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FOREWORD
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Commission (IEC) 1702[1-1 conformity assessment standard and provides requirements for an audjt and reporting process,

based on the:

a. Process and contindal improvement approach defined in 9100-series standards;

b. Specific ASD additigns in 9100-series.standards;

c. Use of common audit tools; and

d. Uniform, transparenf, and standardized reporting of audit results.
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In this standard, the following terms are used:

“Shall” indicates a requirement;

“Should” indicates a recommendation;

“‘May” indicates a permission;
e “Can”indicates a possibility or capability; and
e “Days” are calendar days.

Words “example” or “e.g.” indicate suggestions given for guidance, and information marked “NOTE” is for guidance in
understanding or clarifying the associated requirement.
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INTRODUCTION
0.1 General

Auditing is a basic tool to assess effective implementation of and conformity to QMS requirements. In addition to assessing
conformity, this standard focuses on the evaluation of effectiveness (refer to ISO 9000 clause 3.7.11) of the QMS and its
associated processes.

An organization is not only required to be in conformity with QMS requirements, but to be effective in meeting customer
expectations and delivering products and services that meet those expectations.
0.2 Auditing Approach

This standard supports the engagement and evaluation of an organization's QMS process approach, as required by the

9100-series standards. A
process, for example:

a. Is the process apprd
b. Are responsibilities

c. Are the processes g
d. Is the process effec
The collective answers 1

In addition, product and
interrelated. This relatio

Alban. CWP-N PP HT-W RPN raanizatiania-OMS _thara ora baooio o Hona thot o
oI o varaatTTg alrm oTrgarmzatiorT ST, e Toarc  vasSio Ut oStorTsaTatS

priately determined?

hssigned?

dequately implemented and maintained?

ive in achieving the desired results?

0 these and other associated questions will contribute to the evaluation re

service quality (as delivered), customer.satisfaction, and QMS effectivene
nship should be reflected in the audit process and associated results.

0.3 Audit Documen
This standard defines t
is critical in providing th
QMS (including process

ed Information

documented information.to be generated, during the audit process. The
organization and its customers with objective evidence on the conformity
effectiveness), and-reporting the audit results in a standard format/structu

hould be asked of every

sults.

5s can be considered as

documented information
and effectiveness of the
re.
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AUDIT REQUIREMENTS

1. SCOPE

1.1 General

This standard defines requirements for the preparation and execution of the audit process. In addition, it defines the content
and composition for the audit reporting of conformity and process effectiveness to the 9100-series standards, the
organization's QMS documentation, and customer and statutory/regulatory requirements.

The requirements in this standard are additions or represent changes to the requirements and guidelines in the standards
for conformity assessment, auditing, and certification as published by ISO/IEC (i.e., ISO/IEC 17000, ISO/IEC 17021-1).

When there is conflict with these standards, the requirements of the 9101 standard shall take precedence.

NOTE 1: In this standa

by the IAQG 2
NOTE 2: In addition ta
http://www.iag

a, the erm 9 1UU-5eres sStanddrds  COIMprises ortne 9 1uu, 911U, dalld I 14
nd published by various national standards bodies.

g.org) that can be used by audit teams, when executing the auditprocess

1.2  Application

This standard shall bsg
organizations, under the
Party (ICOP) scheme].
9104-3).

NOTE: Relevant parts

external audits at suppliers (2nd party).

2. REFERENCES

The following reference
edition cited applies. Fo
resolutions) applies. W
requirements of this dog

used for audits of 9100-series standards by Certification Bodies ((
auspices of the ASD industry certification scheme:[also known as the In

pf this standard can also be used by, afn~organization in support of intern

] documents are indispensable for the application of this standard. For da
[ undated references, the latest edition of the referenced document (inclug
nen a conflict in requirements between this document and the refereng
ument shall take precedence.

0 standards; developed

this standard, the IAQG publishes deployment support material on the IAQG website (see

[Bs) for certification of
dustry Controlled Other

The ICOP scheme requirements are defined inthe 9104-series standards (i.e., 9104-1, 9104-2,

Bl audits (1st party) and

ted references, only the
ing any amendments or
ed standards exist, the
Drganizations

tions

Distributors

9100* Quality Management Systems — Requirements for Aviation, Space, and Defense

9110* Quality Management Systems — Requirements for Aviation Maintenance Organizs

9120* Quality Management Systems — Requirements for Aviation, Space, and Defense I

9104-1* Requirements for Certification of Aviation, Space, and Defense Quality Management Systems

9104-2* Requirements for the Oversight of Aerospace Quality Management System Registration/Certification
Programs

9104-3* Requirements for Aviation, Space, and Defense Auditor Training, Development, Competence, and
Authentication

IAQG Procedure 105.6IAQG Forms Management

*As developed under the auspice of the IAQG and published by various standards bodies [e.g., AeroSpace and Defense

Industries Association

of Europe - Standardization (ASD-STAN), SAE International,

European Committee for

Standardization (CEN), Japanese Standards Association (JSA)/Society of Japanese Aerospace Companies (SJAC),
Brazilian Association for Technical Norms (ABNT)].

ISO 9000:2015

Quality management systems — Fundamentals and vocabulary
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ISO/IEC 17000:2020

Conformity assessment — Vocabulary and general principles

ISO/IEC 17021-1:2015 Conformity assessment — Requirements for bodies providing audit and certification of management

systems — Part 1: Requirements

3. TERMS AND DEFINITIONS

Definitions for general terms can be found in ISO 9000, ISO/IEC 17000, 9100-series, 9104-series, and the 1AQG
International Dictionary (located on the IAQG website). An acronym log for this document is presented in Appendix A. For
the purpose of this standard, the following definitions apply:

3.1 Containment

Action to control and mitigate the impact of a nonconformity to protect the customer, organization, or product (i.e., stop the

ation to ensure that the

problem from getting w
nonconforming situation
3.2 Key Performance

Measures associated w
factors. KPIs are used t

rea)-inalidac oo ot acbian—iaraadiat mra-aeatian—arnd—wrarifi
roC, mMorOu S e UTatc— ac o, i e UTratC— oo T o atioTT, arid veTTTG

does not further degrade.
Indicator (KPI)

th goals or targets showing how well an organization is achieving its obje
b objectively define a quantifiable and measurable indication-of performanc

3.3 Major Nonconfornpity

The requirements of IS(
In addition, a major non
[ )

A nonconformity wh

The absence of or
requirement, or doc

e A condition that can

3.4

The requirements of IS(

/IEC 17021-1 clause 3.12 shall apply.
conformity can be one or more of the following situations:

ere the effect is judged to be detrimental to the integrity or safe use of the

imented information defined by’ the organization;

Any nonconformity that can result in the prebable delivery of nonconforming product or servics

result in the failufe,or reduce the usability of the product or service for its i

Minor Nonconfornpity

/IECA7021-1 clause 3.13 shall apply.

ctives or critical success
e.

product or service;

total breakdown of a system.(to ‘'meet a 9100-series standard requirement, a customer QMS

;and

ntended purpose.

In addition, a minor nor

cenformity can be a single system failure or lapse in conformity to meet

a 9100-series standard

requirement, customer

MS requirement, or documented Information defined by the organization.

3.5 Nonconformity Report (NCR)

A document that provides details of the nonconformity, organization’s planned actions, and auditor verification/closure (see

Form 4).

3.6 Planned Activities

The criteria and methods by which the organization plans to achieve the intended results of, and conformity to, a given
process to meet requirements.

3.7 Planned Results

The intended performance of a process as determined and measured by the organization. Performance measures include
product/service conformity and On-time Delivery (OTD), and may include other measures related to the process defined by
the organization.
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3.8 Process Effectiveness Assessment Report (PEAR)

A document that provides details of a given process, process results, process realization, and the level of process
effectiveness (see Form 3).

3.9 Repeat Nonconformity

A trend of identical nonconformities reported against the same requirement, indicating that previous corrective action
attempt(s) failed to prevent recurrence of the nonconforming situation.

4. AUDITING AND REPORTING

4.1 General

411 The auditand r pui't;l g Process establishedtoassessconforn |;ty, ettt 0 the-determitratipn of QMS effectiveness
to the 9100-series standards, shall meet the requirements of ISO/IEC 17021-1, as statéd|in each relevant clause
of this standard

4.1.2 For Integrated NMlanagement System (IMS) audits, the requirements of 9104-1 clause 8.5.2 apply.

4.1.3 The audit progréam and associated activities (see 4.2) shall be followed when auditing and certifying organizations
to 9100-series gtandards in the ASD industry.

4.1.4 The audit proceps requirements consist of three main parts:

a. The phases of the audit process (see 4.2.1);

b. The common audit activities (see Section 5) used to support-each audit phase; and
c. The specific requirements for each audit phase (see Section 6).

4.2  Audit Program
4.2.1 The audit program consists of the following phases:
a. Pre-audit activities (pee 6.2);

b. Stage 1 audit (see 4.3);

c. Stage 2 audit (see §.4);

d. Surveillance audit (3e€-6.5); and

e. Recertification audit (see 6.6).

4.2.2 Pre-audit activities and Stage 1/Stage 2 audits are applicable for initial certification. A Stage 1 audit can also be
utilized for recertification audits and during CB transfer.

NOTE 1: Although ‘Special Audit’ is not listed as a part of the audit program, it can be applicable after initial certification,
when directed by special request. The requirements for special audits are defined in 6.7.

NOTE 2: The requirements for certification are defined by the 9104-1 standard.
4.3  Audit Reporting

4.3.1  Audit reporting requirements are defined in Table 1.
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Table 1 - Audit reporting requirements

Audit

Phase Stage 1 Stage 2 | Surveillance | Recertification | Special
Audit (see 6.3) | (see 6.4) (see 6.5) (see 6.6) (see 6.7)
Report(s)
Stage 1 Audit Report .
(see Form 1) Required
QMS Process Matrix
Report (see Form 2) ) ] .

- Required; per site or combined, as

Process Effectiveness See 4.3.2

4.3.2

4.3.3

434

NOTE:

Assessment Report
(PEAR) (see_Earm 3)

appropriate (see 4.3.3)

Nonconformity Report
(NCR) (se¢ Form 4)

Audit Repqrt
(see Form[5)

Required (as applicable)

Required

A QMS Process

Recording of pfocess information may be combined into a single PEAR and QMS Pr
multi-site organ|zations, provided that the process is common-across the sites. Informati

Matrix Report (see Form 2) and PEAR (see Form 3)¢shall be issued dependent upon the reason
for the special gudit, as defined in Table 2.

pcess Matrix Report for
bn recorded shall reflect

each site included in the PEAR and QMS Process Matrix\Report. The process effectivengss level shall reflect the
lowest single value of the various sites assessed.

All audit reporting, defined within this standard;(shall be managed electronically within
Supplier Information System (OASIS) databasel-including the audit reports defined in Tab

In accordance
reference only.

vith IAQG Procedure 1056/ representations of the 9101 forms are pres
These forms and supperting instructions are accessible via the IAQG webs

the Online Aerospace
e 1.

ented in Appendix B for
bite.
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Table 2 - Special audit reporting requirements

Reason for Special Audit

QMS Process Matrix
Report (see Form 2)

Process Effectiveness
Assessment Report
(PEAR) (see Form 3)

another

Transferring certification from one CB to

Reducing
scope, or
locations

an organization’s certification
number of sites and/or

Verificatio

n of evidence to support

application of Performance Based

Not required

Surveillance/Recertification Process
(PBS/RP)
Change t¢ an organization’s certification
structure
Investigate a complaint or serious issue Required, if special
— . audit actjvity is

Follow up|from an organization’s Required conducted|against
suspensiqn 9100-series|standard
Expanding an organization’s certification clausg 8
scope, or number of sites and/or
locations

5. COMMON AUDIT ACTIVITIES

5.1 General

5.1.1  Common audit gctivities shall be undertaken for-each phase of the audit program as defingd in Table 3.

5.1.2 Stage 1, Stage
during the ‘Pre-

5.2 Audit Planning
5.2.1 The requiremen
5.2.2 Audit teams shg

5.2.3 Process names

ts of ISO/IEC-17021-1 clause 9.2 shall apply.

Il plapr audits in accordance with 9104-1 clause 8.5.5.

P, surveillance, and recertification audit activities shall be described in the a
hudit Activities’ phase (see 6.2).

Ldit program established

shall be consistent in the audit plan, QMS Process Matrix Report (see H

orm 2), and PEAR (see

Form 3) and shall correspond to the process names defined by the organization.

5.2.4 The audit team leader shall use the organization's customer feedback requests, including those received through
the OASIS database (see 9104-1 clause 8.5.12), to assist with audit planning for surveillance and recertification
audits, and special audits (when appropriate).
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525

5.2.6

a. Organization Certifi
b. Risks identified in th
c. The sequence and i
d. The criticality of pro

e. Risks associated w
process equipment

f.  Product related safe
g. Results of internal g
h. Previous audit findir]

i. Previous managem

Table 3 - Relationship between common activities and audit phases

Audit

Phase :::i::t‘ig Stage 1 Stage 2 | Surveillance | Recertification | Special
Common (see 6.2) (see 6.3) | (see 6.4) (see 6.5) (see 6.6) (see 6.7)
Activity
Audit Planning (see 5.2) X X X X X X
g%r)lductmg Audits (see X X X X X
Audit Reporting (see X X X X X
5.4)
Nonconformity
Management (see 5.5) X X X X

Audit activities 3
and on process

Audit planning s

hall be prioritized based upon performance data for business risks that co
bs that are not achieving planned results.

hall take into account, as appropriate to the relevantaudit phase:
ation Analysis Process (OCAP) data (see 9104«1. clause 8.5.1);
e risk analysis process (see 9104-1 clauses 8.5.1.5 and 8.5.5.6);
hteractions of the organization's processes;

jucts, services, and processes, including special processes;

th QMS, product, service{ and process maturity (e.g., new product or s
br facilities);

ty issues (e.g., airworthiness issues, reporting to customer and/or authorit
udits;
gs (e.g.,.CBs, customers, regulatory authorities);

pnt review results;

uld impact the customer

ervice introduction, new

es);

j. Changes to QMS, customer, statutory, or regulatory requirements;

k. Customer satisfaction/performance data;

I.  Certification structure [i.e., single site, multi-site (see 9104-1 clause 8.5.1.4.1)];

m. Level of IMS (see 9104-1 clause 8.5.2.1);

n. Use of PBS/RP (see 9104-1 clause 8.5.3);

0. Use of Information and Communication Technology (ICT) (see 9104-1 clause 8.5.4); and

p. Any current IAQG published resolutions.
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5.3 Conducting Audits

5.3.1 General

5.3.1.1  The requirements of ISO/IEC 17021-1 clause 9.4 shall apply.

5.3.1.2  Audit team composition shall meet the requirements of 9104-1 clause 8.5.6.1.

5.3.1.3 The audit team shall pursue relevant audit trails to assist in the determination of QMS conformity and
effectiveness.

5.3.1.4 Each audit, except for nonconformity follow-up (see 5.5) and special audits (see 6.7) shall include the following,
as applicable:

a. Verification of the sg ope ofcertifieatior T;

b. Verification that chgnges to QMS, customer, statutory, or regulatory requirements have beern implemented since the
last audit;

c. Customer satisfaction information, and requested corrective actions and associated’responses;

d. Verification of OCAFR data submitted, prior to the audit (see 9104-1 clause8:5.1);
e. Aninterview with top management;

f. The organization's grocesses, including their performance and effectiveness, as identified in the audit plan (see 5.2);
g. Continual improvement of the QMS; and
h. Verification of noncgnformity status and effectiveness of corrective action resulting from the previous audit.

NOTE: If there is more[than one surveillance audit-during a year (e.g., every six months), some Rctivities (e.g., interview
with top management) may be spread over those audits.

5.3.2 Conducting the Opening Meeting
5.3.2.1  The requirements of ISO/IEC:17021-1 clause 9.4.2 shall apply.
5.3.2.2 In case of a multi-site cértification structure:

a. An Authenticated Experienced Auditor (AEA) shall conduct site-specific opening meetings; or

b. An opening meetingsiTattbetonductedwittrrepresentativesfromaitsites,; either physicatty or by means of remote
meeting methods.

5.3.3 Site Tour

5.3.3.1  The audit team leader may choose to conduct a site tour to address any changes in scope or facilities since the
last visit, or to familiarize audit team members with the organization's activities.

NOTE: The site tour for a Stage 1 audit is defined in 6.3.1.4.
5.3.4 Audit Conduct
5.3.4.1  The requirements of ISO/IEC 17021-1 clauses 9.4.1, 9.4.3, and 9.4.4 shall apply.

NOTE: Audit tools may be developed (e.g., check sheets, questionnaires, supplemental reports) to help auditors in the
collection of objective evidence during the audit process.
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5.3.5 Special Processes

5.3.5.1

When special processes (reference 9100/9110 clause 8.5.1.2) are included in the audit plan, the audit team shall

review and evaluate process validation, as well as the monitoring, measuring, and control of these processes,

including the following:

and a comparison between actual and planned results;

The retained documented information relating to each audited special process, including the established arrangements

A sample of special processes, including those defined by the customer. For the selected special processes, the audit

team shall audit the monitoring and measuring equipment used (e.g., calibration, accuracy) and the method for recording
the results. If required, traceability between the process (e.g., batch or load charge identification) and the resulting

product/service shal

In the case of outso

| be verified; and

tha-anudittaam. Lyvaorifi th hao niz

ad-cneacial ocacs ation'c
oo

xternal provider control

process addresses

sources, as required.

NOTE 1:  Special pro
customer re
(process du
solution)].
NOTE 2:  If an audit(s]
take the augq
verification

5.3.6 Identifying and

5.3.6.1  The requirem

5.3.6.2 The audit tea
and 9100-seri
9100-series s
to the operatic

NOTE: If objective evid
need to repeat
stated in the re

5.3.6.3 The NCR (s
nonconformiti

and 3.4 resp

T2 o Pay = ac o o chal ot t Ok
P oo O oP et pProcC oSt o meToutttCart oo v ey ot tio-orga

these items accordingly. In addition, the audit team shall review the use

cesses are managed by using qualified personnel, as determined by
quirements, and by controlling physical or chemical process ¢haracteristics

of customer-designated

the organization and/or
[e.g., temperature, time

ration), pressure, chemical composition of product, process_treatment material (surface treatment

has been performed by a customer or by a specialized independent 3rd
it by these organizations into account. This caniinclude audit results, sam
bf any reported nonconformities to determine adequate resolution (i.e., no

Recording of Audit Findings

pnts of ISO/IEC 17021-1 clause 9.4:5 shall apply.

m shall complete the QMS Process Matrix Report (see Form 2) to demo
s standard clauses have been audited, including a summary of objective
andards clauses (i.e., 4,5, 6, 7, 9, and 10). For recording a summary of ok
nal processes (9100sseries standards clause 8), see 5.3.8.

ence for 9100-series standards clauses 4, 5, 6, 7, 9, and 10 is recorded o
hese details-on*the QMS Process Matrix Report. Reference to the applic
pective QMS Process Matrix Report objective evidence field.

e Form'4) shall be used to record each nonconformity against a spe

arty, the audit team can
bling of the findings, and
recurrence).

nstrate which processes
bvidence related to each
jective evidence related

h a PEAR(s), there is no
hble PEAR(s) should be

bific requirement. When
ajor’ or ‘minor’ (see 3.3

s-are identified, the audit team shall categorize the nonconformity as ‘n

team.

NOTE: Soft grading of nonconformities and/or identifying them as an opportunity for improvement does not benefit the
organization, its’ customers, or the CB. Furthermore, there is risk that the nonconformity would be given a lower
priority for correction and/or corrective action, or that no action would be taken and the conditions will expand and/or
continue to exist.

5.3.6.4

referencing the requirements for each 9100-series standard.

5.3.6.5

For IMS audits, where a nonconformity has been determined in a common process, a single NCR shall be issued

Recurrence of the same or similar nonconformity found during consecutive audits at a particular site/location shall

be considered as a major nonconformity against the corrective action process (see 9100-series standards clause

10.2).
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5.3.7 Process Results

5.3.7.1  The audit team shall record measures, targets, and values of KPIs related to each audited operational process
(see 9100-series standards clause 8) on the PEAR (see Form 3, Section 2), taking into account the confidentiality
of information (see ISO/IEC 17021-1 clause 8.4 requirements).

NOTE: Upon mutual agreement between the organization and the CB, other processes can be recorded on a PEAR.

5.3.7.2 The audit team shall issue an NCR against the relevant 9100-series standard clause, when the process is not
delivering the planned results and appropriate action is not being taken.

NOTE 1: The NCR may be issued against 9100-series standards clause 4.4.1.c and/or 4.4.1.g, if the nonconformity is
related to the effective operation and control of the process.

NOTE 2: -, resulting from multiple

5.3.8 Process Realizgtion

5.3.8.1  The audit team shall record a summary of audit trails and audit evidence related to gach audited operational
process (see P100-series standards clause 8) on the PEAR (see Form.3,'Section 3).

NOTE: Population of the PEAR may start during the Stage 1 audit to record{infermation reviewed

5.3.8.2 The audit team shall issue a NCR against the relevant 9100-series standard clause, when planned activities of a
process are npt realized or not fully realized.

5.3.9 Process Effectiyeness

5.3.9.1  The audit tearn shall evaluate the effectiveness of each audited operational process (seg 9100-series standards
clause 8) consgidering:

a. Process realization {- the extent to which planned-activities are realized (see 3.6); and

b. Process results — the extent to which planned results are achieved (see 3.7).

5.3.9.2 In order to d¢termine the effectiveness level of the audited process, the audit team ghall evaluate the audit
evidence arising from the BEAR (see Form 3, Sections 2 and 3) and select the corresponding value, based upon

the descriptions given inthe Process Evaluation Matrix (see Table 4).

5.3.9.3 The process |effectiVeness level derived from the evaluation shall be recorded in the PEAR (see Form 3,
Section 4) an<|1 documented on the QMS Process Matrix Report (see Form 2).

5.3.9.4  An effectiveness level of “5” shall only be determined, if the audited process is delivering the planned results and
planned activities are fully realized with no nonconformities identified.
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Table 4 - Process evaluation matrix

a) The process is determined, | a) The process is determined, | a) The process is determined,
and planned activities fully and planned activities fully and planned activities fully
Planned realized; realized; redlized;
CEE s however, however, and
fully b) The process is not b) The process is not b) The process is delivering
realized delivering the planned delivering the planned the planned results.
results and appropriate results, but appropriate
action is not being taken. action is being taken.
= 2 4 5
E a) The process is determined, | a) The process is determined, | a) The process is determined,
w but planned activities not but planned activities not but planned activities not
N | Planned fully redlized; fully realized; fully realized;
© activities and and however,
§ not b)The process is not b) The process is not b} The process is delivering
o | fully delivering the planned delivering the planned the planned results.
&8 | realized
8 action is not being taken. action is being taken.
o 2 3 4
a) The process is not a) The process is not a) The process-is not
determined, and planned determined, and planned determined,-and plannad
Planned activities not realized; activities not realized; activities not realized;
L and and however,
?:)ttw't' | b} The process is not b} The process is not b} The process is delivering
. defivering the planned delivering the planned the planned results.
realized results and appropriate results, but appropriate
action is not being taken. action is being taken.
1 2 2

5.3.10 Preparing Audit

Planned results not
achieved and appropriate
action is not taken

Planned resultsinot
achieved, but appropriate
action is being taken

Planned results are
achieved

Procéss Results (b)

Conclusions

5.3.10.1 The requireménts of ISO/IEC 1702%-1" clause 9.4.6 shall apply.

5.3.11 Conducting the [Closing Meeting

5.3.11.1

5.3.11.2 At the site

applicable N

The requirements of ISO/IEC 17021-1 clause 9.4.7 shall apply.

osingdmeeting, the audit team leader shall, at a minimum, provide the org
CRs (see Form 4) and PEARs (see Form 3) associated with those NCRs,

5.4 Audit Report
541

54.2

The requirements of ISO/IEC 17021-1 clause 9.4.8 shall apply.

hnization with any

At the conclusion of the Stage 1 audit (see 6.3), the Stage 1 Audit Report (see Form 1) shall be compiled and

issued. At the conclusion of each certification, surveillance, recertification, and special audit, the audit results shall
be recorded and issued using the standard forms (see Table 1).

543

Requirements determined as not applicable within the determined scope (see 9100-series standards clause 4.3),

as justified by the organization and accepted by the audit team, shall be documented in the Audit Report [see Stage
1 Audit Report (Form 1), QMS Process Matrix Report (Form 2), and Audit Report (Form 5)].
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54.4

545

5.4.6

5.4.7

5.5 Nonconformity Mgnagement

5.5.1

55.2

The content in the Audit Report (see Form 5), including findings, shall give a true and independent view of the
conformity status and determination of effectiveness of the QMS in order to give confidence to customers or
potential customers; enabling them to draw appropriate conclusions in their supplier selection and surveillance
processes.

For surveillance, recertification, or special audits, the audit team leader shall advise, within the Audit Report (see
Form 5), whether the recorded nonconformities should be reason for suspension or withdrawal of the certificate.
Failure by the organization to demonstrate effective corrective action to deal with repeat nonconformities (see 3.9)
shall warrant suspension of the certification (see 9104-1 clause 8.5.11).

For IMS audits (see 9104-1 clause 8.5.2.2), a single Audit Report (see Form 5) may be issued. Processes common
between the standards may be reported on the same PEAR (see Form 3) and QMS Process Matrix Report (see
Form 2).

The audit documented—infermation—shall-be—nade—available—and—published—inthe-OASIS database within the
specified time frames (see 9104-1 clause 8.5.7).

The requirements of ISO/IEC 17021-1 clauses 9.4.9 and 9.4.10 shall apply.

After issuance gf a nonconformity, the audit team leader shall:

a. Require the organiration to determine and submit the root cause(s),. correction to re-estaplish conformance, and
corrective action plan(s) to prevent recurrence of the detected noncenformity on the NCR (sedq Form 4); and

b. Review and accepf the organization’s response on correction; root cause(s), corrective agtion(s), and supporting

corrective action plgn(s) in accordance with Table 5.

5.5.3

When the naturg¢ of the nonconformity requires coptainment action(s) (see 3.1), the audit team leader shall require
the organization to:

a. Describe the immediate action(s) ('fix now') taken to contain the nonconforming situation/condijtions and to control any

identified nonconforming products; and

b. Report the specific| containment action(s) and reach agreement on those actions with the audit team leader in

accordance with Table 5.

NOTE: Containment action and correction can be reviewed during the audit.
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554

55.5

5.5.6

5.5.7

6. AUDIT PHASE SPH

6.1

6.1.1

General

Table 5 - Nonconformity report management time frames

Item Who What When
) Site closing meeting
1 Auditor Issue NCR
(see 5.3.11)
2 Organization | Response to containment W'th”.] a maximum of 7 days of
NCR issuance
3 Auditor and Reach agreement on containment | Within a maximum of 21 days of
Organization | action NCR issuance
Response to root cause,
Organization | correction, and corrective action
plan Within a maximum of 30 days of
4 Review and accept cc_)rrectio_n(s), NCR issuance
. root cause(s), corrective action,
Auditor . . !
and supporting corrective action
plan
Within a maximum of 90 days of
5 Orpanization | Re-establish conformity NCR issGance (see 9104-1 clause
8.5.1141)
Verify implementation of correction Inaccordance with the Hates
6 Auditor . . accepted in the correctipn and
and corrective action . . .
supporting corrective agtion plans
7 Auditor Z;rig{] effectiveness of correciy@ During the next programed audit

The NCR (see Horm 4) shall be used to document verification of the corrective action. Eval
corrective actiof plan and associated corrective actions relating to a nonconformity shall
the audit in whigh the nonconformity was issued:

Verification actiyities shall be carried out; as determined by the audit team leader.

If the verificatign of the correctiye, action cannot be carried out based on a review of
supporting obje¢tive evidence provided by the organization, then verification shall be carri

After verificatior|, the NCR-(see Form 4) shall be updated and closed in the OASIS databa

CIFIE REQUIREMENTS

uation and closing of the
hot be performed during

the documentation and
ed out on-site.

5e.

The requirements of ISO/IEC 17021-1 clause 8.4 shall apply.

The CB shall require the organization to provide information if any activities, programs, specifications, and/or areas

are not accessible because of a restrictive or confidential nature.

Denial of access may be due to proprietary/classified information, areas of competitive sensitivity, national security
regulations, or requirements invoked by customer contracts. In these instances, the organization and CB should
decide on the approach in order to determine the scope of certification.

Any information considered confidential by the organization's customers and/or authorities, or the organization itself
shall not be reported, unless approved by the audited organization.

The organization shall provide the OCAP data to the CB a minimum of 90 days prior to each initial, surveillance,
and recertification audit (see 9104-1 clause 9.1.10).
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6.1.5 The CB and audit team leader shall create an entry and set up the audit in the OASIS database, prior to each audit.

6.2 Pre-Audit Activities (Initial Audit)

6.2.1 General

6.2.1.1  The requirements of ISO/IEC 17021-1 clauses 8.5 and 9.1.3 shall apply.

6.2.1.2 The scope of certification shall be determined (see 9104-1 clause 8.5.1.3.2).

6.2.1.3 The scope of certification shall not include processes that were not audited to sufficient depth to verify an
organization's conformity, including the determination of effectiveness. Unaudited processes may be included in
the scope of certification, if it can be demonstrated that they are similar to processes that were assessed and the
same QMS documented information and controls are invoked. Justification for this approach shall be included in
the audit rep

p

6.2.2 Application

6.2.2.1  The requirements of ISO/IEC 17021-1 clause 9.1.1 shall apply.

6.2.2.2 The CB shall fequire the organization to provide the following:
a. Number of employges associated to ASD business (i.e., full time, part{ime, temporary) and

workforce; and

percentage of the total

b. Identification of the key (e.g., top five) customers.

6.2.3 Application Rev|ew

6.2.3.1  The requiremeénts of ISO/IEC 17021-1 clause 9,132 shall apply.

6.2.4 Requirements for the Certification Body
6.2.4.1  Before scheduling the Stage 1 visit, the CB shall:

a. Appoint an audit team leader that has sufficient knowledge of the activities and the intended
determine auditor rdquired competences and/or whether technical experts are needed;

scope of certification to

b. Take into account a

long as they are not
program; and

ny additional requirements/requests from the organization and/or the organ
in conflict with the provisions of ISO/IEC 17021-1, to optimize the benefit

zation's customer(s), as
of the certification audit

c. Ensure that audit tintetsidentifiecHinaccordance-with-9t64=t—clatses8:5-+6;8-5:2and-8:53

6.2.5 Requirements for the Audit Team Leader

6.2.5.1 Before scheduling the Stage 1 audit, the audit team leader shall:

a. Determine if information received during the pre-audit phase is sufficient to proceed to the Stage 1 audit; and

b. Verify the audit time for the Stage 1 and Stage 2 audits.

6.3

6.3.1

6.3.1.1

Stage 1 Audit

General

The requirements of ISO/IEC 17021-1 clause 9.3.1.2 shall apply.
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6.3.1.2 Before the Stage 1 audit, the audit team leader shall be confirmed and possible audit team members shall be
identified. After the Stage 1 audit, the team composition for the Stage 2 audit shall be reviewed based on
information received and observed during the Stage 1 audit; followed by the final appointment of the team
members.

6.3.1.3 The Stage 1 audit shall:

a. Be performed by the audit team leader appointed for the initial audit with audit team assistance, if needed; and

b. Include an on-site evaluation (see 9104-1 clauses 8.5.5.1 and 8.5.5.2).

6.3.1.4 The Stage 1 audit shall include a tour of the site facilities. This will enable the audit team to gain a greater

understanding of the organization's processes, equipment, areas, products, and state of readiness in preparation
for the Stage 2 audit.

6.3.2 Collection of Information
6.3.2.1  During the Stage 1 audit, the audit team shall collect sufficient information that allows the CB to:
a. Confirm the audit prpgram;
b. Review the need fof additional technical experts and/or auditors to compose a competent audit team;

c. Confirm the number of employees associated to ASD industry business (i.e., full time, part time, temporary) and
percentage of total Wwork force (as declared by the organization during-the application review phase);

d. Review the key (e.g|, top five) customers, as declared by the organization during the application review phase;
e. Confirm any custonler/regulator specific approvals and associated requirements, if applicable;
f.  Confirm the number of shifts and shift patterns;

g. Determine restricted areas and proprietary infermation, including confidentiality requirements;
h. Determine any additional audit activities;.as needed, for the fulfillment of the requirements for |nitial certification;
i. Confirm the OCAP data, submittedtprior to the audit (see 9104-1 clause 8.5.1); and
j-  Schedule the Stage|2 audit activities.

6.3.3 Review of the Jrganization

6.3.3.1  During the Stage—t—audittheauditteamteader—shattrequirethe—organizatiom—to provide the necessary
documented information for review, including the following:

a. Requirements determined as not applicable within the scope of the QMS, including justification by the organization (see
9100-series standards clause 4.3);

b. QMS documented information;

c. Evidence that the requirements of the applicable 9100-series standards are addressed by the organization's
documented information established for the QMS (see 9100-series standards clause 4.4);

d. Evidence of customer performance (i.e., product/service quality, OTD, complaints), process performance, and
performance of quality objectives;

NOTE: The data should be sufficient to allow the audit team leader to make a judgment on performance and trends.
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g.

export limitations/controls, if applicable [e.g., International Traffic in Arms Regulations (ITAR), Export Administration

Regulation (EAR)];

evaluation of certification structure (i.e., single site, multi-site) eligibility for determination of audit time and site coverage
(see 9104-1 clauses 8.5.1.4 and 8.5.1.6); and

level of management system integration (see 9104-1 clause 8.5.2), as applicable.

6.3.4 Stage 1 Conclusions

The audit team leader shall use the results of the organization review and additional information obtained from

Develop a plan for the Stage 2 audit, that includes any additional customer and regulatory requirements;

scope of certification (see 9104-1 clause 8.5.1.3);

bn used for audit time calculation (see 9104-1 clause 8.5.1.6) @nd recq

ents to the composition of the audit team for the Stage'2 audit, including th
s, as applicable;

n used for determination of the certification stftcture; and

6.3.4.1
the site tour to:
a.
b. Verify the proposed
c. Verify the informati
needed,;
d. Update the Stage 2
e. Recommend adjust
experts or translato
f.  Verify the informatig
g. lIdentify any change

6.3.4.2 The CB shall
6.4 Stage 2 Audit
6.4.1 The requiremen

6.4.2 All requirementg

6.4.3 Detailed audit fi

6.4.4 During the open

6.4.5

NOTE:

the determined

(see 5.3.6).

5 required to the contract and communicate those revisions to the organiza

feview the status of the areas of cancern to determine preparedness for th

ts of ISO/IEC 17021-1clauses 9.3.1.3, 9.3.1.4, and 9.5.3 shall apply.

of the applicable"9400-series standard (except requirements determined
scope) and thetorganization's processes that are part of the QMS shall be

ndings, including reference to the audited processes and documented infor

audit plan based upon any confirmed audit time adjustments) as applicablg

mmend adjustment, as

-

e need for any technical

tion and CB.

e Stage 2 audit.

as not applicable within
audited.

mation shall be recorded

ing-meeting, the audit team leader shall reconfirm with the organization thg

 issues identified during

the Stage 1 au

g [ 02\
t{See 0.0

After the opening meeting, the audit team leader shall revise the audit plan, as needed, due to changes since the

Stage 1 audit (e.g., personnel changes, department/business unit reorganization, new customer complaint) or any

objections from

the organization that impact the audit.

Revision to the audit plan can have an impact on the audit time.
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6.5 Surveillance Audit

6.5.1

6.5.2

6.5.3

6.5.4

6.5.5

6.6

6.6.1

6.6.2

6.6.3

6.6.4

6.6.5

6.6.6

6.6.7

6.7

6.7.1

6.7.2

6.7.3

The requirements of ISO/IEC 17021-1 clause 9.6.2 shall apply.

All requirements of the applicable 9100-series standard (except requirements determined as not applicable within
the determined scope) and the organization's processes that are part of the QMS shall be audited across the
surveillance audits, during the certification cycle.

The audit method(s) to be used (e.g., audits on specific problems, areas, products, or sub-processes) shall be
based on the outcome of the audit team’s review of the OCAP data (see 6.1.4) and information gathered during
audit planning (see 5.2.6).

Detailed audit findings, including reference to the audited processes and documented information shall be recorded

(see 5.3.6).

The audit team [shall verify the effectiveness of corrective action(s) taken for nonconformities identified during the
previous audit, if applicable.

Recertification Auflit
The requirements of ISO/IEC 17021-1 clauses 9.5.4 and 9.6.3 shall apply.
The audit methpd(s) to be used (e.g., audits on specific problems{ aréas, products, or sub-processes) shall be
based on the olitcome of the audit team’s review of the OCAP data (see 6.1.4) and infofmation gathered during
audit planning ($ee 5.2.6).
Any change of gustomer and/or regulatory approval status.shall be reviewed by the aud|t team to determine the
impact on the cértification status.
All requirementsg of the applicable 9100-series standard (except requirements determined|as not applicable within
the determined pcope) and the organization's processes that are part of the QMS shall be jJaudited.
The organizatiop's QMS, associated processes, and documented information shall be reviewed for changes.
Detailed audit findings, including reference to the audited processes and documented information shall be recorded
(see 5.3.6).
The audit team|shall verify the effectiveness of corrective actions taken for nonconformifies identified during the
previous audit, if applicabfe:

Special Audit
The requirements-6HSOAECH7024-1-¢clatse-9-6-4-and-3404-1-clause-8-5-40-shal-apph~-
Special audits shall be coordinated with the organization, prior to the visit. The organization shall be given
information about the specific reason and subject of the visit.
Detailed audit findings, including reference to the audited processes and documented information shall be recorded

(see 5.3.6).
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7. NOTES

7.1 Revision Indicator

A change bar (I) located in the left margin is for the convenience of the user in locating areas where technical revisions, not
editorial changes, have been made to the previous issue of this document. An (R) symbol to the left of the document title

indicates a complete revision of the document, including technical revisions. Change bars and (R) are not used in original
publications, nor in documents that contain editorial changes only.

PREPARED BY SAE COMMITTEE G-14, AMERICAS AEROSPACE QUALITY STANDARDS COMMITTEE (AAQSC)
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ABNT
AEA
ASD
ASD-STAN
CB
CEN
EAR
IAQG
ICOP
ICT
IEC
IMS
ISO
ITAR
JSA
KPI
NCR
OASIS
OCAP
OPMT
OoTD
PBS/RP
PEAR
QMS

SJAC

APPENDIX A - ACRONYM LOG
Brazilian Association for Technical Norms
Authenticated Experienced Auditor
Aviation, Space, and Defense
Aerospace and Defense Industries Association of Europe - Standardization
Certification Body

European Committee for Standardization

A

Export fdministratiomrRegutation
Internannal Aerospace Quality Group
Industry Controlled Other Party
Information and Communication Technology
Internat[onal Electrotechnical Commission
Integrated Management System

Internatjonal Organization for Standardization
Internatjonal Traffic in Arms Regulations
Japanege Standards Association

Key Pefformance Indicator

Nonconformity Report

Online perospace Supplier Information System

OrganiZation Certification Analysis Process

Other Party:Mahagement Team

On-Time Delivery

Performance Based Surveillance/Recertification Process
Process Effectiveness Assessment Report

Quality Management System

Society of Japanese Aerospace Companies
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APPENDIX B - FORMS

9101 FORM 1: STAGE 1 AUDIT REPORT

2101 FORM 1: STAGE 1 AUDIT REPORT 9101 FORM 1: STAGE 1 AUDIT REPORT
€8 Name: STAGE 1 AUDIT REPORT .
[ 9100-Series Clauses Evidence
ey . ottt e N rization Rearerancars)
*Audit Datels): " Audit Duration qaudil days; ["Audit | Number ontext ofthe Qraanizehon | eequiemens Admresses,  ver 11 W 1|
P P [Report [\, [T | Consons
o T | Under ,mg'hal\=sds e
ROANZATION - ¢ Espoctafions  niersstos Pariiss
* Name: 7 Contact Details o3| Dotemirng tha Sooes oitha
Actrers Represenlabve: v Yt ey
Tile: i rocesss
. OrEriZalCr ReT e 5r
Telepha eadershi
clephene 5 | Leadership Requ remants Addrassed, Ves [ Mo 11
il 7| (e an Gommmrment Concams
QASIS Adminisirator: 52 Pal
= 2 | rsnzzions Hoes
€ Informatian and ion Technology (ICT: _es [ Ho vt e Authorties
T : Drgarizatin
Comments: - 5. Planning e e o Ao Ves [T Fio [T
“Prefersd Language for Stage 2 Audi Interpreter Needed: [ YYes [ No o | A e
7 Proposed Certification Scope:
T .,c.wwmsauwuaumm
S Requirements. Getermined as ‘ot Applicanle’: 55| Panving o Clariges
< i Orgarization
At Team Loader 7. | Sumport Reuiremans Adirensed Ver L1 o 11
[z Cancems
AUDIT CRITERION ;:
OMS StandardiRevision: | 8160 [ Rew p O Ren 9120 1] Rev T2
1 QMS Dacumanted Information: TE
a operation OrariTation Raferencelzy 1
i e Requirements Addressen: Ves [ No [J
' ONLINE AEROSPACE SUPPLIER INFORMATION SYSTEM (ORSIS) DATA 81 | perationsl Panning and Corral | Sancerns
Fo 5z | rHesurements o iredues sne
enfal ) 2| e
Audited
Fungjion | Mumberof  Audit Duration e
o site Employses  {Audil Dayss 8|S “ﬁ*f,‘ﬁ;’f”"’
ves || me vos | o T
BN | [8] [miis] B | P, Freducie am Serserm:
oo oo ] EE T
* Personnal Numbers *Crganization Shift Patierns 07| Gl of Yorcorko i Ol
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Auiotion, Space. o | Mg, M Caneeis
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Customer, 45 of Business : P RequIom oS AdUEs50) os T o 1T
101 | Germal Cancoins
oz | Honconiameiy and Gemaceis
2| feton
10| Gontnusl mpravement

3101 FORM 1 (14 FEB 2022) 9101 FORM 1 (14 FEB 2022)

9101 FORM

STAGE 1 AUDIT REPORT 9101 FORM.1: STAGE 1 AUDIT REPORT

ORGANIZATION
Performance

FORM 1: STAGE 1 AUDIT REPORT INSTRUCTIONS

Catagory i Ttem # Description

Tustomer Perdanmance. [m] 1| Enter the name of the Guitfication Bedy (CE; eonducting the audt.

Process PEAOMmane [m] O 2 Usz tne 1AQG |ogn &+ default or enfer the CB logo (aptional).

Qualicy Objective Perfermanos: O [m] 3| Enterte audit starm and finish dataqs).

# Comments: 4 Enter the total number of of-sita'on-site audit days (for multi-site structuras, the total audit duration s

the sum of all individis! duratiors for aach of the stes visited)

Enler 118 il reord Nimber and 1e ciale al e aucil r2port was issuss,

= T e
5| Enter tne organizaton name ond aeress.
7| Seect Inomialian and Commun calien Teenology (1GT Frlcale “Yes® or Mo
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	1. SCOPE
	1.1 General
	1.2 Application

	2. REFERENCES
	3. TERMS AND DEFINITIONS
	3.1 Containment
	3.2 Key Performance Indicator (KPI)
	3.3 Major Nonconformity
	3.4 Minor Nonconformity
	3.5 Nonconformity Report (NCR)
	3.6 Planned Activities
	3.7 Planned Results
	3.8 Process Effectiveness Assessment Report (PEAR)
	3.9 Repeat Nonconformity

	4. AUDITING AND REPORTING
	4.1 General
	4.1.1 The audit and reporting process established to assess conformity, including the determination of QMS effectiveness to the 9100-series standards, shall meet the requirements of ISO/IEC 17021-1, as stated in each relevant clause of this standard.
	4.1.2 For Integrated Management System (IMS) audits, the requirements of 9104-1 clause 8.5.2 apply.
	4.1.3 The audit program and associated activities (see 4.2) shall be followed when auditing and certifying organizations to 9100-series standards in the ASD industry.
	4.1.4 The audit process requirements consist of three main parts:

	4.2 Audit Program
	4.2.1 The audit program consists of the following phases:
	4.2.2 Pre-audit activities and Stage 1/Stage 2 audits are applicable for initial certification. A Stage 1 audit can also be utilized for recertification audits and during CB transfer.

	4.3  Audit Reporting
	4.3.1  Audit reporting requirements are defined in Table 1.
	Table 1 - Audit reporting requirements

	4.3.2 A QMS Process Matrix Report (see Form 2) and PEAR (see Form 3) shall be issued dependent upon the reason for the special audit, as defined in Table 2.
	4.3.3  Recording of process information may be combined into a single PEAR and QMS Process Matrix Report for multi-site organizations, provided that the process is common across the sites. Information recorded shall reflect each site included in the P...
	4.3.4 All audit reporting, defined within this standard, shall be managed electronically within the Online Aerospace Supplier Information System (OASIS) database, including the audit reports defined in Table 1.
	Table 2 - Special audit reporting requirements



	5. Common Audit Activities
	5.1 General
	5.1.1 Common audit activities shall be undertaken for each phase of the audit program as defined in Table 3.
	5.1.2 Stage 1, Stage 2, surveillance, and recertification audit activities shall be described in the audit program established during the ‘Pre-audit Activities’ phase (see 6.2).

	5.2 Audit Planning
	5.2.1 The requirements of ISO/IEC 17021-1 clause 9.2 shall apply.
	5.2.2 Audit teams shall plan audits in accordance with 9104-1 clause 8.5.5.
	5.2.3  Process names shall be consistent in the audit plan, QMS Process Matrix Report (see Form 2), and PEAR (see Form 3) and shall correspond to the process names defined by the organization.
	5.2.4 The audit team leader shall use the organization's customer feedback requests, including those received through the OASIS database (see 9104-1 clause 8.5.12), to assist with audit planning for surveillance and recertification audits, and special...
	Table 3 - Relationship between common activities and audit phases

	5.2.5 Audit activities shall be prioritized based upon performance data for business risks that could impact the customer and on processes that are not achieving planned results.
	5.2.6 Audit planning shall take into account, as appropriate to the relevant audit phase:

	5.3 Conducting Audits
	5.3.1 General
	5.3.1.1 The requirements of ISO/IEC 17021-1 clause 9.4 shall apply.
	5.3.1.2 Audit team composition shall meet the requirements of 9104-1 clause 8.5.6.1.
	5.3.1.3 The audit team shall pursue relevant audit trails to assist in the determination of QMS conformity and effectiveness.
	5.3.1.4 Each audit, except for nonconformity follow-up (see 5.5) and special audits (see 6.7) shall include the following, as applicable:

	5.3.2 Conducting the Opening Meeting
	5.3.2.1 The requirements of ISO/IEC 17021-1 clause 9.4.2 shall apply.
	5.3.2.2  In case of a multi-site certification structure:

	5.3.3 Site Tour
	5.3.3.1 The audit team leader may choose to conduct a site tour to address any changes in scope or facilities since the last visit, or to familiarize audit team members with the organization's activities.

	5.3.4 Audit Conduct
	5.3.4.1 The requirements of ISO/IEC 17021-1 clauses 9.4.1, 9.4.3, and 9.4.4 shall apply.

	5.3.5  Special Processes
	5.3.5.1 When special processes (reference 9100/9110 clause 8.5.1.2) are included in the audit plan, the audit team shall review and evaluate process validation, as well as the monitoring, measuring, and control of these processes, including the follow...

	5.3.6  Identifying and Recording of Audit Findings
	5.3.6.1 The requirements of ISO/IEC 17021-1 clause 9.4.5 shall apply.
	5.3.6.2 The audit team shall complete the QMS Process Matrix Report (see Form 2) to demonstrate which processes and 9100-series standard clauses have been audited, including a summary of objective evidence related to each 9100-series standards clauses...
	5.3.6.3 The NCR (see Form 4) shall be used to record each nonconformity against a specific requirement. When nonconformities are identified, the audit team shall categorize the nonconformity as ‘major’ or ‘minor’ (see 3.3 and 3.4 respectively). The ne...
	5.3.6.4 For IMS audits, where a nonconformity has been determined in a common process, a single NCR shall be issued referencing the requirements for each 9100-series standard.
	5.3.6.5 Recurrence of the same or similar nonconformity found during consecutive audits at a particular site/location shall be considered as a major nonconformity against the corrective action process (see 9100-series standards clause 10.2).

	5.3.7 Process Results
	5.3.7.1 The audit team shall record measures, targets, and values of KPIs related to each audited operational process (see 9100-series standards clause 8) on the PEAR (see Form 3, Section 2), taking into account the confidentiality of information (see...
	5.3.7.2 The audit team shall issue an NCR against the relevant 9100-series standard clause, when the process is not delivering the planned results and appropriate action is not being taken.

	5.3.8 Process Realization
	5.3.8.1 The audit team shall record a summary of audit trails and audit evidence related to each audited operational process (see 9100-series standards clause 8) on the PEAR (see Form 3, Section 3).
	5.3.8.2 The audit team shall issue a NCR against the relevant 9100-series standard clause, when planned activities of a process are not realized or not fully realized.

	5.3.9 Process Effectiveness
	5.3.9.1  The audit team shall evaluate the effectiveness of each audited operational process (see 9100-series standards clause 8) considering:
	5.3.9.2  In order to determine the effectiveness level of the audited process, the audit team shall evaluate the audit evidence arising from the PEAR (see Form 3, Sections 2 and 3) and select the corresponding value, based upon the descriptions given ...
	5.3.9.3 The process effectiveness level derived from the evaluation shall be recorded in the PEAR (see Form 3, Section 4) and documented on the QMS Process Matrix Report (see Form 2).
	5.3.9.4  An effectiveness level of “5” shall only be determined, if the audited process is delivering the planned results and planned activities are fully realized with no nonconformities identified.
	Table 4 - Process evaluation matrix


	5.3.10  Preparing Audit Conclusions
	5.3.10.1 The requirements of ISO/IEC 17021-1 clause 9.4.6 shall apply.

	5.3.11  Conducting the Closing Meeting

	5.4  Audit Report
	5.4.1 The requirements of ISO/IEC 17021-1 clause 9.4.8 shall apply.
	5.4.2  At the conclusion of the Stage 1 audit (see 6.3), the Stage 1 Audit Report (see Form 1) shall be compiled and issued. At the conclusion of each certification, surveillance, recertification, and special audit, the audit results shall be recorded...
	5.4.3 Requirements determined as not applicable within the determined scope (see 9100-series standards clause 4.3), as justified by the organization and accepted by the audit team, shall be documented in the Audit Report [see Stage 1 Audit Report (For...
	5.4.4 The content in the Audit Report (see Form 5), including findings, shall give a true and independent view of the conformity status and determination of effectiveness of the QMS in order to give confidence to customers or potential customers; enab...
	5.4.5  For surveillance, recertification, or special audits, the audit team leader shall advise, within the Audit Report (see Form 5), whether the recorded nonconformities should be reason for suspension or withdrawal of the certificate. Failure by th...
	5.4.6  For IMS audits (see 9104-1 clause 8.5.2.2), a single Audit Report (see Form 5) may be issued. Processes common between the standards may be reported on the same PEAR (see Form 3) and QMS Process Matrix Report (see Form 2).
	5.4.7 The audit documented information shall be made available and published in the OASIS database within the specified time frames (see 9104-1 clause 8.5.7).

	5.5  Nonconformity Management
	5.5.1 The requirements of ISO/IEC 17021-1 clauses 9.4.9 and 9.4.10 shall apply.
	5.5.2  After issuance of a nonconformity, the audit team leader shall:
	5.5.3 When the nature of the nonconformity requires containment action(s) (see 3.1), the audit team leader shall require the organization to:
	Table 5 - Nonconformity report management time frames

	5.5.4 The NCR (see Form 4) shall be used to document verification of the corrective action. Evaluation and closing of the corrective action plan and associated corrective actions relating to a nonconformity shall not be performed during the audit in w...
	5.5.5  Verification activities shall be carried out, as determined by the audit team leader.
	5.5.6  If the verification of the corrective action cannot be carried out based on a review of the documentation and supporting objective evidence provided by the organization, then verification shall be carried out on-site.
	5.5.7  After verification, the NCR (see Form 4) shall be updated and closed in the OASIS database.


	6. AUDIT PHASE SPECIFIC REQUIREMENTS
	6.1 General
	6.1.1 The requirements of ISO/IEC 17021-1 clause 8.4 shall apply.
	6.1.2  The CB shall require the organization to provide information if any activities, programs, specifications, and/or areas are not accessible because of a restrictive or confidential nature.
	6.1.3 Any information considered confidential by the organization's customers and/or authorities, or the organization itself shall not be reported, unless approved by the audited organization.
	6.1.4 The organization shall provide the OCAP data to the CB a minimum of 90 days prior to each initial, surveillance, and recertification audit (see 9104-1 clause 9.1.10).
	6.1.5  The CB and audit team leader shall create an entry and set up the audit in the OASIS database, prior to each audit.

	6.2  Pre-Audit Activities (Initial Audit)
	6.2.1 General
	6.2.1.1  The requirements of ISO/IEC 17021-1 clauses 8.5 and 9.1.3 shall apply.
	6.2.1.2  The scope of certification shall be determined (see 9104-1 clause 8.5.1.3.2).
	6.2.1.3  The scope of certification shall not include processes that were not audited to sufficient depth to verify an organization's conformity, including the determination of effectiveness. Unaudited processes may be included in the scope of certifi...

	6.2.2  Application
	6.2.2.1  The requirements of ISO/IEC 17021-1 clause 9.1.1 shall apply.
	6.2.2.2  The CB shall require the organization to provide the following:

	6.2.3  Application Review
	6.2.3.1 The requirements of ISO/IEC 17021-1 clause 9.1.2 shall apply.

	6.2.4  Requirements for the Certification Body
	6.2.4.1 Before scheduling the Stage 1 visit, the CB shall:

	6.2.5  Requirements for the Audit Team Leader
	6.2.5.1 Before scheduling the Stage 1 audit, the audit team leader shall:


	6.3  Stage 1 Audit
	6.3.1 General
	6.3.1.1 The requirements of ISO/IEC 17021-1 clause 9.3.1.2 shall apply.
	6.3.1.2 Before the Stage 1 audit, the audit team leader shall be confirmed and possible audit team members shall be identified. After the Stage 1 audit, the team composition for the Stage 2 audit shall be reviewed based on information received and obs...
	6.3.1.3 The Stage 1 audit shall:
	6.3.1.4 The Stage 1 audit shall include a tour of the site facilities. This will enable the audit team to gain a greater understanding of the organization's processes, equipment, areas, products, and state of readiness in preparation for the Stage 2 a...

	6.3.2 Collection of Information
	6.3.2.1 During the Stage 1 audit, the audit team shall collect sufficient information that allows the CB to:

	6.3.3 Review of the Organization
	6.3.3.1  During the Stage 1 audit, the audit team leader shall require the organization to provide the necessary documented information for review, including the following:

	6.3.4 Stage 1 Conclusions
	6.3.4.1 The audit team leader shall use the results of the organization review and additional information obtained from the site tour to:
	6.3.4.2 The CB shall review the status of the areas of concern to determine preparedness for the Stage 2 audit.


	6.4 Stage 2 Audit
	6.4.1  The requirements of ISO/IEC 17021-1 clauses 9.3.1.3, 9.3.1.4, and 9.5.3 shall apply.
	6.4.2  All requirements of the applicable 9100-series standard (except requirements determined as not applicable within the determined scope) and the organization's processes that are part of the QMS shall be audited.
	6.4.3  Detailed audit findings, including reference to the audited processes and documented information shall be recorded (see 5.3.6).
	6.4.4  During the opening meeting, the audit team leader shall reconfirm with the organization the issues identified during the Stage 1 audit (see 6.3).
	6.4.5  After the opening meeting, the audit team leader shall revise the audit plan, as needed, due to changes since the Stage 1 audit (e.g., personnel changes, department/business unit reorganization, new customer complaint) or any objections from th...

	6.5 Surveillance Audit
	6.5.1 The requirements of ISO/IEC 17021-1 clause 9.6.2 shall apply.
	6.5.2  All requirements of the applicable 9100-series standard (except requirements determined as not applicable within the determined scope) and the organization's processes that are part of the QMS shall be audited across the surveillance audits, du...
	6.5.3  The audit method(s) to be used (e.g., audits on specific problems, areas, products, or sub-processes) shall be based on the outcome of the audit team’s review of the OCAP data (see 6.1.4) and information gathered during audit planning (see 5.2.6).
	6.5.4  Detailed audit findings, including reference to the audited processes and documented information shall be recorded (see 5.3.6).
	6.5.5  The audit team shall verify the effectiveness of corrective action(s) taken for nonconformities identified during the previous audit, if applicable.

	6.6  Recertification Audit
	6.6.1  The requirements of ISO/IEC 17021-1 clauses 9.5.4 and 9.6.3 shall apply.
	6.6.2  The audit method(s) to be used (e.g., audits on specific problems, areas, products, or sub-processes) shall be based on the outcome of the audit team’s review of the OCAP data (see 6.1.4) and information gathered during audit planning (see 5.2.6).
	6.6.3  Any change of customer and/or regulatory approval status shall be reviewed by the audit team to determine the impact on the certification status.
	6.6.4  All requirements of the applicable 9100-series standard (except requirements determined as not applicable within the determined scope) and the organization's processes that are part of the QMS shall be audited.
	6.6.5  The organization's QMS, associated processes, and documented information shall be reviewed for changes.
	6.6.6  Detailed audit findings, including reference to the audited processes and documented information shall be recorded (see 5.3.6).
	6.6.7  The audit team shall verify the effectiveness of corrective actions taken for nonconformities identified during the previous audit, if applicable.

	6.7 Special Audit
	6.7.1  The requirements of ISO/IEC 17021-1 clause 9.6.4 and 9104-1 clause 8.5.10 shall apply.
	6.7.2  Special audits shall be coordinated with the organization, prior to the visit. The organization shall be given information about the specific reason and subject of the visit.
	6.7.3  Detailed audit findings, including reference to the audited processes and documented information shall be recorded (see 5.3.6).
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