) agplicable statutory and regulatory‘requirements? : ': :: i : ! :
c)  where applicable, informatien derived from previous similar designs? and : :: :: :: : : :
d) otper requirements essentialifor design and development? 1. _I.__._:'___ I __::___J'_:_____'
19  Are thepe inputs reviewed\for adequacy? : o ':_ _ ':_ o ::_ _ _—:_ L !
20 Are requirements completed, unambiguous and not in conflict with each other? :___ __ __ __':: : I:_ _________ ::_____,:__ __ __'
7.3.3. Design and development outputs
21 Are thejoutputs/of design and development provided in a form that enables verification against the : _____ ::_ B 1|:_ S :_ B : :_ B _:
design pnd-development input and approved prior to release? e J'l_ I e L

)

2)
3)

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

key events.
Give an example
List all applicable input data (give examples)

Objective evidence assessed / Observations / Comments

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

ASSESSMENT QUESTIONS EY LS AR NAINE
Ma or mi
7 Product realization (continued)

7.3.3. Design and development outputs (continued)

22 Do the design and development outputs :
a) meet the input requirements for design and development?

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

c) dontain or reference product acceptance criteria?
d) gpecify the characteristics of the product that are essential for its safe and proper use? and

e

dentify key characteristics, when applicable, in accordance with design or contract
relquirements?

FEEE RS
[ S

23 Is all pprtinent data required to allow the product to be identified, manufactured, inspected,
used apd maintained defined by the or ization; for

a) -|Drawings, part lists, specifications?
b) -|alisting of those drawings, part lists, and specifications necessary to define the
donfiguration and the design features of the product?

¥,

information on material, pr type of ing and bly of the
prpduct necessary to ensure the conformity of the product?
7.3.4. Design and development review

24 At suitgdple stages, are systematic reviews of design and development performed in(accordance with
planned arrangements (see 7.3.1) to:

a) dvaluate the ability of the results of design and development to meet requirements?

b) iflentify any problems and propose necessary actions? and

| AP

c) agthorize progression to the next stage?

25 Do parfjcipants in such reviews include representatives of functions' concerned with the design and 1
develofgment stage(s) being reviewed?

]
]
]
]
]
t
]
L
]
]
]
]
¥
sr-T=TreTs====n
]
]
]

J

I T Ay
1

P

26  Are recprds of the resuits of the reviews and any necessary/actions maintained (see 4.2.4)? 1 A n
7.3.5. Design and development verification

27 s verifipation performed in accordance with planhed arrangements (see 7.3.1) to ensure that the 1 ! i
design pnd development outputs have metithe design and development input requirements? !

L
==

28 Are recprds of the results of the reviews and any necessary actions maintained (see 4.2.4)? 1

Note: Desigp and/or development verification may include activities such as:
- | performing alternative calculations,
- | comparing the new design with a similar proven design, if available
- | undertaking tests and demonstrations, and
- | reviewing the’design stage doct ts before rel

[ 1) Give evidedece of reviews

Objective evidence assessed / Observations / Comments

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

ASSESSMENT QUESTIONS WREY | S AR | NiAINE
Ma or mi
7 Product realization (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 resulting product is capable of meeting the requirements for the specified
application or intended use, where known?

30 Wherefer practicable, (s vandation completed prior 1o the Jelivery of [mplermentation of the proauct ¢

31 Are reqords of the results of validation and any necessary actions maintained (see 4.2.4)

Note:
- Design and/or development validation follows successful design and/or development verification.
- Validation |s normatly performed under operating conditions.
- Validation fs normally performed on the final product, but may be necessary in the earlier stages prior to product completion
- Multiple validations may be performed if there are different intended uses.

7.3.6.1. Doculnentation of design and/or development verification and validation

32 At the Fompletion of design and/or development, does the organization ensure that reports, Ll\_n o J_ R U ) S
calculations, test results, etc., demonstrate that the product definition meets the i :' l: : 1 : 1 :

I
specification requirements for all identified operational conditions? L e .I'_ [ N

7.3.6.2. Design and/or development verification and validation testing

33 Whereltests are necessary for verification and validation, are these tests planned; controlled,

reviewpd, and documented to ensure and prove the following : 1 ) P
|- === - =1

a) | test plans or specifications identify the product being tested andthe resources being
used, define test objectives and conditions, parameters to be recorded, and relevant
acceptance criteria?

1

1

1

1

b) | test procedures describe the method of operation, the perfarmance of the test, and :
the recording of the results? I
1

1

1

1

1

c) | the correct configuration standard of the product is\stubmitted for the test?

d) | the requirements of the test plan and the testprocedures are observed?

Fr============
r-----=-==-=-=-=-=-
A

e) | the acceptance criteria are met?

| 1) _ Give an|example of a qualification report

Objective evidence assessed / Observations / Comments

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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KEY S CAR N/A | N/E
ASSESSMENT QUESTIONS Requirerments Number
Ma or mi
7 Product realization (continued)
7.3.7. Control of design and development changes
m I
34 Are design and development changes identified and records maintained? R :'_ . T !
_____ =edm e e ey
35 Are the changes reviewed, verified and validated, as appropriate, and approved before ! : : |: : 1
implementation? Lot ne I T
A =
36 Does ttfe review of design and development changes include evaluation of the effect of the changes 1 ,: |: : 1 I
on congftituent parts and product already delivered? P'_ o e :L a O :_ :
_____ s e I
37 Does t‘e organization’s change control process provide for customer and/or regulatory b :: i : 1 i
r
authority approval of changes, when required by contract or regulatory requirement? R LA S & :_ 4
il M T —
38 Are recprds of the results of the review of changes and any necessary actions maintained (see I ! 1 : : 1 I
424y PR 7. AP IR K Y | B
74  Purchasing
7.4.1. Purchasing process
e T [T
39 Does tHe organization ensure that purchased product conforms to specified purchase requirements?\, ! il : i !
=] =T T e—
40 s the type and extent of control applied to the Supplier and the purchased product dependentdipon ! i |: i
W 1]
the effept of the purchased product on subsequent product realization or the final product? T T .:_ _
0 e —
41 Does the organization evaluate and select Suppliers based on their ability to supply productiin 1 ': 0 : 1 I
1]
accorddnce with the organization’s requirements? S S . A .:_ _ :
Il T Rl e ] L
42  Are critéria for selection, evaluation and re-evaluation established? i " : ! i
A AT P ks e ===
43 Are recprds of the results of evaluations and any necessary actions arising from the evaluation : : : |: : 1 D
1
maintaified (see 4242 s [ I T K | .
44 Does the organization : M: n :: : : : 1 :
]
a} mantain a register of approved Suppliers that includes the scope of the approval? 2): n i : : : : :
[ i
b) Pefiodically review Suppliers performance and use the récords of these reviews as a 1 ,: i : : I : 1
basis for establishing the level of controls to be ifmplemented? : " :: i : 1 :
]
c} deline the necessary actions to take when dealing with Suppliers that do not meet 3): ] ': : : : : :
1
requirements? 1 :: i i i 1
0 1
d} ens$ure where required that both the organization and all Suppliers use customer- : :: :: i : 1 :
approved special process sources?, ! n i : : ! : !
1 1] I |
e} engure that the function having responsibility for approving Supplier quality systems has 1 :: i l : I : 1
thq authority to disapprove the-tse of sources? :_ L .” . :._ _ :._ _ :

1} Give anjexample
2) Current|ist of approved Suppliers
3) Supplies performance /measurement system (e.g.: supplier rating, etc..)

Objective evidence assessed / Observations / Comments

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

ASSESSMENT QUESTIONS lEY | S| AR | NA I NE
Ma or mi
7 Product realization {continued)
74. Purchasing {continued)
7.4.2. Purchasing information
45 Does purchasing information describe the product to be purchased, including where appropriate : 1) P ‘ I |
a) requirements for approval of product, procedures, processes and equipment? : -;I l: :: : : :
h)  reoirementsforauaifieationofpersommes? - : :. PR
¢} duality management system requirements? X iy :: | : !
d} the name or other positive identification, and applicable issues of specifications, 1 :: :: i h 1
drawings, process requirements, inspection instructions and other relevant technical ! i Y ' N !
data? : : :' :: : : :
e} requirements for design, test, examination, inspection and related instructions for : i l: :: : : :
dcceptance by the Supplier? 1 :: :' ] 11 i
f)  nequirements for test specil (e.g., production method, r , storage conditions) : i l: :: : : :
fpr design approval, inspection, investigation or auditing? 1 :: :: N 1 1
g) 1pquirements relative fo : ) ) : i L :: : : :
{supplier notification to Supplier of nonconforming product? and 1 :: :| i i1 i
arrangements for Supplier approval of supplier nonconforming material? 1 i ,: i h 1
h) nequirements for the supplier to notify the Supplier of changes in product and/or : l: :| :: : : :
Rrocess definition and, where required, obtain organization approval? 1 :, ,: i h 1
i) rfghtof by the or ion, their customer, and regulatory authorities to all : l: :| :: : : :
frcilities involved in the order and to all applicable records? and 1 :. .: i h 1
J}  requirements for the supplier to flow down to sub-tier suppliers the applicable : " 4 :: : : :
requirements in the purchasing dc luding key characteristics where 1 :: :: i h 1
rpquired? RN SRR SRR R
46 Does thle organization ensure the adequacy of specified purchase requirements prior to their : :I— -: : :: . -:
communication to the supplier? L _|:_ ,'l_ I _:_ _ )

[ 1) Examine

furchase orders that apply to several types of procurement.

Objective evidence assessed / Observations / Comments

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

ASSESSMENT QUESTIONS

KEY

Reguirements

CAR
Number
Ma or mi

N/A + N/E

7
7.4.

7.4.3.

Product realization (continued)
Purchasing (continued)
Verification of purchased product

47

Does the organization establish and implement the inspection or other activities necessary for

ensurin
obtaini

g that purchased product meets specified purchase requirements, they may include

hiscti idli of the guality of the duct fram Ji {e.q

dc

ion, certificate of conformity, test reports, statistical records, process control,

inspec|
inspec|
supplid

ion and audit at supplier’s premises, review of the required documentation,
ion of products upon receipt, and, delegation of verification to the supplier, or
r certification?

48

Is purchased product held until it has been verified as conforming to specified requirements

unless|

it is released under positive recall procedure?

A==

49

Where

Lhe organization utilizes test reports to verify purchased product, is the data in those

reportg ptable per applicable specifications?

r--
1

50

Does ti

e organization periodicaily validate test reports for raw material?

51

Where

[he organization delegates verification activities to the supplier, are the requirements

for del¢gation defined and a register of delegations maintained?

52

Where

he organization or its customer intends to perform verification at the supplier's premises,

does the organization state the intended verification arrangements and method of pfeduct release in

the pur

bhasing information?

53

Where
the rig

specified in the contract, is the customer or the customer’s representative afforded
t to verify at the supplier’s premises and the organization’s @remises that

subconptracted product conforms to specified requirements?

1
S A | (e

Itis en

Eured that verification by the customer is not used by the organization as evidence of

effectiye control of quality by the supplier (it does not absolve the organization of the

trrct h

responsibility to provide acceptable product, nor shall-it pr guent rejection by
the cugtomer)?

[)Giveane

lample

Objective evidence assessed / Observations / Comments

§ : 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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KEY S CAR N/A | N/E
ASSESSMENT QUESTIONS Requirements Number
Ma or mi
7 Product realization (continued)
7.5. Production and service provision
7.5.1. Control of production and service provision
e Sl § = =], =
55 Does planning ider, as applicabl : |: i I |: 1
0
a) - the establishment of process controls and development of control plans where key : :: : : I : : :
HaraCteTiStiTS rave e Tdemtfied T 1 IS |
1 1] I 1 l
b} {the identification of in-process verification points when adequate verification of : |: 1] l: 1 : l
qonformance cannot be performed at a later stage of realization 1 :I : : :, : I :
1 I 1
c) -the design, manufacture, and use of tooling so that variable measurements can be 1 :| : :: : I :
I
thken, particularly for key characteristics, and : L [ : |
1
d} {special processes (see 7.5.2). v __ f :_ . ::_ e | :'_ o :
56 Does the organization plan and carry out production and service provision under controlled 1)
L R P B s P
conditigns. . Il i i 1 '
il 1 I 1
Do thege controlled conditions include, as applicable : : U : 1 I : 1 :
1 1 I
a) thp availability of information that describes the characteristics of the product? : : | : 1 | : : :
b) thp availability of work instructions, as necessary? | : : 1 : : : i : !
1 1 1
c) thE use of suitable equipment? | 1 : 1 : : 1 : 1
I | 1 1 1
d) thp availability and use of monitoring and measuring devices? | ! i 1 ! 1
il 1 I 1
e) thp implementation of monitoring and measurement, : 't : 1 | : 1 :
1 1 I 1
f)  thk implementation of release, delivery and post-delivery activities? : : \ : ' ! : . :
g} adcountability for all product during facture (e.g., parts. g ities, split orders, : : : : : : : : :
nenconforming product)? A | i ia 1 1
e L o L
h) eyidence that alf facturing and inspection operations have been completed as I—P'_ - ‘,I' - "” ----- .:: = -‘“‘ |
phnned, or as otherwise documented and authorized? : :, ih :, " :
m 1
i)  pHovision for the prevention, detection, and removal of foreign objects? p! I: i I: :. !
1 1 1 1
J)  mpnitoring and control of utilities and supplies such as water, compressed air, 1 |: : : |: :: 1
elgctricity and chemical products to the extent they affect product quality? and : :. g :. " :
i "
k)  ctiteria for workmanship, which shall\be stipulated in the clearest practical manner (e.g., ! ': Il ': " :
1
wlitten standards, representative samples or illustrations)? L :l_ _ ::_ o :l_ _ _':_ _ 1
[1) Give an efample
Objective evidence asséssed / Observations / Comments
. o T T g A Ry Sy S g g g s

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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KEY S CAR N/A | N/E
ASSESSMENT QUESTIONS wlEY NoAR
Ma or mi
7 Product realization (continued)
7.5.1.1. Production documentation
I R N S
57 Are Production operations carried out in accordance with approved data? :_ ' i N ! :_ !
LAl 1 el | B | it R
58 Does the data confain as necessary : 1 i : 1 i : : :
i
a) drawings, parts lists, process flow charts including inspection operations, : : : 1 : m : : :
production di {e.g., f: ing plans, traveler, router, work order, 1 i | : i 1
process cards); and inspection documents (see 8.2.4.1)? and : : : ! : f ! : :
1 1
b} list of specific or non-specific tools and numerical control (NC) machine programs : : : 1 : : it 1
fequired and any specific instructions associated with their use? [ | : E | ::_ . :
7.5.1.2. Contyol of production process changes
rFEET 17 Al | Bl T
59 Are peysons authorized to approve changes to production processes identified? 1 : 1) M 1 : 1 1 : : !
L. (I [N ) P .
————— il il A
60 Has thp organization identified and obtained pt: of changes that require customer : :| ': :: |: 1
and/or|regulatory authority approval in accordance with contract or regulatory requirements2. )i _ _ _ ' _ ;I'_ N T R T ]
il it il S s e
61 Are ges affecting pro , production equip tools and programs documented? PI_ o : L : :_ . .I
Ll | Mt Ll ol N Pl Rl
62 Are prpcedures available to control their implementation? 1 ,: : 1 1 : : :_ 1
63 Are the results of changes to production prc d to confirm that thé desired :_ o ‘,n_ B _: : - _I: A
effect flas been achieved without adverse effects to product quality? Lo _':_ _ :L Rl :'_ _ ,I
7.5.1.3. Contgol of production equipment, tools and numerical control (N.C.) machine programs
Ul bl Ll i Tl Ml |
64 Are prpduction equipment, tools and programs validated prior to use and maintained and P. : : n ': ,: 1
inspedted periodically according to documented procedures? L A :n ]
il Pl | Bl el Sl "l |
65 Does yalidation prior to production use include verification of the\first article produced to the P: 1 : n l: .: 1
desigr| data/specification? I I | :l_ ]
_____ === = ===
66 Are storage requirements, including periodic preservation/condition checks, established for : : i ': |: |
1]
produgtion equipment or tooling in storage? | s | .I'_ A
7.5.1.4. Contfol of work transferred, on a temporary bdsis, outside the organization’s facilities
=TT T T T TR T 7O
67 When planning to temporarily transfer work to a location outside the organization’s facilities, : : |: :: I l
g
does the organization define the process tocontrol and validate the quality of the work? M, ! N !
[1) Clearly defined list
Objective evidence assessed-/ Observations / Comments
L 7 A 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
1 1
O e a

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

ASSESSMENT QUESTIONS

N/E

7 Product realization (continued}
7.5.1.5. Control of service operations

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

a)
b)

<)
d)
e

a method of collecting and analyzing in-service data?

actions to be taken where problems are identified after delivery, including

ihvestigation, reporting activities, and actions on service information consistent with
dontractual and/or regulatory requirements?

e control and updating of technical documentation?
he approval, control, and use of repair schemes? and,

e controls required for off-site work (e.g., organization’s work undertaken at the
qustomer’s facilities)?

el i
e e e e e e e e o

7.5.2 Validjtion of processes for production and service provision

69 Does the organization validate any processes for production and service provision where the
resulting output cannot be verified by subsequent monitoring or measurement (This includes any
procesges where deficiencies become apparent only after the product is in use or the service hag
been dplivered)?

Note: These processes are frequently referred to as special processes.

70 Does vhlidation demonstrate the ability of these processes to achieve planned results?

il
R |

71 Has th¢ organization established arrangements for these processes including, as.applicable :

)

a) dfined criteria for review and approval of the processes? :E E
b) dalification and approval of special processes prior to use? :: :
c) dproval of equipment and qualification of personnel? :, 1
d) de of specific methods and procedures? |: :
e) Centrol of the significant operations and par s of special prc in accordance :: :

with documented process specifications and.changes thereto? 1y 1
f)  refuirements for records (see4.2.4)? and :: :
g) _refalidation? Lo

1)  Review|reports issued following visits to,the ‘cUstomer (technical support). Comment on method of collection of in service data. Exarpine some

investigption reports
2) Evidende of implementation of corrective and preventive actions.

3) Evideng

4)  List of special processes.
5) Give examples

le of what has been assessed(-€.g.;: maintenance manual, repair manual, information to customer)

Objective evidencelassessed / Observations / Comments

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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KEY S CAR N/A | N/E
ASSESSMENT QUESTIONS Y oAl
Ma or mi
7 Product realization (continued)
7.5.3. Identification and traceability
T -~
72 Where appropriate, has the organization identified the product by suitable means throughout product : : 1 .: : 1 :: 1
realization? [ :_ Y . .'
73 Does the organization maintain the identification of the configuration of the product in order ' : ;- -;: 1.
to iderftifyany OffeTeNCeS DEIWeeIT TS aciual ConTguration amd e agresn contiguration’ D:____ r |:__:|__'
_____ Bl el AL
74 Has th¢ organization identified the product status with respect to monitoring and measurement 1 : b :: : 1 l: 1
requireents? :_____I'__ W ____|:__,I|__dI
75 When ficceptance authority media are used (e.g., stamps, electronic signatures, passwords), 1 :_ 0 ' ~R :'— T ".' T 1.
1 1
does the organization blish and do controls for the media? L__M 1 ' :_ :: !
e gl L IL L (R SR LA
76 Wherefraceability is a requirement, does the organization control and record the unique 1 :: ,: : i l: 1
identifigation of the product (see 4.2.4)? :_ R L _|:_ _ ,'u_ _ j
77 Accorging to the level of traceability required by contract, regulatory, or other established _2)_ E T R R P
1
requir¢ment, does the organization’s system provide for : : W L :I :: :
1 1
a) HKentification to be maintained throughout the product life? ! :: |: :| :' I
1 1 i 1
b} 3l the products manufactured from the same batch of raw material or from the same 1 :: ,: :: ] i
anufacturing batch to be traced, as well as the destination (delivery, scrap).ofall : ] h ! :: :
1
products of the same batch? ! :: |: :: o |
1 Ll 1
c) I any assembly, the identity of its components and those of the next'higher assembly |, " :l I: 1 |
1
b be traced? : oo " :: !
1 1 |
d} Inany given product, a sequential record of its production (i If: e, bly, : :: ,: :, :I 1
inspection) to be retrieved? [ S BT It .:_ - .'
Note: In somg industry sectors, configuration management is a means/by, which identification and traceability is maintained.
7.5.4. Custgmer property
| Bl el i el Pl
78 Does tle organization exercise care with customer property while it is under the organization's 3)' : | |: : ! : 1
1
controlfor being used by the organization? N, S R B F
T e e e
79 Has th¢ organization identified, verified, protected and/safeguarded customer property provided for P: :, ,: : 1 : 1
use or |ncorporation into the product? S R B _|:_ ]
————— el e e
80 Does the organization define methods te-identify and record customer products that are lost, : :, :: : 1 1 1
damagpd or otherwise made unusable ‘and'report such to the customer? Lo___"“_M___ _|:_ _ J_ _ :
Note: Custorper property can include intelleetual property, including customer furnished data used for design, production and/or ingpection.
1)  Give thg method used
2) Give examples of traceabilitylevel applied (up and down)
3)___Identify types of product supplied by the customer.
Objective evidence assessed / Observations / Comments
A s

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

7.5.5. Preservation of product

CAR
ASSESSMENT QUESTIONS relBY | S| AR, | A NE
Ma or mi
7 Product realization {continued)

81 Does the organization preserve the conformity of product during internal processing and delivery to
the intended destination?

82 Does the preservation include identification, handling, packaging, storage and protection?

reservation also apply to the constituent parts of a product?

specifi¢ations and/or regulations, provisions for :

Feservation of product also include, where applicable in accordance with product

feaning?

revention, detection and removal of foreign objects?
pecial handling for sensitive products?

larking and labeling including safety warnings?

helf life control and stock rotation?

pecial handling for hazardous materials?

85 Does the organization ensure that documents required by the contract/order to accompany

Huct are present at delivery and are protected against foss and deterioration?

83 Does

84 Doesp
a d
b} P
c) 9
d)
e}
i S
the pro

Objective

fm o

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

1

evidence assessed / Observations / Comments

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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ASSESSMENT QUESTIONS

KEY S CAR N/A | N/E
Requirements Number

Ma or mi

7 Prod

uct realization (continued)

7.6. Control of monitoring and measuring devices

86 Does the organization determine the monitoring and measurement to be undertaken and the
monitoring and measuring devices needed to provide evidence of conformity of product to
determined requirements (see 7.2.1)?

87

Note: Moni

ring and ing devi include, but are not limited to: test hardware, test

software,

t (ATE) and plotters used to produce inspection data. It also

includes personally owned and customer supplied equipment used to provide evidence of
product confformity.

88 Does th

requiref

le organization establish processes to ensure that monitoring and measurement can be

carriedjout and are carried out in a manner that is consistent with the monitoring and measurement

nents?

89 Does ti

e organization ensure that environmental conditions are suitable for the calibratians,

insp

fons, and tests being carried out?

90  Where

a) cal
tra
the

b) adj
c) idg
d) saf

e) prg

=

f) reg

hecessary to ensure valid resuits, is measuring equipment:

brated or verified at specified intervals, or prior to use, against measurement&tandards
feable to international or national measurement standards; where no suéh ‘standards exist,
basis used for calibration or verification shall be recorded?

sted or re-adjusted as necessary?

htified to enable the calibration status to be determined?

Pguarded from adjustments that would invalidate the measurement result?

tected from damage and deterioration during handling,.maintenance and storage?

blled to a defined method when requiring calibration?

T
1
1
1
T

91 Does tif
equipm

e organization assess and record the validity of the previous measuring results when the
Ent is found not to conform to requirements?

|

|

|

|

|

[
(R P,

|

|

|

1
[ ]

92 Does th

le organization take appropriate actionson the equipment and any product affected?

II.

93 Arered

brds of the results of calibration and'verification maintained (see 4.2.4)?

94 When
softwar

sed in the monitoring and meastrement of specified requirements, is the ability of computer
E to satisfy the intended-application confirmed?

95 Is this

ndertaken prior to_initialuse and reconfirmed as necessary?

r
i
|
{
0
i
L
1
4
i
i
T

= T

[ 1) Ensure the

nks to the recognized international / national standard.

Objectivd

evidence assessed / Observations / Comments

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

-31-



https://saenorm.com/api/?name=9b51c9eb75f63926c38b841d31ed34d2

SAE AS9101 Revision A

QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS b BY | S| aSAR N NE
Ma or mi

8 Measurement, analysis and improvement
8.1. General

01 Does the organization plan and implement the monitoring, measurement, analysis and 1) M
improvement processes needed :

a) to demonstrate conformity of the product?

b) to gnsure conformity of the quality management system, and?

c) todontinually improve the effectiveness of the quality management system?

02 Does thys include determination of applicable methods, including statistical techniques, and the
extent df their use?

Note: Accordiing to the nature of the product and depending on the specified requirements, statistical techniques may be used fo support:
- design vefification {e.g., reliability, maintainability, safety);
- process cpntrol:
- selpction and inspection of key characteristics;
- prgcess capability measurements;
- statistical process control;
- degign of experiment;
- inspectiof} — matching sampling rate to the criticality of the product and to the process capability;
- failure mode and effect analysis.
8.2. Monitorjng and measurement

8.2.1. Custompr satisfaction

I
orgpnization monitor information relating to customer perception as to whether the | ':
orggnization has met customer requirements? ! i

04 Aspne of the measurements of the performance of the quality managementgystem, does the |2) M

05 Arg the methods for obtaining and using this information determingd?
8.2.2. Internaljaudit

06 Dogs the organization conduct internal audits at planned intervals to determine whether the
quality management system :

a) cpnforms to the planned arrangements (see 7.1%.to the requirements of this International 1
Ytandard and to the quality management systemirequirements established by the
ofganization? and

ey

b} i effectively implemented and maintained? ! |

1}  Give exgmples of data
2) Give examples of how customer’s satisfaction is measured, committed, and acted upon.

Objective evidence assessed / Observations / Comments

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

-32-



https://saenorm.com/api/?name=9b51c9eb75f63926c38b841d31ed34d2

SAE AS9101 Revision A

QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS b BY | S| ASAR|NANE
Ma or mi

8 Measurement, analysis and improvement (continued)
Internal audit {(continued)

14 Ar¢ detailed tools and techniques developed such as check sheets, process
flojcharts, or any similar method to support audit of the quality management system
requirements?

07 s an audit program planned, taking into consideration the status and importance of the _1)_1\4 - : il ': .: 1

processes and areas to be audited, as well as the results of previous audits? i o Il_ _ ':_ o Il_ _ _'._ L :
_____ o o

08 s the audit criteria, scope, frequency and methods defined? !_ L :I_ _ '!_ R I|_ _ J:_ L :

R

09 Dors the selection of auditors and conduct of audits ensure objectivity and impartiality of the E ! o h : l

augiit process? :_ N " i . !
_____ trrrie s At o

10 Dops the organization ensure internal auditors do not audit their own work? T T L :
e e o = ==

11 Arg the responsibilities and requirements for planning and conducting audits, and for reporting || l: W ! : l

reguits and maintaining records (see 4.2.4) defined in a documented procedure? ' " ':_ L :

u i 7

12  Dolthe management responsibie for the areas being audited ensure that actions are taken I h l

without undue delay to eliminate detected nonconformities and their causes? :_ ' :

i 7]

13 Dolfollow-up activities include the verification of the actions taken and the reporting of i l

vetffication results (see 8.5.2)7 :_ :

)

)

)

)

4

g

15 Ar¢ the selected internal audit tools acceptable in measuring the effectiveness of the
intprnal audit and overall organization performance?

16 Dolinternal audits also meet contract and/or regulatory requirements?
8.2.3. Monitpring and measurement of processes

17 Dops the organization apply suitable methods for monitoring and, where applicable,
measurement of the quality management system processes?

18 Dolthese methods demonstrate the ability of the processes t6 achieve planned results?

19  WHen planned results are not achieved, is correctioniand corrective action taken, as
apgropriate, to ensure conformity of the produgt?

20 In the event of process nonconformity, does the organization :
a} thke appropriate action to correctthe nonconforming process?

b} gvaluate whether the process ffonconformity has resulted in product nonconformity?
and

¢} iflentify and control the nenconforming product in accordance with clause 8.3.7

1) Audit plgn (status of the préyjous year and progress of the current year).

2) List of approved auditors.

3) Evidencg of a sample‘eftaudits {(questionnaire, synthesis, circulation, request for corrective actions, corrective actions follow-up).
4)  Give exgmples of notieonformity (product, process,...).

Objective evidenCe assessed / Observations / Comments

=

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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ASSESSMENT QUESTIONS el BY | S| (SRR N INE
Ma or mi

8 Measurement, analysis and improvement (continued)
8.2.4. Monitoring and measurement of product

21 Does the organization monitor and measure the characteristics of the product to verify that P
product requirements have been met? 1 1

22 s this carried out at appropriate stages of the product realization process in accordance with 1 ':
thefprammed aTangements (e 7.1)7

23 WHen key characteristics have been identified, are they monitored and controlled?

24 WHen the organization uses sampling inspection as a means of product acceptance, is
the plan statistically valid and appropriate for use?

25 Dogs the plan preclude the acceptance of lots whose samples have known
nopconformities?

26 WHhen required, is the plan submitted for customer approval?

27 Is product held until it has been inspected or otherwise verified as conforming to
specified requirements, except when product is released under positive-recall
prgcedures pending completion of all required measurement and monitoring
aclivities?

28 s gvidence of conformity with the acceptance criteria maintained?

29 Dojrecords indicate the person(s} authorizing release of product (see 4.2.4)7

30 Is groduct release and service delivery held until all the planned arrangements (see 7.1) have
begn satisfactorily completed, unless otherwise approved by a relevant authority and, where
applicable, by the customer?

Objective evidence assessed / Observations / Comments

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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33 Dd test records show actual test results data when required by the specification or !
acpeptance test plan? I i

34 When required to demonstrate product qualification does the organization ensure that !
reg¢ords provide evidence that the product meets the defined requirements? | |

KEY S CAR N/A | NJE
ASSESSMENT QUESTIONS Y NOAR
Ma or mi
8 Measurement, analysis and improvement (continued)
8.2.4.1. Inspection documentation
_____ T
31 Are ement requir for product or service acceptance documented? T T A o :
32 Does this documentation ,which may be part of the production documentation, include P
_____ e A | et
a) criferia for acceptance andJor rejection? I i it il :l
g
b) wHere in the sequence ement and testing operations are performed? : :| ': :| N
I l I )
¢) arecord of the measurement results? and ' :I i :I I:
' I \ I 1
d) type of ement instr required and any specific instructions associated I " 1 il |:
1] i
with their use? AT e T | .
_____ e e —
I I| i )
1 i i
L I
e
h
i
b

8.2.4.2. First frticle inspection

35 Ddes the organization’s system provide a process for the inspection, verification, and P: T ::_ B :. T ':_ B :'_ T 1|
d¢ ion of a repr ive item from the first production run of a new pakt, or ! Iy " :| i !
foNowing any subsequent change that invalidates the previous first article-inspection 1): :: :: l: :: :
refult? L N S | N

[ 1) Give exan]ples of first article (new product and change).

Objective evidence assessed / Observations / Comments

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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ASSESSMENT QUESTIONS el EY | S AR | NIAINE
Ma or mi

8 Measurement, analysis and improvement {continued)

8.3. Control of nonconforming product
Note: The term “nonconforming product” includes nonconforming product returned from a customer.

36 Does the organization ensure that product which does not conform to requirements is identified .
and controlled to prevent its unintended use or delivery? P. 1

37 Arg the controls and related responsibilities and authorities for dealing with nonconforming |
prdduct defined in a documented procedure? ! 1

38 Dogs the or ization’s di d procedure define the responsibility for review and | :
authority for the disposition of nonconforming product and the process for approving : ! i\
pefsonnel making these decisions? ! .I

39 Doks the organization deal with nonconforming product in one or more of the following ways P
by

a) taMing action to eliminate the detected nonconformity?
b)  aufhorizing its use, release or acceptance under concession by a relevant authority and, whére ) |
applicable, by the customer? :
i

¢) taMing action to preclude its original intended use or application?

el
b o o o e

40 Dogs the organization prevent dispositions of use-as-is or repair, unless specifically
authorized by the customer, if

- | the product is produced to customer design? or

- | the nonconformity results in a departure from the contract requirements?

(Unless otherwise restricted in the contract, is organization-designed product, which is
cqntrolled via a customer specification, dispositioned by tftelorganization as use-as-is
orjrepair, provided the nonconformity does not result.in a departure from customer-
sdecified requirements ?)

il |
e e

Objective evidence assessed / Observations'/ Comments

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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ASSESSMENT QUESTIONS el EY | S| AR | NA | NE
Ma or mi

8 Measurement, analysis and improvement (continued)
8.3.Control of nonconforming product (continued)

41 Is product dispositioned for scrap conspicuously and permanently marked, or positively P:_ T _::_ i ‘|: _____ : :_ i 1|:_ i 1|
controlled, until physically rendered unusable? R N Y, J'._ ]
42 Are records of the nature of nonconformities and any subsequent actions taken, including | :: - ‘.: _____ i :_ h 1::_ - 1:
COfCTSSIONS OO taET TaMtaMEt(See 22 2 ) [
43 WHen nonconforming product is corrected is it subject to re-verification to demonstrate : :: ‘|: ::_ i 1|:_ _1|
cofformity to the requirements? I T e ]
44  WHen nonconforming product is detected after delivery or use has started, does the Pr _:'_ R ::_ R 1|'_ - 1|
ordanization take action appropriate to the effects, or potential effects, of the nonconformity? :_ __ A _'I_ o ::_ _ ::_ _ |
45 In |addition to any contract or regulatory authority reporting requirements, does the P: "0 ‘u - _:l_ T :: B _:nr i _:
organization’s system provide for timely reporting of delivered nonconforming product : :: |: :: |: 1
thdt may affect reliability or safety? (AR S e T
46 Does notification include a clear description of the nonconformity, which includes as ;- T :Ir - _:l— T :: - _:: - _:
y, parts affected, customer and/or organization part numbers, quantity and : :: |: :: |: i
dale(s) delivered? I T e I T
[[Note: The tefm “nonconforming product” includes nonconforming product returned from a customer.
8.4 Analysis pf data

47 Dops the organization determine, collect and analyse appropriate data;te demonstrate the Mo _'|r B _'I_ T :: B _:: B _:
suifability and effectiveness of the quality management system and to gtaluate where continual : :: :: i i [
improvement of the effectiveness of the quality management system-¢an be made? (R T . N ::_ _ ::_ _ :
48 Dogs this include data generated as a result of monitoring and'\measurement and from other : _____ ::_ B 1|: T _::_ B ‘|:_ i 1|
relgvant sources? I T A I . T

49  Dogs the analysis of data provide information relating to,:
a) cugtomer satisfaction (see 8.2.1)? 1)|' - ‘I,' - ':l' I ':I' I
b) coffformity to product requirements (see 7.2.1)7 : l: :: :: :: :
c) chgracteristics and trends of processes and products including opportunities for preventive : :: |: :: I :
acon? and ! :: :: i b
d) ordanizations? T I

[ 1) Give exan]

les and check how the organization measures the effectiveness.

Objectivg

evidence assessed / Observations / Comments

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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ASSESSMENT QUESTIONS e BY | S| (AR N NE
Ma or mi

8 Measurement, analysis and improvement (continued)
8.5. Improvement
8.5.1. Continual improvement

50 Does the organization continually improve the effectiveness of the quality management system r T :: i _:'— T :: i _:|r i _:
through the use of the quality policy, quality objectives, audit results, analysis of data, corrective : :: |: :: |: i
ang-p i A a ) roviow '_____--__.I'_____ll__:'___I

8.5.2. Correcfive action

51 Ddps the organization take action to eliminate the cause of nonconformities in order to prevent || : :_ i :: WS _::_ B 1|:_ B ‘|
redurrence? I L o :L ]

52 Arg¢ Corrective actions appropriate to the effects of the nonconformities encountered? 'E : ::____JI :____d'

53 Is i documented procedure established to define requirements for :

a) reyiewing nonconformities (including customer complaints)? . :I_ -

b) delermining the causes of nonconformities? :: ::

¢) evaluating the need for action to ensure that nonconformities do not recur? :: ::

d) dejermining and implementing action needed? :: |:

e) redording of the results of the action taken (see 4.2.4)? :: ::

f)  rejiewing corrective action taken? I

g) flow down of the corrective action requirement to a supplier, when it is determined that -::_ B 1| :_ B
the supplier is responsible for the root cause? and L :L _

h) spegific actions where timely and/or effective corrective actions are.not achieved? : ::____: :____j

8.5.3. Preventive action

54 Dges the organization determine action to eliminate the causes of potential nonconformities in
order to prevent their occurrence?

55 Ar¢ preventive actions appropriate to the effects of the potential problems?

56 Is § documented procedure established to defipe requirements for :

a) delermining potential nonconformities and their eauses?

b) evgluating the need for action to preventioccurrence of nenconformities?
c) delermining and implementing actioh nheeded?

d) redording of the results of the atction Yaken (see 4.2.4)? and

e) reyiewing preventive actiontaken?

1) Give exgmples and check How-the organization measures the effectiveness.
2) Give examples and check theweffectiveness.

Objective evidence-assessed / Observations / Comments

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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APPENDIX 2
9101
QUALITY SYSTEM SCORING

Associated to the International Quality System Standard
AS9100/JISQ9100/EN9100 Section 1, issued in 2002
based on ISO 9001-2000

LICENSE AGREEMENT
The purchase price |of this document includes a license to duplicate the forms included|within only for the
internal use of the|organization which* purchased the document. Further duplicatipn or licensing is
prohibited.

© 2002 Society of|Automotive.Engineers, Inc.
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ASSESSMENT SCORING (Member logo)
Organization : Result
Major CAR “M” or “P” Minor CAR
1AQG SCORING CHART Several Single Several Single NO CAR | RESULT
4 | Quality management system
4.1 General requirements 0 10 25 40 50
4.2 & 4.3 | Documentation requirements & Configuration management 0 10 25 40 50
5 ManagemJnt responsibility
5.1 Management commitment : _____ }
5.2 Customer fpcus o 5 15 » 30 : X
5.3 Quality polipy | !
54 Planning 0 10 20 30 N
55 Responsibility, authority and communication 0 5 15 20 30 ': : : : : :'
56 Managemeht review 0 10 25 40 50 L
6 | Resource lllanagement
6.1 Provision of resources 0 10 25 40 50 S :
6.2 Human respurces N !
6.3 Infrastructufe 0 N 25 20 50 :r _____ X
6.4 Work envirgppent 4 NS ] !
7 | Product replization
71 Planning of| product realization S 1S 20 30 ': : : : : :I
7.2 Customer related processes 0 10 30 50 60 I: : : : : :'
7.3 Design and development
731 | D& D Plantting 0 5 15 20 30 |- °0
732-3-4 | Inputs, outguts & review 0 S 15 20 30 ': : : : : :'
735-6 | D&D verifigation & validation 0 5 is 20 30 CoC T !
737 | Control of design and development changes 0 S 15 20 30
74 Purchasing 0 10 30 50 60
7.5 Product angl service provision
751 | Control of groduction and service provision 0 10 25 40 50
752 | Validation §f processes for production and)service provision 0 10 20 30 40
753 | Identificatidn and traceability 0 10 20 30 40
754-5 | Customer groperty & preservation of product 1] 5 15 20 30
7.6 Control of onitoring and measuring device 0 5 10 15 20 ] !
8 | Measurempnt analysis and improvement
8.1 General 0 5 10 15 20 - o
8.2 Monitoring pnd measurement
821 | Customer datisfaction 0 5 10 15 20 I: : : : : :'
822 | Internal audit 0 5 15 20 30 (L "0
823 | Monitoring and measurement of processes 0 5 15 20 30 I: : : : : :'
824 | Monitoring and measurement of product 0 5 15 20 30 I: : : : : :'
8.3 Control of nonconforming product 0 5 15 20 30 ': : : : : :I
8.4 Analysis of Data 0 5 10 15 20 !
8.5 Improvement 0 5 10 15 20 L |
TOTAL | 880" or | !
1000 | _ !
The assessed Organization agrees on the Quality System scoring and Corrective Action requests RATING :___________-; / 100
Organization Representative : Signature : Date
: ! ! :
1 ' L !
L oo o o o o o e e e m e e e e oo oo e e m e mm oo !

(1) When 7.3 is not assessed
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. QUALITY SYSTEM ASSESSMENT REPORT CONTENT:

SECTION 2
Associated to the AS9100/EN9100/JISQ9100
Section 2 based on ISO 9001-1994

SCOPE:

The purpose of this document is to define the content and the presentation of the Assessment Report
of the section 2 of the AS/EN/JISQ 9100, based on ISO 9001-1994.

The Assessment Report is made up of:

» Page 42 (requ|red)
General Assegsment Information

» Page 43 (required)
Assessment Gonclusions

* Page 44 (optignal)
General Suppljer Information

* Page 45
Assessment Result Summary

One of these 2 pages is

* Page 46 required, the other one is
Assessment Soring Chart optional.
* Page 47

Corrective Actlon Request

» Appendix 1
Quality System Questionnaire relative to the section 2 of the AS/EN/JISQ 9100

* Appendix 2
Documents regarding the company:

- Organization charts
- Copies of agreements and certifications
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ASSESSMENT REPORT (Member logo)

GENERAL ASSESSMENT INFORMATION

1 Supplier & Work Address

___________________________

Company Name:* |FaxNumber::
ParentNameee——— Mgy Tt
Supplier Idertification: |CAGE code:” T o
Assessed Sife Address: DunsNo.., ST }

2 1SO Registration

[ 11SO Regi
[ 71180 Stan
|” " Aerospaq

Stered
Hard / Revision
e Standard / Revision

3 Assessnjent Team

Lead Asses!
[ 71 Certified
[ 7 Qualified

sor Name:

Auditor — Type & No.
Auditor (e.g., ISO10011-2)

4 Assessnment Dates

Begin Date:i

___________________________

5 Assessnjent Scope

][ j Total facijity assessed 1”7, Initial assessment || T All AS9100 / EN9100 elements assessgd
| 7t Partial fagility assessed - {-Re-assessment [~ Partial AS9100 / ENS100 elements pssessed

- -t~ -~~~ ~-=--=---rro--TT--s-s-sss== L
LoOther: | o SN _. | Elements notassessed:t _ ________ | ______ .
6 Assessnjent Disposition 7 Scoring
|~ “'Non confprming Scoring result: : _________________________ !
[~ Conforming witll minor corrective actions N [
8 Assessnlent Approval

Assessi ——Dals Lead-Assessor-Name Signatdre

T | A it |
1 ! B i :
1 ! "y : 1 .
o, 1 :_ __________ ,I N, I o e - \

Distribution Agreement

This Assessment Report is the property of the assessed Supplier and the assessing Company. Full or partial distribution to
other companies or individuals is authorized only after written agreement of the assessed Supplier and of the assessing
Company.

To that end, a signature below by an Authorized Representative of the assessing company indicates that this report may be
copied by the supplier for other customers.
If copied, the report must be disclosed in full including findings and any corrective actions.

[}

[ B 1
Authorized Representative ! 1 ! : :

Assessing Company Name
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Revision A
(To be completed in English)

ASSESSMENT CONCLUSIONS

SAE AS9101

ASSESSMENT REPORT

r.
2
o
)
5
(73]

£ » .
i)
E £ £
o £
5 2 g
o
o c X
c o ©
@ = o
O - ET 7 2 J 1 W |||||||||||||||||||||||
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ASSESSMENT REPORT (Member logo)
GENERAL SUPPLIER INFORMATION
1 Legal and Financial Aspects
3 Date of|Formation: * _ _ N :
82 Legal Status:: Ay _________:
@ Capitall oo
8 OtherData:, O _________:
Third Prior Second Prior First Prior Current
Finaljc_iell _Year Finarjczizal_Year Finarj(iiql _Year Financial Year
(U LD Lo o
Sales : | i | i
Earnings E i I | |
| Y Y
Earnings used for Re- | o ! o :
Investment : ' ' it !
Workforce E E : E E E : E
2 Turnover preakdown and.main Customers
Activities Main Customers Sales Percenfage
Aircraft, $pace@nd : i :
Defense|Industry X i !
Other Activity I it :
(be specific) : 0 !
3 Clearances or Approvals granted by Authorities
_ Name of the Authority | ____ Types and References End of Validity
' ! : (date)
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ASSESSMENT REPORT (Member logo)
ASSESSMENT RESULT SUMMARY
I' _______________________________________________________________ 1
Supplier: « _ _ _ _ _ _ _ !
AssessmenfResults————————————————————— —————————]._...__. :
Elements Result Observation / Corrective Action'Request Number
(AS910Q / EN9100 Standard) (MA/mi)
MA| mi | N/A
1. Management Responsibility |, : X " :: :
2. Quality System N I i :
R P TS LT e TR Sy
3.  Contract|Review R I ::_ :
4. Design Control A i} ::_ :
5. Document and Data Control : : : :: ::_ :
6. Purchasihg X X X :: :: :
7.  Control ¢f Customer-supplied :__ :__ 'r___:'r___::_ ______________________________ :
Product TR N TR, T, RN IR
8. Product ldentification and :___:___IF___:IF___:: __________________________________ X
Traceability I TS . A .
9.  Process [ontrol Coh L it i :
10.  Inspectidn and Testing S i} i :
11.  Control gf Inspection, :__-I:-__:IF___:IP___:: __________________________________ X
Measurirlg & Test Equipment (h,~" 4 4 of 0 |
N .
12.  Inspectign and Test Status-\> ", | | it ::_ :
13.  Control gf Non-conforming :___::___:IF___:IF___:: __________________________________ X
Product T T T T e
14. Correctie and Rfeventive :___::___:f___:f___:: __________________________________ X
Actions O T T T R R
15.  Handling, Storage, A e e L .
Packaging, Preservation & T i ih '
Delivery A, N R R !
R e
16.  Control of Quality Records | i ! o ::_ :
__:____:__:::____::__' ____________________________________________________________________
17.  Internal Quality Audits A 0 ::_ :
__:____:__:::____::__' ____________________________________________________________________
18. Training N :
S e L
S P | | . N
19.  Servicing N T S R :
O A
20. Statistical Techniques A o ::_ :
Assessing Company:, .
e e il i s TTTEEEEEEEEEEEEE S, 1
Results: :: :: :: :Lead Asse;s%o_r_N_a[n_e._.________________________________________.I
1 .
Summary, | | |  Signature! .
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ASSESSMENT REPORT (Member ogo)
ASSESSMENT SCORING CHART
Supplier: :________________________________________________________: Resuit
e ! ation /
Elements é’ = | & | Corrective %tion Request
(AS9100 / EN9100 Standard) slal11l0 g § % Nu be_r
O |l x| = (MA/mi)

1. Managempnt Responsibility :::_::::_::_____‘.:_____‘. 2
2. Quality System :_____::_____::_____‘.:__:_: 2
3. Contract Review :__ ___::__ ___::_____‘n:__ ___1| 2
4. Design Cgntrol :::_::::_::_____::::_: 5
5. Document and Data Control :__ ___::__ ___::_____‘u:__ ___: 2
6. Purchasirjg :::_::::_1!:_____::::_.: 2
7. Control of Customer-supplied Product :__ ___::__ ___::_____: __ _-_1| 1
8. Product Identification and Traceability :__ ___::__ :j::___‘l:: ___1| 2
9. Process (ontrol :__ ___::__ _-_Iu:_____‘.:__ ___1| 5
10.  Inspection and Testing :___-_::_-___::_____‘.:__:_: 2
11. Control of Inspection, Measuring & Test Equipment :::_::::_1!:_____::__:_1! 1
12, Inspection and Test Status :__ ___::__ ___::_____‘u:__ ___1| 1
13.  Control of Non-conforming Product :::_::__:_1.:_____‘.:::_1. 2
14, Correctivg and Preventive Action :__ __ _1| :__ __ _1| :__ ___‘u :__ __ _1| 2
15.  Handling,[Storage, Packaging, Preservation & Delivery :__ ___::__ ___::_____‘.:__ ___1| 2
16.  Control of Quality Records :__ ___::__ ___::_____‘.:__ ___1| 1
17.  Internal Quality Audits :::_::::_::_____‘.:__:_: 2
18.  Training :_____'.:_____'.:_____'.:_____'. 2
o serving T
20. Statistical Techniques :::_::::_::_____::::_: 1

R>

QUALITY SYSTEM RATING :

20 xR 3

Note : Non-conformitites to major requirements in Elements 4 or 9 prevent classification A (see Questionnaire}

20|19|18|17‘16 15|14|13|12 11|1o| 9 [ 8 7‘6|5l4|3|2[1|0
A B c D
GOOD MEDIUM POOR UNACCEPTABLE

Cross according

to the Quality System Rating

The assessed Supplier agrees on the Quality System scoring and the Corrective Action Request

Supplier Representative:

Signature:
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To be filled out by the Assessed Supplier Representative

(C.AR.)

CORRECTIVE ACTION REQUEST

(Member logo)

Reference Standard::

Action No. Criticality

MA / mi

__________ |

______________________________________________________

Assessor Name:

Assessed Suppliel

to complete the Corrective Action Request with root cause analysis, corrective action
and planned compjetion date of corrective action, and return'to the assessing Company by

due date. o !
I
A [ | Bction |Root Cause:
_____________________________________________________________ .
! i : No.: : 1
! i AN B 1
! i hE i 1
S A I '
1 :: :I_____al'_________________________________________________.____________I
! 1 . . R Planned Completi
[ | Pction | Correctivie, Action: chmpletion date | date”
. ! | INo. : : ______________________________________________ ' of Corrective I' """ 1
a1 |: A==, :,A_t'o_”____ll :
5! 1, :, 1y W i | .
ml 1, oL 1y N i | .
=, il ' »[§ | I 1
1 il 1, wh | I 1
1 1, 'y NA W i | .
1 i, 1, T | | 1
1 i, 1, N | | 1
1 1, 'y 1, 1 A | .
1 1, 'y 1y N i 1 .
1 1, : —————————————————————————————————————————————————————— R [Spp—
! "I . . .
[ | Supplier Representative Name: Signature: Current date:
| N I R I = === e e e essee s ee .- -- === - --
A I it l
O 1 | H !
- ===
g! i} | Supplier Representative Name: Signature: Current date:
N ey oS T
L it | | :
o~ 1h i Al |: '
Lol L o e e e e e 'I_____________________Il_ __________ !

Verification of the implementation of the completed Corrective Action to be filled out by the Assessing Company

Completed on: Accepted:
oo T 1 Yes

No 3 1 1|

Signature:
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APPENDIX 1
AS9101/EN9101
QUALITY SYSTEM QUESTIONNAIRE

Associated to the International Quality System Standard
AS9100/JISQ9100/EN9100 Section 2 based on ISO 9001-1994

LICENSE AGREEMENT
The purchase price |of this document includes a.license to duplicate the forms included|within only for the
internal use of the|organization which purchased the document. Further duplicatipn or licensing is
prohibited.

© 2002 Society of|Automotive Engineegrs, Inc.
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SCOPE:

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 2 of the AS/EN/JISQ 9100 based on ISO 9001-1994.

USE OF THE QUESTIONNAIRE:

The use of this questionnaire is mandatory and will be a part of the Assessment Report.

The questionnai

-1SO 9001 requ
- Additional Aerd

Important questi

Critical (C)
The levels of ¢

re is based on the AS9100/EN9100 standard, section 2, which.is\rel

rements (1994)
space specific requirements are shown in bold and italics

bnnaire elements are defined below:

riticality are used for the scoring and determines the level of correcti

the level of crificality is critical, otherwise minor).

» Reference and
If needed, writ

* Document
Mark the appr
- Satisfactory
- Corrective ad

revision
e the number and the revisionlevel of the considered procedures.

ppriate box for each requirement with:
S)
tion required (CA)

- Not applicable (N/A)

* Use
Mark the appr
- Satisfactory

bpriate box for each requirement with:
S)

ative to:

ve action (Major if

- Corrective ad

tion reauired (CA)
NASERR A LA N

- Not applicabl

e (N/A)

- Not evaluated (N/E)

The criticality of the corrective action is either Major (MA) or Minor (mi) depending whether the
discrepancy is related to a critical requirement identified by the capital letter "C" in the 1st column.

* Objective evidence assessed
Write the objective evidence reviewed during the assessment. Guidance is provided for certain

questions, as i

ndicated in the S column by a small number (for example: 1).
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+ Discrepancy with Standard’s requirement
Write the identified deviation or the number of corrective action request.

* Observations/Comments
Write as appropriate in this box, the observations and comments that could be helpful for the supplier

(e.g., clarification, continuous improvement, safety issue). This is not a deviation.
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Summary
Section headings Page numbers

1. Management responsibility 52 -53
2. Quality system 54 - 55
3. Contract review 56
4. Design fontrol 51-60
5. Documeént and data control 61-62
6. Purchaging 63 -65
7. Control pf customer-supplied product 66
8. Product|identification and traceability 67
9. Procesg control 68-70
10. Inspectipn and testing 71-73
11. Control of inspection, measuring and test equipment 74 - 76
12. Inspectipn and ftest status 77
13. Control of nonconforming product 78-79
14. Correctve and preventive action 80
15. Handling, storage, packaging, preservation.and delivery 81-82
16. Control jof quality records 83
17. Internal|quality audits 84
18. Training 85
19. Servicirlg 86
20. Statistical techniques 87

Abbreviations used

S .Satisfactory

CA —Corrective-actonreqtired

MA : Major corrective action

mi : Minor corrective action

N/A : Not applicable

NE . Not evaluated
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QUALITY SYSTEM QUESTIONNAIRE ‘

ASSESSMENT QUESTIONS CRITICAL REFURENCL DOCUMENT usL
and Revision S | CA I ia | s

MA/mi

4.1. Management responsibility

4.1.1.  Quality policy
01 Has the supplier's management with executive responsibility c A i
defined and documented the gquality policy including objectives | !

and the commitment to quality? i :

02 s the quglity policy relevant to the supplier's organizational Cc " 12)
goais ang the expectations and needs of its customers? | !

03 Does the|supplier ensure that the quality policy is understood, C I' [ 3)
implemented and maintained at all levels of the organization? i i I

4.1.2. Orgpnization

4.1.2.1. Responsibility and authority
04 Are the r¢sponsibility, authority and interrelation between the c [ 4
people who manage, perform and verify work affecting quality ! hl
defined ahd documented? X I

——

[l }
U

05 Do the dgcumented definitions address personnel which:

a) Initiafe actions to prevent the occurrence of any c
noncpnformance relating to product, process and quality
systen?

b} Identffy and record any problems relating to product, o] | .
procgss and quality system? !

c) Initiae, recommend or provide solutions through designated A | .|
chanpels?

d) Verify the implementation of solutions?

e) Contfol further processing, delivery or installation of ! 1
noncpnforming product untit the deficiency or unsatisfactory : ::
condgtion has been corrected? ! n

(O

4.1.2.2. Respurces

06 Has the dupplier identified resource requirements and provided
adequate resources which includes the assignment of trained
personng for:

a) manggement?

b} perfofmance of work?

c) verifigation activities?

d) interrfal qualityaudit?

1) Management commitment written and issued (quality manual or other documents).
2) Yearly ofjjectives (current and previous year).

3) FormalizeeHisstetfimformationmotice-to-thepersormet-ormeetigreport:

4) Organizational notice, organizational charts, job description.

Objective evidence assessed

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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QUALITY SYSTEM QUESTIONNAIRE ‘

ASSESSMENT QUESTIONS CRITICAL REFERENCE DOCUMENT USE
and Revision s Tea[~nal s ] cea | N/A ’ N

MAmI NMAmI

4.1. Management responsibility (continued)

4.1.2.3. Management Representative

07 Has the supplier's management with executive responsibility
appointed a member of the supplier's own management who,

irrespectt Fotherresponsibiiities—has-defired-avthoriy-for:

a} ensuripg that a quality system in accordance with 1 : :
AS91Q0/EN9100 is established, implemented and : Iy i
maintdined? '____________'I ,I
|
i
]

e e

b) reporting on the performance of the quality system to the : |
suppli¢r's management for review and improvements ? !

08 Does thelmanagement representative have the necessary 1 1 :
1

authority|and the organizational freedom to resolve matters : [ l

pertaining to quality? 1 ! !

[ (T [

4.1.2.4. Progess performer

09 (applicalile to suppliers having a quality assurance activity
performdd by an individual process performer (e.g. operator,
buyer, plapner))

Does the|supplier have procedures that define the specific
tasks anjd responsibilities of an individual process
performpr performing quality assurance activities, that are
authorized and the corresponding requirements and
training jnecessary to perform a quality assurance activity?

N p—— |
e S
e |
= === == == === =9
L ey |
| = == == ==
D |
- - - - - - = - -1
[ |

T
1
1
1
1
1
1
]
1
1
1
1
1
1
1
1
1
1

4.1.3. Manpgement review

e e

10 Is the qudlity system reviewed by the supplier's management : i
with execptive responsibility at defined intervals suffictent to 1 :
ensure it continued suitability and effectiveness in‘satisfying : 1
the requirements of AS9100/EN9100 and thésupplier's stated : :

quality poficy and objectives? I T

Y |

i

i
U
I
i
1
! 1
.
==
1
U

. n . 0
10 Are recorfls of such reviews maintained? 1 1y

|1 ) Minutes, fopics dealt with theyveviews, availability of improvement plans.

Objective pvidence-assessed

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS CRITICAL REFERENCE DOCUMENT Ust

and Revision s CA | N/A N CA | NA | NE
MA/mi MAmi

4.2. Quality system

4.2.1. General

[N ¢

01 Has the supplier established, documented and does he C |
1

maintain a quality system as a means of ensuring that product |
conformsrte-apesified-reat a2 L

if-- -
== ==

02 Has the qupplier prepared a Quality Manual:

a} coverfng the requirements of AS9100/EN9100?

b) which|includes or makes reference to the quality system o]
procedlures?

c} whichlincludes an outline of the structure of the
docunpientation used in the quality system?

(A | [y [ |

03 Are othey quality system requirements imposed by the I 1
applicable regulatory authorities included or referenced in : :
the quality system documentation? ! !

I S S
== === == =i

4.2.2. Qudlity system procedures

04 Has the qupplier prepared procedures consistent with the I il
requiremgnts of AS3100/EN9100 and the supplier's stated | it
quality pqlicy? i N

05 Has the qupplier effectively implemented the quality system and
its docunfented procedures? I !

(N g |
(i [

06 Has the $upplier ensured that quality system procedures
are readly accessible to personnel who are responsible\for
performipg work in conformance to requirements, and(to
customey and/or regulatory authorities representatives? A

(R

07 Are the rdnge and detail of the procedures that fofm patt of the
quality system dependent upon the complexity of the work, the
methods used, and the skills and training needed by personnel
involved fn carrying out the activity? "

S ====s=r======f= ==

(e
1
1

r Ir
)

Ry (N [N [N

1) Quality npanual and associated documents.
2) System dtructure

Objective fevidence assessed

e e e e e ... e e N - - - e e e m e e e, E e, E .., ... ... .————————————,E="T®"T®"Tm|=&===

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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QUALITY SYSTEM QUESTIONNAIRE ‘

ASSESSMENT QUESTIONS CRITICAL REFERENCE DOCUMENT USE
and Revision S I CA I NA | S | CA ' N/A | N
MAmi MA/mi
4.2. Quality system (continued)
4.2.3.  Quality planning
08 Has the supplier a formalized planning system in accordance . T T T T T N
with his own quality system, which documents product, project : i i i |,r i it
i I it I i I
or contract requirements? L ____ B T T T T
09 Does the|planning system include the following activities for:

a) the pfeparation of quality plans? N -1

b) the identification and acquisition of any controls, processes, ] | S S O
equigment (including inspection and test equipment), : it it I iIf ! it
fixturgs, resources and skills that may be needed to achieve \ ': :: :: :: :: ::
the rqquired quality? L ssssss===s ‘I":_‘-+L‘ S e e S e
the design, manufacture, and use of tooling so that I 1. | 11 i i i i
variaple measurements can be taken, particularly for : ifi ifr o i i i
key dharacteristics? L s sy ':L:_‘I:::-‘::::-‘::::-‘::::.‘:l-::

c) ensufing the compatibility of the design, the production I i i i it W W
procgss, installation, servicing, inspection and test : i i i L i i
procqdures and the applicable documentation? . 4 B R A M I

d) the updating, as necessary, of quality control, inspection I W i i i i i
and tgsting technigques, including the development of new : i i s i i i
instrymentation? e e e ‘I:-_-_‘I::: JI::: JI::: JI:: = ‘I-I-::

e) the identification of any measurement requirement involving f ",' | i it W W p
capability that exceeds the known state of the art, in : |: I s i i ifr 1
sufficjent time for the needed capability to be developed? N L R A A o !

f) the identification of suitable verification at appropriate ! | N L R L I !

. . . 1 Hi i[s i ifr 1| i 1|
stagds in the realization of product? e o e e e [ S P PR ' N P J
the identification of in-process verification points whet | o T T T B
adegluate verification of conformance cannot be : i i it i i it 1
perfdrmed at a later stage of realization? ':::::::::::*I:-:_‘I::::::::::::::::4-:: !

g) the charification of acceptance standards for all features and | o T T TRk i
requifements, including those which contain alsubjective : i i it i i it 1

s 1 1 U g 1
element? L ':__ ! 1T :.: | L !
h) the identification and preparation of quality, records? P R R 1 N
i) the idlentification and selection of subcontractors? n e N N
j) the establishment of appropriate'‘process controls and T i B
development of control plans‘where key characteristics ! i i i i i I
havel|been identified? :_ __________ B S R N e o !
4.2.4. CONFIGURATION MANAGEMENT
10 Has the $upplier estabfished, documented and does he T T T T T FE
maintain|a configuration-management system appropriate : i i i i i i i 1
1 1 U g 1 U
to the prpduct? b B Y S [ [ I S
I 1) Quality plap.
objective vidence-a sed
____________________________________________________________________ |
X |
1 1
1 1
L o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e 1
Discrepancy with Standard’s requirements (corrective action request numbers)
: i
1 1
T 1
Recommendations/Observations . ____________
. I
1 1
1 1
L o o o o o o e o o e o e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e e Y M M M M 1

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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CA 1 N/A | NI

4.3. Contract review

4.3.1. General

activities?,

01 Has the supplier established and does he maintain documented
procedures of contract review and for the coordination of these

coordination of these activities?

02 Has the supplier established and does he maintain
documerpted procedures for tender review and for the

4.3.2. Revjew

tender, cqntract or order to ensure:

accegtance?

c) the stipplier has the capability to meet contractual
requifements?

delivpry time scale have been evaluated?

03 Before sybmission of a tender, or the acceptance of a contract
order (stgtement of requirement), does the supplier review the

a) the rdquirements are adequately defined and documented?
Wherg no written statement of requirement is available for
an orfler received by verbal means, does the supplier
ensute that the order requirements are agreed before their

b) any differences between the contract and the order
requilements and those in the tender are resolved?

d) risk §ssociated with a new technology and/or a short

I
[ | (A | (R | e 1Y

4.3.3. Amg¢ndment to a contract

within the| supplier's organization?

04 Does the|supplier identify how an amendment to a contractis
made and correctly transferred to the functions concerned

amendmpnts?

05 Are contfact review requirements also applied to contract

4.3.4. Recprds

06 Are recorfis of such contract reviews maintained?

U 1
e a

! '
N | |

1

1) Procedurp or document that specifies the organization of these reviews.

2) Example$ of examined files.

Objective pvidence assessed

C : Critical - 8 : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.4. Design control

441. General

01 Has the supplier established and does he maintain documented i
procedures to controt and verify the design of the product in :
order to ensure that specified requirements are met? 1

02 Are the rpsponsibilities and authorities for the approval of !
the design data defined? i

- r- " T
U

03 When the supplier subcontracts design or development
activitied, does he control the subcontracted activity
consistept with the requirements of AS9100/EN9100,
section 4.4 ?

4.4.2. Des|gn and development planning

04 Has the supplier prepared plans for each design and C !
developnient activity? |

05 Do the plins describe or reference such activities and define [o] !
responsildility for their implementation? i

06 Are the dgsign and development activities assigned to qualified o] !
personnel? i

07 Are the dgsign and development personnel equipped with o] !
adequatelresources? 1

08 Are such plans updated as the design evolves? C

4.4.2.1. Des|gn and development management planning

2.1.1. 09 Does the supplier pian the different phases G i
used to garry out the design and development, in respect of
the orgagization, task sequence, mandatory steps,
significapt stages and method of configuration control?

2.1.2. 10 Does the supplier give consideration to the
following activities as appropriate:
- structure of the design effort into significant elements 9 i
accorfling to the complexity? ] !
- for eaph element, analysis of the tasks and the C !
necegsary resources for its desigst and development? i
(Does| this analysis consider ap-identified responsible :
:

persof, design content, planning constraints, and
perfofmance conditions?}
4.4.2.2, Rell]ability, maintainability, safety
11 Are the different design and development tasks to be o]
carried out defined according to specified safety or
functiongl objectives.of the product in accordance with
customel andfor regulatory authority requirements? 5

1) Examined proCedures.
2) Design and-devetopmentplranfings-aehicret-orirproecss-with-planning-oftasksand-ey-crents:

3) Functional safety analysis (providing the ability to conduct reliability analysis).

Objective evidence assessed

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.4. Design control (continued)
4.4.3. Organizational and technical interfaces
12 Are the organizational and technical interfaces between ! f [ i [ i
different groups which input into the design process defined? i 'l i B i |
13 s the necessary information:
a) docufnented?
b) transpitted?
c) regulrly reviewed?

4.4.4. Desjgn input

14 Are the dgsign input requirements relating to the product c
including ppplicable statutory and regulatory requirements
identified jand documented?

===
CR——

15 s their sglection reviewed by the supplier for adequacy? C

Be = e = M

16 Are inconiplete, ambiguous or conflicting requirements resolved [
with thosg responsible for imposing these requirements?

17 Does the[design input take into consideration the results of all
contract review activities?

s i

18 Are input data to the design defined and documented in
terms offunctional requirements?

19 In the cake of a product requiring design and development
planning] does the supplier establish the input data
specific jo each element and review to ensure consistency
with reqjirements?

DU, (N

F=====

4.4.5. Des|gn output

20 s the dedign output documented and expressed in terms that
can be vdrified and validated against design input
requiremgnts?

21 Does thesupplier's design output:

a) meetfthe design input requirements?
b) contgn or make references to acceptande criteria?
c) identify those characteristics of the design that are crucial to
the safe and proper functioning of the product (e.g.,
operdting, storage, handling, maintenance and disposal
requifements)?
22 Are the dgsign output documents reviewed before release?

23 Has the §upplier defined-all.pertinent data required to allow
the prodlict to be identified, manufactured, inspected, used
and intained?

1) Customel data formalization.
2) File allowing tolidentify, manufacture, procure, inspect, use and maintain the product. Provide an example.
3) File allown fffcath 7 ottt

Objective evidence assessed

C : Critical - 8 : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.4. Design control (continued)

4.46. Design review

24 At appropriate stages of design, does the supplier plan and C
conduct formal documented reviews of the design results?

25 Do these reviews include representatives of all functions C

concernefl with the design stage being reviewed as well as
other spegialist personnel, as required?

26 Are recorfls of such reviews maintained? c

27 Is consideration given to:

a) the vplidity of design in relation to the objectives of the
design stage?

b) actiops which need to be taken in the event of any
identfied deviation?

¢) decidion necessary for progression to the next stage?

4.4.7. Des}ogn verification

28 At approgriate stages of design, is design verification performed C
to ensure{ that the design stage output meets the design stage
input reqdirements?

29 Are the dpsign verification measures recorded? [+]

4.4.8. Desjgn validation

30 Is the degign validation performed to ensure that product
conforms]to defined user needs and/or requirements?

4.4.8.1 Dodqumentation of design verification and validation

31 At the cdmpletion of development, does the supplier
ensure that reports, calculations, test results, etc.
demons}ate that the product definition meets the
specificdtion requirements for all identified operational
conditiofps and the product will function correctly?

1) Formalizgd and planned reviews.
2) Records pf the verifications (calculation, comparisons, justificative file, tests result, document review prior to issue}.

Objective fevidence assessed

Discrepancy with Standard'’s requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.4. Design control (continued)
4.4.8.2. Design verification and validation testing

32 Where tests are necessary for verification and validation,
are these tests planned, controlled, reviewed, and
documented to ensure and prove the following:

« test plans or specifications identify the product being
testepl and the resources being used, define test
objegtives and conditions, parameters to be recorded,
and felevant acceptance criteria?

* test procedures describe the method of operation, the
perfdrmance of the test, and the recording of the
resulfs?

« the cprrect configuration standard of the product is
ubmifted for the test?

* the requirements of the test plan and the test
procedures are observed?

« the apceptance criteria are met?

4.4.9. Desfgn changes

33 Does the|supplier ensure that before their implementation, ali
design clfanges and madifications are:
a) identfied?
b) documented?
c) revieyved?
d) apprdved by authorized personnel?
Design change approval

o010

34 Does thd supplier’s design control provide for customer: C
and/or rdgulatory authority approval of changes, when
required|by contract or regulatory requirement?

| 1) Configurgtion control: arrangements taken to ascertain that the product definition and its evolutions are known at any moment.

Objective evidence assessed

Discrepancy with Standard’s requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.5. Document and data control

4.51. General

01 Has the si

documented procedures to control all documents and data that
relate to the requirements of this document?

upplier established and does he maintain o} 1)

02 Does the
documen
drawings

e procedures include (to the extent applicable)
s of external origin such as standards and customer

4,52, Dogc

hment and data approval and issue

03 Does the
reviewed
prior to is

supplier ensure that documents and data are
bnd approved for adequacy by authorized personnel
ue?

04 Has the g
documen
status of

pplier established a master list or equivalent 2)
control procedure identifying the current revision
locuments?

05 tsthe ma
readily av
documen

ter list or equivalent document control procedure
hilable to preciude the use of invalid and/or obsolete
s?

06 Does the
a) the pq
at all

functi

b) invali
from

unintg

c) any 9
know

Bupplier's quality system ensure that:

rtinent issues of appropriate documents are available
ocations where operations essential to the effective
ning of the quality system are performed?

and/or obsolete documents are promptly removed
Il points of issue or use, or otherwise assured against
nded use?

bsolete documents retained for legal and/or
edge-preservation purposes suitably identified?

07 When cu
productid
system d

requirements?

Etomer furnished digital data is used for design,
bn and/or inspection, does the suppliervestablish
pbntrols in accordance with customer

4.53. Doc

hment and data changes

08 Are chang
the same
review an|

es to documents and data reviewed and approved by 3)
functions/organizations that performed the original
[ approval, unless spegifically designated otherwise?

09 Have the
pertinent
review an|

Hesignated functions/organizations access to
ackground information upon which to base their
[ approval?

1) Examine

procedufes.

2) Lists, file:

(or.otherdocuments) examined.

3) Traceabifty and review changes.
L

Objective evidence assessed

Discrepancy with Standard's requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.5. Document and data control (continued)

10 Where practicabie, is the nature of the change identified in the
document or the appropriate attachments?

DOCUMENT CHANGE INCORPORATION

11 Does thesupptier estabiisira provess o ensure the timely
review, distribution, implementation and maintenance of
all autholized and released drawings, standards,
specificdtions, planning, and changes?

12 Does thel supplier maintain a record of change
incorporgtion and, when required, does he coordinate
these indorporations with the customer and/or regulatory
authority]?

Objective pvidence assessed

Discrepancy with Standard's requirements (corrective action request numbers)

Recommendations/Observations

C: Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action

mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.6. Purchasing

4.6.1. General

01 Has the supplier established and does he maintain
documented procedures to ensure that purchased product
conforms to specified requirements?

02 Is the sy
purchased from subcontractors, including customer-
designatpd sources?

4.6.2. Evaluation of subcontractors

03 Does the
a)

supplier :

evalupte and select his subcontractors on the basis of their
ability to meet the subcontract requirements including the
quality system and any specific quality assurance
requifements?

defing the type and extent of control exercised by the
suppller over subcontractors?

b1) Is thel control dependent upon the type of product, the
impagt of subcontracted product on the quality of final
prodyct, and where applicable, on the quality audit reports
and/dr quality records of the previously demonstrated
capalpility and performance of subcontractors?

estabjish and maintain quality records of acceptable
subcgntractors?

ensule where required that both the supplier and all
subcpntractors use customer-approved special
process sources?

ensule that the organization having responsibility for:
appreving subcontractor quality systems has the
autherity to disapprove the use of sources?
periodically review subcontractor performatice.fo
estaljlish supplier’s level of control?

Are rpcord of these reviews maintained and used as a
basid for establishing the level of supplier controls to
be infplemented?

mainfain procedures that define the necessary actions
to be|taken when dealing with'subcontractors which
do n¢t meet requirements?

b)

d)

e

g)

2

04 Does the supplier maintain/a-list of approved

subcontiactors and specify'the scope of approval?

3)

1) Examing
3)

d files. Explain the method for selecting the Subcontractors.

2) Suppliers performance/measurement sy
Latest updating of the approved subcontractors’ list.
Updated list of approved Subcontractors.

tem.
4)

Objective evidence assessed

Discrepancy with Standard's requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N/A : Not applicable - N/E: Not evaluated
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4.6. Purchasing (continued)

4.6.3. Purchasing data

05 Do purchasing documents contain data clearly describing the
product ordered, including where applicable:

issue
inspe|
includ
prody

to be
d) desid
accef
and 1]
e) right
regul
orde

f) requi
num}
inspd

g) requi

chan|
procq
h) requi

inclu

a) the typ | —~grade-a-other iso-idontification2

g g

b) the titlle or other positive identification, and applicable

of specifications, drawings, process requirements,
tion instructions and other relevant technical data,
ing requirements for approval or qualification of
ct, procedures, process equipment and personnel?

¢) the tife, number and issue of the quality system standard

bpplied?

n, test examination, inspection and customer
btance requirements and any related instructions
pquirements?

of access by the purchaser, their customer and
btory authorities to all facilities involved in the
and all applicable quality records?

rements for test specimens (production method,
ler, storage conditions, etc.) for design approval,
ction, investigation or auditing?

Fements relative to the notification of anomalies,
bes in definition and the approval of their
bssing?

rement to flow down to subtier suppliers the

appligable requirements in the purchasing documents,

Hing key characteristics where required?

06 Does the
for adequ|

Eupplier review and approve purchasingdocuments
hoy of the specified requirements priorto release?

| 1) Purchasd

Orders that apply to several types‘of procurements.

Objective

pvidence assesséd

Discrepancy with Standard’s requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action

mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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DOCUMENT
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CA
MAmi

N/A

s

CA N/A N/L
MAmI

4.6. Purcha

sing (continued)

4.6.4. \Verification of purchased products

07 Does the

evidence
(e.g., acd
conform
control),
required
delivery,
subconti]

supplier implement procedures to verify

purchased products, they may include obtaining objective

of the quality of the product from subcontractors

ompanying documentation, certificate of

ty, test reports, statistical records, process
fnspection and audit at source, review of the
kiocumentation, inspection of the products at
and delfegation of verification to the

lactor, or subcontractor certification?

08 When de|

delegatid

egation is used, does the supplier define the

requirements for delegation and maintain a list of

ns?

4.6.4.1. Sup

blier verification at subcontractor’s premises

08 Where th
subcontrg
arrangem
purchasin

supplier proposes to verify purchased product at the
ctor's premises, does the supplier specify verification
Eents and the method of product release in the

lg documents?

4.6.4.2. Cus|

omer Verification of Subcontracted Product

10 When sp4g
customer]
subcontrg
subcontrg

cified in the contract, is the supplier's customer or the
s representative afforded the right to verify at the
ctor’'s premises and the supplier’s premises that

cted product conforms to specified requirements?

11 Does the
effective

kupplier not use such verification as evidence of
ontrol of quality by the subcontractor?

[1) Explanat

bn of who does what.

Objective

pvidence assessed

Discrepancy with Standard's requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action

mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.7. Control of customer-supplied product

01 Has the supplier established and does he maintain
documented procedures for the control of customer-supplied
product?

02 Does the supplier define methods to:

a) verifylacceptability of supplied product?

b) segrepate and store customer supplied product?

c) assurg product is properly maintained during storage?

03 Does the pupplier define methods to identify and record
customer|products that are lost, damaged or otherwise made
unusable and report such to the custormer?

O[O0 |0

| o ||

1) Types of products supplied by the customers.

2) Example pxamined. Explanation of who does what (inspection, acceptance, refusal, reserve)s

Objective pvidence assessed

Discrepancy with Standard's requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.8. Product identification and traceability

01 Where appropriate, has the supplier established and does he 1)
maintain documented procedures for identifying the product by
suitable means:

a) from receipt?

b) during all stages of production?

¢) during delivery?

d) during installation?

02 Where angd to the extent that traceability is a specified C 2)
requiremgnt, has the supplier established and does he
maintain gocumented procedures for unique identification of
individual|product or batches?

03 s such idpntification recorded? c

04 According to the level of traceability required by contract,
regulatorly, or other established requirement, does the
supplier’s system provide for:

a) identffication to be maintained throughout the product c
life?

b) all the products manufactured from the same batch of C 3)
raw npaterial or from the same manufacturing batch to
be traced, as well as the destination (delivery, scrap} of
all prpducts of the same batch?

c} for anf assembly, the identity of its components and C 4)
thosq of the next higher assembly to be traced?

d} for a piven product, a sequential record of its o]
prodgction (manufacture, assembly, inspection)o be
retrieyed?

05 Does the|supplier maintain the identification of the [o]
configurgtion of the product in order to identify any
differencps between the actual configuration and the
agreed cnfiguration?

1) Retainedlidentification principles.

2) Traceabillty principles retaingéd by the supplier.
3) Examined example.

4) Examined example.

Objective pvidence’assessed

Discrepancy with Standard’s requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.9. Process control

4.9.1. General

01 Does the supplier identify and plan the production, installation C 1)
and servicing processes which directly affect quality?
02 DOeS the n::li oneuta-thatth, = e iad-aut

under corftrolled conditions in terms of:

a) documented procedures defining the manner of production, c
installation and servicing, where the absence of such
instruftions could adversely affect quality?

b) use of suitable production, installation and servicing C
equipfnent and a suitable working environment (e.g.
tempprature, humidity, lighting and cleanness, etc.)?

c) compliance with reference standards/codes, quality plans C
and/of documented procedures?
d} monitpring and control of suitable process parameters and [+

product characteristics; monitoring and control of key
chardcteristics where required by purchase
ordelfcontract?

e) apprgval of process and equipment, as appropriate? C

f) criterip for workmanship, which shall be stipulated in the C
cleargst practical manner (e.g., written standards,
repregentative samples or illustrations)?

g) suitaljle maintenance of equipment to ensure continuing (5]
procegs capability?

h) accolntability for all products during manufacture (e.g.
parts|quantities, split orders, nonconformities)?

i) evidance that all manufacturing and inspection
opergtions have been completed as planned, or'as
otherwise documented and authorized?

J) provikion for the prevention, detection and removal of c
foreign objects?

k) utilitirs and supplies such as water; compressed air,
electkicity and chemical prodiucts to the extent they
affect product quality?

| 1) Detail of he organization and its functioning. Application field of the topic (production, implementation of servicing).

Objective pvidence’assessed

Discrepancy with Standard’s requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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4.9. Process control (continued)

4.9.1.1 Production Documentation

03 Are production operations carried out in accordance with
approved data, and contain as necessary:
a} drawings, parts lists, process flow charts including

inspdCTIGH operations, proguction gocuments (e.g.,
manyfacturing plans, traveler, router, work order,
procgss cards), and inspection documents?

b) the list of specific or non-specific tools and numerical
contrpl (NC) machine programs?

¢} doculnents associated with specific tools enabling the
toois|to be designed, produced, validated, controlled,
usedland maintained?

4.9.1.2. Confrol of production process changes

04 Are pers

¢ns required to approve changes to production

processds identified and authorized?

2)

05 Has the qupplier identified those changes which require
customef acceptance in accordance with contractual
requiremients prior to making any change?

06 Are changes affecting processes, production equipment,
tools and programs documented?

07 Are procedures available to control their implementation?

quality?

08 Does the|supplier assess the results of changes to
productipn processes to confirm that the desired effect
has beer] achieved without adverse effects to product

4.9.1.3. Con|

rol of production equipment, tools, numerical-control (NC) machine programs

09 Are prodliction equipment, tools and programs validated
prior to yse, maintained and inspected periodically
accordinly to documented procedures?

[

of the fir:

10 Does validation prior to production use include verification

t article produced to the design

data/spegification?

equipme

11 Are the sforage requirements, including periodic
preservalion/condition checks, \established for production

bt or tooling in storage?

1) Examplep examined.
2) Clearly defined list:
3) Examplep examined,

Obijective

pvidence assessed

Discrepancy with Standard's requirements (corrective action request numbers)

Recommendations/Observations

C : Critical - S : Satisfactory; - CA : Corrective action required - MA : Major corrective action
mi : Minor corrective action - N /A : Not applicable - N/E: Not evaluated
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