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FOREWORD

To assure customer satisfaction, aerospace industry organizations must produce, and
continually improve, safe, reliable products that meet or exceed customer and regulatory
authority requirements. The globalization of the aerospace industry, and the resulting diversity
of regional/national requirements and expectations, has complicated this objective. End-product
organizations face the challenge of assuring the quality of, and integrating, product purchased
from suppliers throughout the world and at all levels within the supply chain. Aerospace
suppliers and processors face the challenge of delivering product to multiple customers having
varying quality expectations and requirements.

The aerospace industry has established the International Aerospace Quality Group (IAQG) for
the purpose offachieving significant improvements In quality and safety, and redugtions in cost,
throughout the value stream. This organization includes representatives from.aergspace
companies in the Americas, Asia/Pacific, and Europe. This international standard jhas been
prepared by the IAQG.
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PURPOSE

The purpose of this document is to define the content and the presentation of the Assessment
Report for the 9100 standard.

QUALITY MANAGEMENT SYSTEM ASSESSMENT REPORT CONTENT
The Assessment Report is made up of:

e Page 6 (required)
General Assessment Information

e Page 7 (required)
Assessment-Conclusions

e Page|8 (optional)
General Organization Information

e Page|9 (required)
Assessment Result Summary

o Page| 10 (required)
Assessment Scoring

o Page| 11 (required when nonconformities are identified during assessment)
Corré¢ctive Action Request

o Page| 12 (required when observatiohs/comments are identified during assessment)
List of Observations/Comments

e Appendix A
Qualjty System Questionnaire

PREPARED BY SAE COMMITTEE G-14,
AMERICAS AEROSPACE QUALITY GROUP (AAQG)
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Audit Report No.:

ASSESSMENT REPORT ASSGSS"79 company
ogo

GENERAL ASSESSMENT INFORMATION

1 Organization & Work Address

Company Name: Tel Number:
Fax Number:
Subsidiary of: e-mail:
Organization Identification: CAGE code:
Assessed Site Address: Assessment Representative & Title:

| W] + ot Q T 4l
WVidlidyCITICTTIU TNCPUTTOTTTIAUVE & TTUC.

Main activities: Product Types or Codes:

No. of employees at assessed site:

2 QMS Registration

[ 11SO Standard / Revision: [ ] Aerospace Standard / Revision:
Expiration Date (if applicable): Expiration Date(if applicable):
Registrar Name: Registrar Name:

3 Assessment Team

Lead Assessor Nanje: Other Assessment Team Members:
[ ] Certified Auditor + Type & No.
[ ]1Qualified Auditor
4 Assessment Dates:

5 Assessment Scoge

[ ] Total facility assessed [ ] Initial assessment [ 1Al 9100 clauses assessed

[ ] Partial facility asgessed [ ] Re<assessment [ ]Partial 9100 clauses assessed
[ ]Other: Clauses not assessed:

[ 1Activity assessed

6 Assessment Disppsition 7 Scoring

[ ]1Conforming Scoring result:

[ 1Conforming with mjpor(mi) corrective action

[ ] Nonconforming ith :\V‘Iajul (?v‘.a) corrective-action

8 Assessment Approval

9100 standard version assessed to:
Assessing Company Date Lead Assessor Name Signature

Distribution Agreement

This Assessment Report is the property of the Assessed Organization and the Assessing Company. Distribution to other companies or
individuals is authorized only after written agreement of the assessed Organization and of the Assessing Company.

To that end, a signature below by an Authorized Representative of the Assessing Company indicates that this report may be copied by the
Organization for other customers.

If copied, the report must be disclosed in full including findings and any corrective actions.

Authorized Representative
Assessing Company Name Signature Date

-6-
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Audit Report No.:

ASSESSMENT REPORT

Assessing company
logo

ASSESSMENT CONCLUSIONS

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

organization:

Strong points:

Improvement Opportunities:
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Audit Report No.:

ASSESSMENT REPORT

Assessing company

logo
GENERAL ORGANIZATION INFORMATION
1 Legal and Financial Aspects
O Date of Formation:
O Legal Status:
O Capital:
O Other Data:
Third Prior Second Prior First'Prior Current

Financial Year

( )

Financial Year

( )

Einancial Yea

( )

Financial Year

( )

Sales

Earnings

Earnings used for

Re-Investment

Workforce

2 Turnover breakkdown and main Customers

Activities

Main Customers

Sales Pe

centage

Aviation, Spac
Defense Indu

, and
try

Other Activity
(be specific)

3 Clearances or Approva

Is granted by Authorities

Name of the Authority

Types and References

End of Validity
(date)
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Audit Report No.:

ASSESSMENT REPORT Assessing company
ogo

ASSESSMENT RESULT SUMMARY

Organization:

Clauses* Result Observation/Corrective Action Request

. Number

4 - Quality Management System

4.1 General requirements

4.2 Documentation requirements

4.3 Configuration nfanagement

5 - Management responsibility

5.1 Management cogmmitment

5.2 Customer focus

5.3 Quality policy

5.4 Planning

5.5 Responsibility, authority and
communication

5.6 Management rgview

6 - Resource management

6.1 Provision of respurces

6.2 Human resourckes

6.3 Infrastructure

6.4 Work environment

7 - Product realization

7.1 Planning of progluct realization

7.2 Customer-relat¢d processes

7.3 Design and development

7.4 Purchasing

7.5 Production and $ervicé

7.6 Control of monitoring and
measuring devices

8 - Measurement, analysis and improvement

8.1 General

8.2 Monitoring and measurement

8.3 Control of nonconforming
product

8.4 Analysis of data

8.5 Improvement

Assessed Organization Assessing Company
Management Rep. name: Lead Assessor Name:

Signature: Results Signature:

* For each clause, indicate with an “X” the results of assessment: “S” for Satisfactory, “Ma” for major corrective action, “mi” for
minor, “N/A” for not applicable, or N/E for not evaluated.

-9-
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Audit Report No.:

ASSESSMENT SCORING

Assessing company

logo
Organization: Result
Major CAR or minor Minor CAR on non
SCORING CHART ?eé;]ljil%nmlé?]}t/ Key requirement NO CAR | RESULT
(Col. A) | (Col.B) | (Col.C) | (Col.D)
Multiple Single Multiple Single
findings finding findings finding
4 | Quality management system (100)
4.1 General requirements 0 10 25 40 50
4.2 & 4.3 | Documentation requirements & Configuration management 0 10 25 40 50
5 | Management responsibility (150)
5.1 Management commitment
5.2 Customer fqcus o 5 s -0 30
5.3 Quality poligy
5.4 Planning 0 10 20 30 40
5.5 Responsibiljty, authority and communication 0 5 15 20 30
5.6 Management review 0 10 25 40 50
6 | Resource Nlanagement (100)
6.1 Provision of|resources 0 10 25 40 50
6.2 Human resqurces
6.3 Infrastructure 0 10 25 40 50
6.4 Work envirgnment
7 | Product realization (450)
71 Planning of product realization 0 5 15 20 30
7.2 Customer-r¢lated processes Q 10 30 50 60
7.3 Design and |[development
7.3.1 | Design and [development Planning 0 5 15 20 30
7.3.2-3-4 | Inputs, outppts & review 0 5 15 20 30
7.3.5-6 | Design and |[development verification & validation 0 5 15 20 30
7.3.7 | Control of dgsign and development changes 0 5 15 20 30
7.4 Purchasing 0 10 30 50 60
7.5 Production @#nd service provision
7.5.1 | Control of pfoduction and service prevision 0 10 25 40 50
7.5.2 | Validation of processes for production“and service provision 0 10 20 30 40
7.5.3 | Identificatiof and traceability 0 10 20 30 40
7.5.4-5 | Customer pfoperty & Presérvation of product 0 5 15 20 30
7.6 Control of monitoring and measuring devices 0 5 10 15 20
8 | Measuremdnt, analysis and improvement (200)
8.1 General 0 5 10 15 20
8.2 Monitoring dnd“measurement
8.2.1 | Customer satisfaction 0 5 10 15 20
8.2.2 | Internal audit 0 5 15 20 30
8.2.3 | Monitoring and measurement of processes 0 5 15 20 30
8.2.4 | Monitoring and measurement of product 0 5 15 20 30
8.3 Control of nonconforming product 0 5 15 20 30
8.4 Analysis of data 0 5 10 15 20
8.5 Improvement 0 5 10 15 20

The assessed organization agrees on the quality management
system scoring and corrective action requests

Name of Representative: Signature: Date:

Total Points Possible

Total Points Achieved

Score

(pts achieved/pts possible)

X100

-10 -
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Audit Report No.: CORRECTIVE ACTION REQUEST |  Assessing company
(CAR) fogo

Organization: Identification CAR No.:

Site: Date issued:

Reference Standard: Referenced Standard Clause concerned:

Criticality Nonconformance Description
Ma / mi
Assessor Name: Assessor Signature:

Assessed Organization to complete the CAR with root cause analysis, corrective action, and bue date:
planned completion dpate of corrective action, and return to the Assessing Company by due date.
Action | Root Cause
No.:
Action | Corrective Action: Rlanned completion
No.: date of corrective
gction:
Organization Representative, Name: Signature: Current date:

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

Organization Representative Name: Signature: Current date:

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

Verification date: Accepted: Assessor Name: Assessor Signature:

Yes O No O

S: Satisfactory - CAR: Corrective action request — 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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Audit Report No.:

OBSERVATIONS/COMMENTS

Assessing company

logo
Organization:
Site: ‘ Issued date:
Iltem Number Section Observation/Comment
Lead Assessor Name: Signature:

S: Satisfactory - CAR: Corrective action request — 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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APPENDIX A

QUALITY MANAGEMENT SYSTEM
QUESTIONNAIRE

-13-
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1. PURPOSE
The purpose of this appendix is to present the questionnaire to be used during the “on-site”

quality management system assessment of Organizations in order to ensure common
practices for these assessments.

2. USE OF THE QUESTIONNAIRE

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

The audit is undertaken by review of the organization’s QMS against the requirements of the
9100 standard, using the questionnaire as a guide. Findings are recorded as appropriate by
the following annotations in the respective columns of the questionnaire:

Satisfactory (S)

Not appheable-(NfArthe-reasen-shat-be-decumented page
Not evaluated (N/E)

Corrective Action Request (CAR) Major (Ma) or Minor (mi) nonconforiity:

YV VYV

The CAR number shall be referenced in the “CAR number” column. The category Ma for
Major CAR or mi for Minor CAR shall also be included.

Additional information on questionnaire
Key Requirements: Some requirements are deemed to.be very significant and are so
identified by the presence of “P” or “M” against the_specific section or question] within the
questionngire:

» “P” —dijrect link with Product

» “M” —direct link with Management

The extent|of Key Requirement applicability is determined by the location of the “M” or “P”.
In the example below all of question 14 is considered as a Key Requirement.

14  Does the output from the management\review include any decisions and actions related to: M
a) Improvemgnt of the effeetiveness of the quality management system and its
processes
b) Improvemgnt of product related to customer requirements? and
c) Resource needs?
In the second example below, only part of question 03, item d), is considered a Key
Requirement.
03  In planning product realization, does the organization determine the following, as appropriate:

a) Quality objectives and requirements for the product?

b) The need to establish processes, documents, and provide resources specific to the
product?

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

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

e) The identification of resources to support operation and maintenance of the
product?

-14 -
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Guidance Notes: Certain questions will have a numeric reference to additional guidance
located in the “Guidance Notes” section located after the questions on each page. The
guidance notes provide the auditor with further insight on type of objective evidence and/or
review expectations, etc. In the example below, note (1) provides the auditor with additional
guidance pertaining to question 48 part a).

48 Does the analysis of data provide information relating to:

a)
b)

c)

d)

Customer satisfaction (see 8.2.1)? (1)
Conformity to product requirements (see 7.2.1)?

Characteristics and trends of processes and products including opportunities for
preventive action? and

Organizations?

Guidance Note

(1) Give examples and

Check how the organization measures the effectiveness.

References: When a reference (e.g., 4.1) is added to a question, it is:linked tq

the

bn
hot applicable.

d in the 9100
mental to the

BN represent a
major

appropriate clause (e.g., 4.1) of the 9100 standard.

Objective evidence assessed / Observations / Comments["N/A explanatic

Record thg objective evidence reviewed during the assessment or reason for

Nonconformities:

Major: The absence of, or total breakdown of, @aimanagement clause specifig
stgndard or any nonconformities whete’'the effect is judged to be detri
integrity of the product or service.

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

Nate: A number of minor nonconformities against one requirement ¢
total breakdown of the system and this can be considered as 4
nonconformity

USE OF THE ASSESSMENT SCORING CHART

Refer to Appendix B for instructions and guidance on how to score the 9100 a

idit.

-15-
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Summary

Section headings

Page numbers

4 QUALITY MANAGEMENT SYSTEM 17
4.1 General requirements 17
4.2  Documentation requirements 18-19
4.3  Configuration management 19
5 MANAGEMENT RESPONSIBILITY 20
5.1 Management commitment 20
5.2  Customer focus 20
5.3  Quality policy 20
5.4  Plann|ng 20
5.5 Respansibility, authority and communication 21
5.6 Management review 22
6 RESQURCE MANAGEMENT 23
6.1 Provigion of resources 23
6.2  Humahn resources 23
6.3 Infrasfructure 23
6.4  Work pnvironment 23
7 PROOQUCT REALIZATION 24
71 Plann|ng of product realization 24
7.2  Customer-related processes 25
7.3  Desigp and development 26 — 29
7.4  Purchpsing 30 — 32
7.5 Production and service provision 33 — 37
7.6  Control of monitoring and'measuring devices 38
8 MEASUREMENT, ANALYSIS AND IMPROVEMENT 39
8.1 General 39
8.2  Monitpring and (measurement 40 — 42
8.3  Control of nonconforming product 43
8.4  Analysis-ofdata 44
8.5 Improvement 45

-16 -



https://saenorm.com/api/?name=44604b7a3ed9b037b73cfb09ec5449ff

SAE AS9101 Revision C

QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS requroments| | nemper | | VE
Ma or mi
4 QUALITY MANAGEMENT SYSTEM
4.1 General requirements

01 Has the organization established, documented, implemented and maintained a quality
management system and continually improved its effectiveness in accordance with the
requirements of this International Standard?

02 Does the organization:

a)

b)
c)

d)

e)
f)

identify the processes needed for the quality management system and their application
throughout the organization? (1)

determine the sequence and interaction of these processes? (1)

determine criteria and methods needed to ensure that both the operation and control of
these process¢gsare effective?

ensure the avdilability of resources and information necessary to support the operation and
monitoring of these processes?

monitor, measlire and analyze these processes?

implement actlons necessary to achieve planned results and continual improvement of
these processgs?

03 Are these processeg managed by the organization in accordance with the requirements ef this
International Standgrd?

04 Where an organization chooses to outsource any process that affects product conformity with
requirements, does fhe organization ensure control over such processes? P

05 Is the control of such outsourced processes identified within the quality management system?

Note: Processes needed for the quality management system referred to@bove should include processes for management activities,

provision or resources, product realization and measurement.

Guidance Notes

(1) Main processes fornjally identified (e.g., list, flow diagram).

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

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

-17 -
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS requroments| | nemper | | VE
Ma or mi
4.2 Documentation requirements
421 General

06 Does the quality management system documentation include:
documented statements of a quality policy and quality objectives?

a)
b)
c)
d)

a quality manual
documented pro

control of its processes?
records required by this International Standard (see 4.2.4)?

e)

U

quality system

documents needed by the organization to ensure the effective planning, operation and

?

cedures required by this International Standard?

requirements imposed by the applicable regulatory authorities?

07 Does the organizaj

documentation ang

nt-system
7

il are aware of relevant procedures?

08 Do Customer an

management systdgm documentation?

d/or regulatory authority representatives have access to quality

Note 1: Where the term
documented, implement]
Note 2: The extent of th
a) the size of organizatiq
b) the complexity of prog
c) the competence of p¢g
Note 3: The documentat

‘documented procedure” appears within this International Standard, this meéans-that the proc
ed and maintained.

b quality management system documentation can differ from one organization to another dusg
n and type of activities,

tesses and their interactions, and

rsonnel.

ion can be in any form or type of medium.

edure is established,

to

4.2.2

Quality mantial

09 Has the organizatio

a) the scope of thg
exclusions?

b) the documented
them, and whe
the requiremel
clearly shown?

c) adescription of

established and maintained a quality manual that includes (1):
e quality management system, including détails of, and justification for, any

procedures established for the quality management system, or reference to

p referencing the documented(procedures, is the relationship between
hts of this International Standard and the documented procedures
)

he interaction between the processes of the quality management system?

Guidance Notes

(1) Quality manual refeflence and issuet

(2) Check the procedur

b list.

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

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

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

-18 -
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS requroments| | nemper | | VE
Ma or mi
4.2 Documentation requirements (continued)
4.2.3 Control of documents
10 Are the documents required by the quality management system controlled? M

11 Are records controlled according to the requirements given in 4.2.4?

a)
b)
c)
d)
e)
f)

9)

12 Has a documented procedure been established to define the controls needed to:

approve documents for adequacy prior to issue?

review and update as necessary and re-approve documents?

ensure that changes and the current revision status of documents are identified?
ensure that relevant versions of applicable documents are available at points of use?
ensure that documents remain legible and readily identifiable?

ensure that doc:l:ments of external origin are identified and their distribution controlled?
prevent the uni
them if they are fetained for any purpose?

tended use of obsolete documents, and to apply suitable identification to

13 Does the organizdtion coordinate document changes with customers and/or regulatory
authorities in accofdance with contract or regulatory requirements?

4.2.4

Control of records

14 Are records establighed and maintained to provide evidence of conformity to requirements and
of the effective opergtion of the quality management system?

15 Do records remain Iggible, readily identifiable and retrievable? (1)

16 Has a documentefl procedure been established to define the contraels needed for the
identification, storag, protection, retrieval, retention time and disposition:of records?

17 Does the documednted procedure define the method for cantrolling records that are
created by and/or fetained by suppliers?

18 Are records available for review by customers and regulatory authorities in accordance
with contract or regulatory requirements?

4.3

Configuratlion management

19 Has the organizatign established, documented and maintained a configuration management
process appropriate to the product? P

| Note: Guidance on configuration management is given in ISO 10007.

Guidance Notes

(1) List records reviewed.

Objective evidence

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

-19 -
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS

KEY
Requirements

CAR
Number
Ma or mi

N/A

N/E

5 MANAGEMENT RESPONSIBILITY

5.1

Management commitment

01 Has top management provided evidence of its commitment to the development and implementation
of the quality management system and continually improving its effectiveness by (1): M
a) communicating to the organization the importance of meeting customer as well as statutory

and regulatory requirements?
b) establishing the quality policy?
c) ensuring that quality objectives are established?
d) conducting management reviews?

e) ensuring the availability of resources?

5.2

Customer focus

02 Has top manageme

t ensured that customer requirements are determined and are met with the

aim of enhancing customer satisfaction (see 7.2.1 and 8.2.1)?

5.3 Quality po

icy

03 Has top managemet ensured that the quality policy:

a) is appropriate to
b) includes a com
of the quality m
c) provides a framg
d) is communicated

the purpose of the organization?
itment to comply with requirements and continually improve the effectiveness
nagement system?
work for establishing and reviewing quality objectives?
and understood within the organization? (2)

e) is reviewed for cpntinuing suitability?

5.4 Planning

5.4.1

Quality objecgtives

04 Has top management ensured that quality objectives, including those needed to meet

requirements for prq
organization? (3)

duct [see 7.1 a)] are established at relevant functions and levels within the

05 Are the quality objed

tives measurable and consistent'with the quality policy?

M

5.4.2 Quality man

hgement system planning

06 Has top managemer
a) the planning of tf
givenin 4.1, as

b) the integrity of
management sy

t ensured that:

e quality management-system is carried out in order to meet the requirements
vell as the qualityeebjectives?

he quality management system is maintained when changes to the quality
stem are planned and implemented?

Guidance Notes

(1) Evidence of managd

ment commitment.

(2) Identify and record method of communication.
(3) Review objectives and status of their implementation.

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

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

-20 -
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QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS requroments| | nemper | | VE
Ma or mi

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

07 Has top management ensured that the responsibilities and authorities are defined and
communicated within the organization? (1)

5.5.2 Management representative

08 Has top management appointed a member of management who, irrespective of other
responsibilities, has responsibility and authority that includes:
a) ensuring that processes needed for the quality management system are established,
implemented and maintained?
b) reporting to top management on the performance of the quality management system and
any need for improvement?
c) ensuring the [promotion of awareness of customer requirements throughout the

organization?
d) the organizatiopnal freedom to resolve matters pertaining to quality?

Note: The responsibility jof the management representative can include liaison with external parties.on matters relating to the quality
management system.

5.5.3 Internal communication

09 Has top management ensured that appropriate communication processes are established within
the organization andl that communication takes place regarding the effectiveness of the quality
management system?

Guidance Notes
(1) Identify and record the method(s) of communication within the orgarization.

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

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

5.6.1 General

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

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

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

5.6.2 Review input

13 Does the input to management review include information on (2): M
a) results of audits

b) customer feedbgck?

c) process performpnce and product conformity?

d) status of preventive and corrective actions?

e) follow-up actiong from previous management reviews?

f) changes that cotlld affect the quality management system?

g) recommendatior}s for improvement?

5.6.3 Review output

14 Does the output from|the management review include any decisions and actions related to (2): M
a) improvement of the effectiveness of the quality management system and its processes?

b) improvement of product related to customer requirements?

c) resource needs

Guidance Notes

(1) Record managemerjt review frequency and functions involved (e.g., quality, production).
(2) Verify the availability of input / output data (e.g., statistical data; graphics; summary tables; reports).

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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6. RESOURCE MANAGEMENT

6.1 Provision of resources

01 Has the organization determined and provided the resources needed:
a) to implement and maintain the quality management system and continually improve its
effectiveness? and
b) to enhance customer satisfaction by meeting customer requirements?

6.2 Human resources

6.2.1 General

02 Are personnel performing work affecting product quality competent on the basis of appropriate
education, training, skills and experience? (1)

6.2.2 Competencd, awareness and training

03 Does the organizatign:

product quality? {2)

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

c) evaluate the effeftiveness of the actions taken?

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

e) maintain approptjiate records of education, training, skills and experience (see 4.2:4)? (3)

a) determine the necessary competence for personnel performing work affecting P

6.3 Infrastrucflure

04 Does the organizatjon determine, provide and maintain the infrastructure* needed to achieve
conformity to produdt requirements?
Infrastructure includes, as applicable:
a) buildings, workspace and associated utilities?
b) process equipment (both hardware and software)?
c) supporting servites (such as transport or communication)?

6.4 Work environment

05 Does the organization determine and manage the work environment needed to achieve
conformity to produgt requirements?

P

electrostatic discharge, etc.

Note: Factors that maly affect the conformity of the product include temperature, humidity, lighting, cleanling

bss, protection from

Guidance Notes
(1) Review training recqrds and'plan (status of the current year and of the previous year).

(2) Give examples of metheds used to determine competence (e.g., competence matrix, multi-skill).
(3) Review training certH he-certifi HRiRg-Feee } eFA

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7. PRODUCT REALIZATION

71 Planning of product realization
01 Does the organization plan and develop the processes needed for product realization
(see 4.1)?

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

03 In planning product realization, does the organization determine the following, as appropriate:
a) quality objectives and requirements for the product?
b) the need to establish processes, documents, and provide resources specific to the
product?

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

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

e) the identification of resources to support operation and maintenance of the
product?

04 Is the output of thig planning in a form suitable for the organization's method of operations?

Note 1: A document sgecifying the processes of the quality management system (inchiding the product realization grocesses) and the
resources to be applied fo a specific product, project or contract, can be referred to as'a quality plan.

Note 2: The organizatipn may also apply the requirements given in 7.3 to the‘development of product realization prqcesses.

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.2 Customer-related processes
7.21 Determination of requirements related to the product

05 Does the organization determine:
requirements specified by the customer, including the requirements for delivery and post-

a)

delivery activities?

b)

known?
c)
d)

statutory and reg

requirements not stated by the customer but necessary for specified or intended use, where

ulatory requirements related to the product?

any additional requirements determined by the organization?

M

7.2.2

Review of requirements related to the product

06

Does the organizatiprTeview the Tequirements Tefated to the product?

07

Is the review cong
customer (e.g., su
changes to contract
a) product requiren
b) contract or orde
c) the organization

d) risks (e.g., new|

ucted prior to the organization's commitment to supply a product to the
bmission of tenders, acceptance of contracts or orders, acceptance of
5 or orders) and does it ensure that (1):

ents are defined?

requirements differing from those previously expressed are resolved?
has the ability to meet the defined requirements?

technology, short delivery time scale) have been evaluated?

P

08

Are records of the|
(see 4.2.4)? (2)

results of the review and actions arising from the review maintained

09

Where the customg
requirements confirrj

br provides no documented statement of requirement,are the customer
hed by the organization before acceptance?

10

Where product re
documents are an
requirements?

juirements are changed, does the organizations ensure that relevant
ended and that relevant personnel are made aware of the changed

P

Note:
product information such

as catalogues or advertising material.

In some situations, such as internet sales, a formal review is'impractical for each order. Instead the review ca

h cover the relevant

7.23

Customer cg

mmunication

11

Does the organizat
with customers in rg

lon determine and implemént\effective arrangements for communicating
lation to:

a) product informatjon?
b) enquiries, contrdcts or order handling, including amendments?

c) customer feedbgck, including customer complaints?

Guidance Notes
(1) Check that all affect|

bd-funictions are involved in the review.

(2) Give examples of records reviewed.

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.3 Design and development

7.31 Design and development planning

12 Does the organization plan and control the design and development of product?

13 During the design and development planning, does the organization determine: M
a) the design and development stages? (1)
- in respect of organization, task sequence, mandatory steps, significant stages and
method of configuration control,
b) the review, verification and validation that are appropriate to each design and development
stage?
c) the responsibilities and authorities for design and development?

14 Where appropriate] due to complexity, does the organization give consideration to the
following activitieq:

- structuring the design effort into significant elements?

- for each element, analyzing the tasks and the necessary resources for its design
and development. Does this analysis consider an identified responsible person,
design content, input data, planning constraints, and performance conditions. Is the
input data [specific to each clause reviewed to ensure consistency , with
requirements?

15 Does the organization manage the interfaces between different groups involved indesign and
development to ensyire effective communication and clear assignment of responsibility?

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

17 Are the different design and development tasks to be carried out defined according to
specified safety functional objectives of the product in accordance with customer
and/or regulatory quthority requirements? (2) P

7.3.2 Design and lievelopment inputs

18 Are inputs relating fo product requirements determined and are records maintained (see 4.2.4)?
(3)

Do these inputs include:
a) functional and pgrformance requirements?

b) applicable statutpry and regulatory requirements?
c) where applicablg, information derived from previous similar designs?
d) other requirements essential for design-and development?

19 Are these inputs reviewed for adequacy?

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

Guidance Notes

(1) Give at least an eample of a completed design and development plan, or an example of one in progress that |dentifies the planning of
tasks and key evemts

(2) Give an example.

(3) Review applicable input data (give examples).

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.3 Design and development (continued)

7.3.3 Design and development outputs

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

the design and development input and approved prior to release?

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

b) provide appropriate information for purchasing, production and for service provision?
c) contain or reference product acceptance criteria?
d) specify the characteristics of the product that are essential for its safe and proper use?

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

23 Is all pertinent data required to allow the product to be identified, manufactured,
inspected, used and maintained defined by the organization; for example: M
- drawings, part lists, specifications?
- a listing of thdse drawings, part lists, and specifications necessary to define the
configuration anld the design features of the product?
- information on material, processes, type of manufacturing and assembly of the product
necessary to ensure the conformity of the product?

7.3.4 Design and development review

24 At suitable stages, gre systematic reviews of design and development performed\in accordance
with planned arrangements (see 7.3.1) to (1):
a) evaluate the ability of the results of design and development to meet,requirements?
b) identify any prollems and propose necessary actions?
c) authorize progfession to the next stage?

25 Do participants in sjich reviews include representatives of functions concerned with the design
and development sthge(s) being reviewed?

26 Are records of the rekults of the reviews and any necg¢ssary actions maintained (see 4.2.4)?

7.3.5 Design and development verification

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

28 Are records of the relsults of the reviews\and any necessary actions maintained (see 4.2.4)?
|

- performing alternative-calculations,

- comparing the new.design with a similar proven design, if available,
- undertaking fests\and demonstrations, and

- reviewing th¢ design stage documents before release.

Note: Design and/or %evelopment verification may include activities such as:

Guidance Notes

(1) Give evidence of reviews.

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.3 Design and development (continued)
7.3.6 Design and development validation
29 Is design and development validation performed in accordance with planned arrangements

(see 7.3.1) to ensure
specified application

P

that the resulting product is capable of meeting the requirements for the
or intended use, where known?

30 Wherever practicable, is validation completed prior to the delivery or implementation of the

product?

31 Are records of the re

sults of validation and any necessary actions maintained (see 4.2.4)?

Notes:

- Design and/or development validation follows successful design and/or development verification.

- Validation is normally
- Validation is normally
- Multiple validations n

atinmg corditions:

hay be performed if there are different intended uses.

performed on the final product, but may be necessary in the earlier stages prior to prpduct completion.

7.3.6.1 Documentati

pn of design and/or development verification and validation

32 At the completion
reports, calculation

bf design and/or development, does the organization ensure that
s, test results, etc., demonstrate that the product definition meets the

specification requifements for all identified operational conditions?

7.3.6.2 Design and/q

r development verification and validation testing

33 Where tests are nes

P

tessary for verification and validation, are these tests planned,

controlled, reviewep, and documented to ensure and prove the following: (1)

a) test plans or sf

used, define tg
b) test procedure
the recording ¢
c) the correct con
d)
e)

the acceptance

acceptance criLeria?

becifications identify the product being tested and.the-resources being
st objectives and conditions, parameters to be recorded, and relevant

describe the method of operation, the performance of the test, and
f the results?

figuration standard of the product js'submitted for the test?

the requirements of the test plan and the testprocedures are observed?

criteria are met?

Guidance Notes
(1)

Give an example

bf any reports, plans, orprocedures reviewed.

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.3 Design and development (continued)

7.3.7 Control of design and development changes

34 Are design and development changes identified and records maintained?

35 Are the changes reviewed, verified and validated, as appropriate, and approved before P
implementation? (1)
36 Does the review of design and development changes include evaluation of the effect of the P

changes on constituent parts and product already delivered?

37 Does the organization’s change control process provide for customer and/or regulatory
authority approval of changes, when required by contract or regulatory requirement?

38 Are records of the results of the review of changes and any necessary actions maintained
(see 4.2.4)?

Guidance Notes

(1) Give an example.

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

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

7.41 Purchasing process

39 Does the organization ensure that purchased product conforms to specified purchase

requirements?

40 Is the type and extent of control applied to the supplier and the purchased product dependent
upon the effect of the purchased product on subsequent product realization or the final product?

41 Is the organization responsible for the quality of all products purchased from suppliers,
including customer-designated sources?

42 Does the organization evaluate and select suppliers based on their ability to supply product in
accordance with the organization's requirements?

43 Are criteria for selection, evaluation and re-evaluation established?

44  Are records of the refsults of evaluafions and any necessary actions arising from the evaluation

maintained (see 4.2

#)?

45 Does the organizat{on: M

a) maintain a regisfer of approved suppliers that includes the scope of the approval? (1)

b) periodically revijew supplier performance and use the records of these reviews as
a basis for establishing the level of controls to be implemented? (2)

c) define the necessary actions to take when dealing with suppliers that do notf.uneet

requirements?

d) ensure where Tquired that both the organization and all suppliers use_customer-
!

approved speci

e) ensure that the
has the authori

process sources ?

function having responsibility for approving supplier quality systems
to disapprove the use of sources?

Guidance Notes

(1) Review current regigter of approved suppliers.
(2) Review supplier's pgrformance / measurement system (e.g., supplier rating).

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.4 Purchasing (continued)
7.4.2 Purchasing information

46 Does purchasing information describe the product to be purchased, including where

appropriate (1):

a)
b)
c)
d)

e

9)

h)

i

Jj

requirements for approval of product, procedures, processes and equipment?

requirements for qualification of personnel?

quality management system requirements?

the name or other positive identification, and applicable issues of specifications,

drawings, process requirements, inspection instructions and other relevant technical

data?

requirements f
acceptance by)

requirements f
conditions) for

requirements r

lofadl i

£ £7 £
TateO-MMStIuctionsS—of

. T . . g
0 3 mator,msSpectronana

the organization?

br test specimens (e.g., production method, number, storage
design approval, inspection, investigation or auditing?

blative to:

- supplier nc:]:fication to organization of nonconforming product? and

- arrangeme
requirements fi
process definii
right of acces.

involved in th

requirements fi
requirements i
required?

's for organization approval of supplier nonconforming material?.

pr the supplier to notify the organization of changes in product and/or
ion and, where required, obtain organization approval?

by the organization, their customer, and authorities to all facilities
order and to all applicable records?

pr the supplier to flow down to sub-tier suppliers\the applicable

h the purchasing documents, including key characteristics where

47 Does the organizatig
communication to thg

n ensure the adequacy of specified. purchase requirements prior to their
supplier?

Guidance Notes

(1) Examine purchase 9

rders that apply to several types of procurement.

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

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

N/E

7.4 Purchasing (continued)

7.4.3 Verification of purchased product

48

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

ensuring that purchased product meets specified purchase requirements, they may include
obtaining objective evidence of the quality of the product from suppliers (e.g.,
accompanying documentation, certificate of conformity, test reports, statistical records,
process control), inspection and audit at supplier’s premises, review of the required
documentation, inspection of products upon receipt, and, delegation of verification to the
supplier, or supplier certification?

49

Is purchased product held until it has been verified as conforming to specified
requirements unless it is released under positive recall procedure?

50

Where the organizdtion utilizes test reports to verify purchased product, is the data in

those reports acceptable per applicable specifications? (1)

51 Does the organization periodically validate test reports for raw material? (2)

52 Where the organizdtion delegates verification activities to the supplier, are the requirements
for delegation defined and a register of delegations maintained? (3)

53 Where the organization or its customer intends to perform verification at the supplier's premises,
does the organizatign state the intended verification arrangements and method of
product release in the purchasing information?

54 Where specified |n the contract, is the customer or the customer’s‘representative
afforded the right fo verify at the supplier’s premises and the organization’s premises that
subcontracted product conforms to specified requirements?

55 It is ensured that Verification by the customer is not used by the organization as evidence

of effective control of quality by the supplier (it does not absalve the organization of the
responsibility to grovide acceptable product, nor shall it'preclude subsequent rejection
by the customer)?

Guidance Notes

(1) Give an example of test reports reviewed.
(2) Give an example ofjvalidated test reports reyiewed.
(3) Review current regigter of delegated verification activities.

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.5 Production and service provision
7.51 Control of production and service provision

56 Does planning consider, as applicable:

the establishment of process controls and development of control plans where key

characteristics

have been identified? P

the identification of in-process verification points when adequate verification of

conformance cannot be performed at a later stage of realization?

the design, manufacture, and use of tooling so that variable measurements can be
taken, particularly for key characteristics?

special processes (see 7.5.2)?

57 Does the organizaf on 'r_\lnn and carny out prnr{llr‘finn and-service 'r_\rn\licinh under controlled

conditions (1).

Do these controlled

a

o O T

)
)
)
)
)

@

f)
9)

h)

0
)]

k

the availability

the availability

conditions include, as applicable:
of information that describes the characteristics of the product?

of work instructions, as necessary?

the use of suitable equipment?

the availability
the implement
the implement

accountability
nonconformir

evidence thaf]
planned, or ag
provision for
monitoring a
electricity and

criteria for wq
(e.g., written 4

and use of monitoring and measuring devices?
htion of monitoring and measurement?
htion of release, delivery and post-delivery activities?

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

all manufacturing and inspection operations have been completed as
otherwise documented and authorized?

'he prevention, detection, and removal of foreign objects?
hd control of utilities and supplies(.such as water, compressed air,
chemical products to the extent.they affect product quality?

rkmanship, which shall be stipulated in the clearest practical manner
tandards, representative samples or illustrations)?

Guidance Notes
(1) List the part number]

s) used for this review.

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.5

Productio

n and service provision (continued)

7.5.1.1 Production documentation

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

59 Does the data contain as necessary: P

a) drawings, parts lists, process flow charts

including inspection operations,

production documents (e.g., manufacturing plans, traveler, router, work order,
process cards); and inspection documents (see 8.2.4.1)?

b) a list of specific or non-specific tools and numerical control (NC) machine programs
required and any specific instructions associated with their use?

7.5.1.2 Control of production process changes

60 Are persons authorized-te-appreve-changesto-preductionpt identified?H M
61 Has the organintion identified and obtained acceptance of changes that require
customer and/or regulatory authority approval in accordance with contract or regulatory
requirements?
62 Are changes affecting processes, production equipment, tools and programs
documented? P
63 Are procedures avpilable to control their implementation?
64 Are the results of ghanges to production processes assessed to confirm that the desired
effect has been achieved without adverse effects to product quality? P
7.5.1.3  Control of production equipment, tools and numerical control (N.C.) machine programs
65 Are production eqlipment, tools and programs validated prior to use‘ahd maintained and
inspected periodically according to documented procedures? P
66 Does validation prior to production use include verification of the’first article produced to
the design data/specification? P
67 Are storage requiiements, including periodic preservation/condition checks, established
for production equipment or tooling in storage?
7.5.1.4  Control of work transferred, on a temporary basis, outside the organization’s facilities
68 When planning tq temporarily transfer work. to a location outside the organization’s

facilities, does the
the work?

organization define the jprocess to control and validate the quality of

Guidance Notes
(1) Clearly defined list o

persons Or. adthorization established in procedures.

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

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

7.5.1.5 Control of service operations

69 Where servicing is

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

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

reporting acti

and/or regulatory requirements? (1) (2)

c) the control an

d) the approval, control, and use of repair schemes? (3)

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

customer’s fa,

a specified requirement, do service operation processes provide for:

vities, and actions on service information consistent with contractual

d updating of technical documentation?

cilities)?

7.5.2 Validation o

f processes for production and service provision

70 Does the organizat
resulting output caf
processes where d
has been delivered?

on validate any processes for production and service provision where the
not be verified by subsequent monitoring or measurement, including any
bficiencies become apparent only after the product is in use or the service

P

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

71 Does validation den|

onstrate the ability of these processes to achieve planned results?

72 Has the organizatior
a) defined criteria

- qualificatior

b) approval of eq

c) use of specific

- control of
accordance

d) requirements f

e) and revalidatig

established arrangements for these processes including, as\applicable: M
for review and approval of the processes?

h and approval of special processes prior to, use?

lipment and qualification of personnel?

methods and procedures?

the significant operations and parameters of special processes in
with documented process, specifications and changes thereto? (4)

br records (see 4.2.4)?

n?

Guidance Notes
(1) Review reports isg

examine some inv
(2) Review evidence d

ued followihg visits to the customer (technical support), comment on method of collectior
pstigation reports.
f implementation of corrective and preventive actions.

(3) Review evidence d

of in service data and

f what has been assessed (e.g., maintenance manual, repair manual, information to customg

br).

(4) Give examples.

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

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

N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.5 Production and service provision (continued)
7.5.3 Identification and traceability

product realization?

73 Where appropriate, has the organization identified the product by suitable means throughout

74 Does the organization maintain the identification of the configuration of the product in
order to identify any differences between the actual configuration and the agreed
configuration? P

75 Has the organization identified the product status with respect to monitoring and measurement
requirements?

76 When acceptance authority media are used (e.g., stamps, electronic signatures,

passwords), does the organization establish and document controls for the media? (1)

requirement, does
a) identification
b) all the produg
manufacturing

products of tH

77 Where traceability lis a requirement, does the organization control and record the unique
identification of the product (see 4.2.4)?
78 According to the Igvel of traceability required by contract, regulatory, or other established

the organization’s system provide for: (2)
fo be maintained throughout the product life?

ts manufactured from the same batch of raw material or from the.same
) batch to be traced, as well as the destination (delivery, scrap) of all
e same batch?

c) in any assembly, the identity of its components and those of the next higher

assembly to h
d) in any given |

inspection) to|

e traced?

broduct, a sequential record of its production (manufacture, assembly,
be retrieved?

| Note: In some industry

sectors, configuration management is a means by which identification and traceability is mai

htained (see 4.3).

7.5.4

Customer p

operty

79

Does the organizati
control or being use

bn exercise care with customer property while it is under the organization's
d by the organization? (3)

inspection.

80 Has the organization identified, verified, protected and safeguarded customer property provided
for use or incorporation into the product?
81 Does the organizatipn define methods.to identify and record (see 4.2.4) customer products that
are lost, damaged of otherwise made unusable and report such to the customer?
Note: Customer property can include intellectual property, including customer furnished data used for design, production and/or

Guidance Notes
(1
(2)
(3)

Give examples of method(s) used.
Give examples of traceability level applied (up and down).
Identify types of product supplied by the customer.

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

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

-36 -



https://saenorm.com/api/?name=44604b7a3ed9b037b73cfb09ec5449ff

SAE AS9101 Revision C

QUALITY MANAGEMENT SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS Requoments NCAR | NA | NE
Ma or mi
7.5 Production and service provision (continued)
7.5.5 Preservation of product

82 Does the organization preserve the conformity of product during internal processing and delivery

to the intended destination?

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

84 Does preservation also apply to the constituent parts of a product?

85 Does preservation of product also include, where applicable in accordance with product

specifications and/or regulations, provisions for:

a) cleaning?

b) prevention, detection and removal of foreign objects?
c) special handlty'fumnsm‘m' ftive-products?

d) marking and labeling including safety warnings?

e) shelf life contyol and stock rotation?

f) _ special handling for hazardous materials?

86 Does the organij
accompany the p
deterioration?

tation ensure that documents required by the contract/order to
roduct are present at delivery and are protected against loss and

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

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

N/A

N/E

7.6

Control of monitoring and measuring devices

87 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) (1)? P

criteria?

88 Does the organization maintain a register of these monitoring and measuring devices, and
define the process employed for their calibration including details of equipment type,
unique identification, location, frequency of checks, check method and acceptance

Note: Monitoring and measuring devices include, but are not limited to: test hardware, test software, automated test equipment
(ATE) and plotters used to produce inspection data. It also includes personally owned and customer supplied equipment used to
provide evidence of product conformity.

measurement requi

89 Does the organizatTﬂmemmWMm be
carried out and afe carried out in a manner that is consistent with the monitoring and

ements?

90 Does the organi.
calibrations, inspe)

tion ensure that environmental conditions are suitable for the
tions, measurements and tests being carried out?

91 Where necessary to

a) calibrated or v
traceable to in
exist, the basig

b) adjusted or re-
c) identified to en|
d) safeguarded fr|
e) protected from
f)  recalled to a (g

lensure valid results, is measuring equipment:

erified at specified intervals, or prior to use, against measurement standards
ternational or national measurement standards; where no such_standards
used for calibration or verification shall be recorded? (2)

Adjusted as necessary?

pble the calibration status to be determined?

bm adjustments that would invalidate the measurement\result?
damage and deterioration during handling, maintenance and storage?
Jefined method when requiring calibration?

92 Does the organizati
equipment is found

bn assess and record the validity of the previous measuring results when the
hot to conform to requirements?

93 Does the organizati

n take appropriate action on the equipment and any product affected? P

94  Are records of the rd

sults of calibration and verification-maintained (see 4.2.4)?

95 When used in the
computer software f}

monitoring and measurement of specified requirements, is the ability of
b satisfy the intended application confirmed? P

96 s this undertaken p

ior to initial use and reconfirmed as necessary?

| Note: See SO 10012 f

br guidance.

Guidance Notes

(1) Review that the orgd
Analysis, Gage Rep

atable & Reproducibility, etc.).

(2) Ensure the links to t

TeTecognized-ntermationatFmationat-stardard:

nization,has a process for ensuring the capability of measurement system (e.g., Interval Andlysis, Resolution

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

S: Satisfactory - CAR: Corrective action request — Ma: Major corrective action — mi: Minor corrective action
N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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8 MEASUREMENT, ANALYSIS AND IMPROVEMENT
8.1 General

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

a) to demonstrate

b) to ensure conformity of the quality management system?

c) to continually improve the effectiveness of the quality management system?

conformity of the product?

02 Does this include determination of applicable methods, including statistical techniques, and the

extent of their use?

Note: According to the nature of the product and depending on the specified requirements, statistical techniques may be used to

support:

- design verificption (e.g., reliability, maintainability, safety) ;
- process control:

- selection a

- process capability measurements;
- statistical grocess control;
- design of e:ﬁperiment;

-inspection —

-failure mode a

hd inspection of key characteristics

atching sampling rate to the criticality of the product and to the process capability ;
d effect analysis.

Guidance Notes

(1) Give examples of dgta.

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

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

N /A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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8.2 Monitoring and measurement (continued)

8.21 Customer satisfaction

03 As one of the measurements of the performance of the quality management system, does the
organization monitor information relating to customer perception as to whether the organization
has met customer requirements (1)?

04 Are the methods for obtaining and using this information determined?

8.2.2 Internal audit

05 Does the organization conduct internal audits at planned intervals to determine whether the
quality management system (2): M

a) conforms to the planned arrangements (see 7.1), to the requirements of this International

Standard and to the quality management system requirements established by the

organization?

b) is effectively imglemented and maintained?

06 Is an audit prografn planned, taking into consideration the status and importance of the
processes and areas to be audited, as well as the results of previous audits?

07 Is the audit criteria, gcope, frequency and methods defined?

08 Does the selection pf auditors and conduct of audits ensure objectivity and impartiality .0f the
audit process? (3)

09 Does the organizatidn ensure internal auditors do not audit their own work?

10 Are the responsibilifes and requirements for planning and conducting audits, ‘anhd*for reporting
results and maintaining records (see 4.2.4) defined in a documented procedufe?

11 Does the managemgnt responsible for the areas being audited ensure that actions are taken
without undue delay|to eliminate detected nonconformities and their causes? M

12 Do follow-up activitigs include the verification of the actions taken ‘and the reporting of verification
results (see 8.5.2)7? |(4)

13 Are detailed tools pnd techniques developed such .as check sheets, process flowcharts,
or any similar method to support audit of the quality~management system requirements?

14 Are the selected ipternal audit tools acceptable in measuring the effectiveness of the
internal audit and ¢verall organization performance?

15 Do internal audits 3lso meet contract and/or regulatory requirements?

| Note: See ISO 19011 fpr guidance.

Guidance Notes

(1) Give examples of how customer’s satisfaction is measured, committed, and acted upon.
(2) Review of audit prggfam (status of the previous year and progress of the current year).
(3) Check the list of af prn\lnrl auditors

(4) Review audit follow-up activities (questionnaire, synthesis, circulation, request for corrective actions, corrective actions follow-up).

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

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