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4.2.3 Quality management system — Documentation requirements — Control of documents

| Clause 4.2.3

4.2.3 Control of documents \éerlfy that the documented | Document Evidence: Document #, Title, Rev / Person's Name, Title, Dept. /or other source ID.
ocument Control Control
___ Istherea documinted procedure for procedure contains the procedure
document control? requirements a-g for
Does the procedure define the controls needed to: controlling: . . L .
__a) approve documents for adequacy before they | __ Quality Manual The Instructions Sample explains how to enter audit evidence on the Checklist.
are issued ___Documented
__b) review, update and re-approve documents, as Procedures
necessary, __ Work Instructions
___¢) ensure that the current revision status of ___ Product documentation
documents and document changes are identified | (including drawings,
__d) ensure that relevant versions of documents specifications, bills of
are made available at points of use material, parts lists,
<The relevant version of a document is the version production plans, control
that should be used for a task. The current revision of | plans, etc.)
the document may not be the right one for the task.> ___External documents
__e) ensure that documents remain legible and __ Other required QMS
easy to identify documents
__f) ensure that documents that originate from out-
side the organization are identified and the
distribution of these documents is controlled
(applies to documents necessary for the planning and
operation of the guality management system)
___0) prevent the unintentional use of obsolete
documents, and to clearly mark them with suitable
identification if they are kept for any purpose?
4.2.3. ___ Are required QMS documents controlled as | Review a sampling of All new and
defined in the document control procedure? new and revised revised
a) and b): Are new and revised documents: documents fc_)r evidence documents.
that the requirements for
__ reviewed for adequacy, and the review and approval of
. . ) documents are followed as
___ approved by authorized personnel prior to issue? | afined in the procedure.
4.2.3 Are documents: __ Askasampling of All controlled
__ c¢) identified by their current revision status, tehrgslgl)’/:izizgv:htgt%ﬁ?ow documents,
__d) the relevant version for the task and available | document for the task.
at locations where they are needed ___ Test the document Master lists
__e) legible, readily identifiable and distribution system at Distribution‘
retrievable? several locations: Ask for a lists. etc

(continued)

document used in the
department and check if it
is the current revision, is
retrievable and available.

Return to Contents page.

Auditor Name:

Date:

Audit Ref.

Page 2 of 8

file: is0-9001-2008-checklist-sample-rev-2-20-09us.pdf

ISO 9001:2008 Auditor Training Course and Forms @ 2009 ISO 9000 Checklist

Auditpage ___of ___ pages




The 1SO 9001:2008 Quality System Checklist

Standard: 1SO 9001:2008

Organization Audited:

Questions
(those relating to new/ revised requirements are in
italics and underlined) <Guideline statements>

Guidelines for
Auditing

Documents
/ Where to
Look

Documented? Need to be? Y or N
Interaction considered? Y or N
(cite source - give comments)

Implemented? Y or N
In Use? Effective?
Y or N (comments)

4.2.3 Quality management system — Documentation requirements — Control of documents

| Clause 4.2.3 (continued)

4.2.3 Control of documents (continued) ___Review external All Evidence: Document #, Title, Rev / Person's Name, Title, Dept. /or other source ID.
4.2.3f) Are external documents documents (identified in standards,
: o : clause 4.2.1.d) for proper customer
— identified, and their identification and control. documents,&
distribution controlled? _ Do a Samp”ng to Statutory/
(applies only to external documents that the determine that documents regulatory
organization determines are necessary for the of external origin are documents
planning and operation of the quality mgt. system) current at multiple
(External documents are those that originate from distribution points.
outside the organization.)
4.2.3 g) Are obsolete documents: __ Verifyg) All obsolete
___ Review retained documents

identified and removed from places of use to
prevent their use

identified to prevent their use, if they are kept
for any purpose?

obsolete documents for
proper identification.
Identify any obsolete
documents not removed
from place of use.
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Organization Audited:

Questions Sl Documents | Documented? Need to be? Y or N Implemented? Y or N
. ! . . Guidelines for X ) .
(those relating to new/ revised requirements are in L / Where to | Interaction considered? Y or N In Use? Effective?
i ; o Auditing h ;
italics and underlined) <Guideline statements> Look (cite source - give comments) Y or N (comments)
5.2 Management responsibility — Customer focus | Clause 5.2
5.2 Customer focus — IntngIeW those . _Product. Evidence: Document #, Title, Rev / Person's Name, Title, Dept. /or other source ID.
responsible for managing information
__ Does top management ensure that customer customer-related process- brochures
requirements are determined and met with the aim of proce !
. h h es to access the organiza- | customer
enhancing customer satisfaction? (see 7.2.1 and - : h .
8.2.1) _tlon s strategy for (_ietermln— information,
- ing customer requirements | contracts,
<7.2.1 and 8.2.1 are listed below for reference: > and that they are met with | quality plans

7.2.1 Determination of requirements related to the
product. The organization shall determine:

a) customer-specified requirements, including
requirements for delivery and post-delivery activities
Person(s) responsible for this activity:

b) requirements not stated by the customer but
necessary for stated use or known and intended use
Person(s) responsible for activity:

c) statutory and regulatory requirements related to
the product
Person(s) responsible for activity:

d) any additional requirements determined by the
organization?
Person(s) responsible for activity

8.2.1 Customer satisfaction

Does the organization monitor information relating to
customer perception as to whether the organization
has met customer requirements?

Person(s) responsible for activity

____ What methods has management determined for
obtaining information related to customer perception
as to whether product requirements have been met
and how this information will be used?

Person(s) responsible for activity

____Are those who are assigned responsibilities
(listed in 7.2.1 and 8.2.1) provided with adequate
resources to accomplish the assigned tasks?
(Resources means people, time and money.)

the aim of enhancing
customer satisfaction. Are
strategies used getting the
needed information?

Examples of customer-
related processes are:
Sales

Marketing

Contract Admin.
Customer Service
Product Repair

____Is data concerning
customer needs and
expectations collected and
analyzed?

Collect customer
satisfaction analysis
reports. By interview,
or other means, determine:
__ifaction was taken to
resolve problems
___improvements or
changes have been
made and are now part
of the product or service
___improvements or
changes are planned for
incorporation into the
product or service

Review any evidence of
customer dissatisfaction to
determine if customer
requirements are unknown
or not being met.

<« Is this done?

__Do Mgt. Review minutes
discuss how to improve
products and/or services?

Note to Lead
Auditor:

This clause
can be
audited with
721& 821
They use
same
information.

Customer
complaints
and/or
satisfaction
survey
results.

Internal
customer
complaints.

Results of
management
reviews.
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Auditing

Documents
/ Where to
Look

Documented? Need to be? Y or N
Interaction considered? Y or N
(cite source - give comments)

Implemented? Y or N
In Use? Effective?
Y or N (comments)

8.2 Measurement, analysis and improvement — Monitoring and measurement —
8.2.4 Monitoring and measurement of product

Clause 8.2.4

Note: Monitoring and

8.2.4 Monitoring and measurement of product measurement activities %rjzlrlgldﬁlg? Evidence: Document #, Title, Rev / Person's Name, Title, Dept. /or other source ID.
product characteristics — the distinguishing required to determine Traveler
features of the product or service product or service
conformance to require- Inspection
___ Are product characteristics monitored and ments are identified during | g Test
measured at appropriate stages of product realization | Planning activities. (a procedures
to verify that requirements for the product are met in requirement of 7.1 c.) and
accordance with the quality plan (traveler/work Review several quality instructions
order)? (see clause 7.1) plans for work in
progress and their
____ Are records of product conformity with associated test / inspection | ity
acceptance criteria maintained, and instructions. control plans
__ Does the quality plan and related
customer — the person or organization that receives indicate where monitoring records
a product. and measuring should take
internal customer — the next process that will place? Get a list of
perform a work or service activity ___Is acceptance criteria who is
clearly defined? qualified to
_____dorecords indicate the person(s) who ___Avre the required perform audit
authorized the release of product for delivery inspection and tests monitoring,
to the customer? (see clause 4.2.4) performed and the results inspection
recorded? and
<Guideline: When auditing any process, you ___ Do records indicate measuring
check to see that defined monitoring and who released the product? | activities in
measurement activities are taking place, and that __Is the product or service | all process
records with authorized release signatures are monitored and measured areas.
present.> at the stages indicated in
the guality plan?
Observe in-process Quality
Verify as applies to in-process inspection — inspection operations. plans,
_____lIs uninspected or checklists,
nonconforming product or traveler
prevented from being used
in the next processing In-process
stage? inspection
__Isthe inspection status | process,
of the product maintained procedures
throughout all stages of and/or
production? relevant work
____Areinspection instructions
personnel trained?
___Areinspection Qualified

(continued)

procedures available and
followed?

inspector list
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Organization Audited:

Questions Guidelines for Documents | Documented? Need to be? Y or N Implemented? Y or N
(those relating to new/ revised requirements are in Auditing / Where to | Interaction considered? Y or N In Use? Effective?
italics and underlined) <Guideline statements> Look (cite source - give comments) Y or N (comments)
8.2.4 Measurement, analysis and improvement — Monitoring and measurement of product Clause 8.2.4 (continued)

8.2.4 Monitoring and measurement of product
(continued)

All questions on this page
apply to final inspection area —»

__Isthe release of product and delivery of service
to the customer held until the planned arrangements
(including inspections, tests, and measurements)
have been satisfactorily completed, unless otherwise
approved by an appropriate authority and, where
applies, by the customer?

objective evidence — information based on facts
acquired through measurement, test, observation, or
some other means that can be proven to be true.

RE: Final inspection
Observe final inspection
___ Areinstructions for
final inspection available?

__Areall activities in the
final inspection instructions
completed before product
is released?

____Isthere is objective
evidence that all the
acceptance criteria for the
product have been met
before release?

__ Do records show the
person(s) who authorized
the release of product or
delivery of service to the
customer?

Verify that inspectors
in the final inspection
area are qualified.

Review a sample of
completed order records.
__ Do the completed
orders/records show that
all final inspection activities
stated in the quality plan /
procedures were
completed and that the
requirements for the
product were met?

__ Do the records show
the person(s) who
authorized release of the
product?

__ Ifrecords show a
situation where all
specified activities were
not performed before
release of product or
service delivery, did a
relevant authority (or, as
appropriate, the customer)
approve the product
release?

Quality
plans,
final audit
checklists,
or traveler

Final
inspection
process,
procedures
and/or
relevant work
instructions

Employee
records or
list of
qualified
inspectors

Records of
completed
work.

Evidence: Document #, Title, Rev / Person's Name, Title, Dept. /or other source ID.

Return to Contents page.

Auditor Name:

Date:

Audit Ref.

Page 6 of 8

file: is0-9001-2008-checklist-sample-rev-2-20-09us.pdf

ISO 9001:2008 Auditor Training Course and Forms @ 2009 ISO 9000 Checklist

Auditpage ___of ___ pages
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Standard: 1SO 9001:2008

Organization Audited:
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(those relating to new/ revised requirements are in
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Auditing

Documents
/ Where to
Look

Documented? Need to be? Y or N
Interaction considered? Y or N
(cite source - give comments)

Implemented? Y or N
In Use? Effective?
Y or N (comments)

8.2.4 Measurement, analysis and improvement — Monitoring an

d measurem

ent of product

Clause 8.2.4 (continued)

8.2.4 Monitoring and measurement of product
(continued)

Verify as applies to service organizations —

Verify as applies to product servicing and repair
inspection —

__ Isthe release of product and delivery of service
to the customer held until the planned arrangements
(including inspections, tests, and measurements)
have been satisfactorily completed, unless otherwise
approved by an appropriate authority and, where
applies, by the customer?

verification activities — checks to make sure all
requirements for the product were met.

objective evidence — information based on facts
acquired through measurement, test, observation, or
some other means that can be proven to be true.

For services and repair:
Observe services/repair:
___ Are all verification
activities specified in the
quality plan / procedures
completed before the
service or product is
released?

____Isthere is objective
evidence that all product
(or service) acceptance
criteria have been met?
__ Do records show the
person(s) who authorized
the release of the product /
or delivery of the service to
the customer?

Verify that inspectors
involved in service / repair
are qualified.

Review a sample of
service or repair completed
orders and:

_ Verify that all
activities specified in the
quality plan / procedures
were completed and
requirements for
service/repair were met.

__ Dofinal inspection
records indicate the
person(s) who authorized
release of service/repair?

__ Ifrecords show a
situation where all
specified activities were
not performed before
release of product or
service delivery, did a
relevant authority (or as
appropriate, the customer)
approve the product/
service release?

Quality
plans,
final audit
checklists,
or traveler

Employee
records or
list of
qualified
inspectors

Service
repair
inspection
and final
inspection
process,
procedures
and/or
relevant work
instructions

Records of
completed
work.
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The 1SO 9001:2008 Quality System Checklist
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Auditing

Documents
/ Where to
Look

Documented? Need to be? Y or N
Interaction considered? Y or N
(cite source - give comments)

Implemented? Y or N
In Use? Effective?
Y or N (comments)

8.5.2 Measurement, analysis and improvement — Improvement — Corrective action

Clause 8.5.2

8.5.2 Corrective action

Is there a documented corrective action
procedure that defines the requirements for:

a) reviewing nonconformities (including
customer complaints)

b) determining the root cause(s) of
nonconformities

c) evaluating the need for action to prevent
recurrence of the nonconformities

d) determining the action needed and
implementing the action

e) recording the results of action taken
(see clause 4.2.4)
__f) reviewing the corrective actions taken
to verify their effectiveness

Does the procedure require that the action
taken on nonconformities must be appropriate
to the effects of the nonconformities found?

__ Does the organization take corrective
action to eliminate the causes of
nonconformities in order to prevent their
recurrence?

<The following is a guidance note and not included in

the text of the standard.

Note: When the nonconformity is minor and isolated,
the risks or cost associated with taking
corrective action may not be justified.>

Verify that the documented
procedure clearly defines
____requirements for

(a through f).

___a)lsthere evidence
that the types of
nonconformities in the
far right column are
reviewed and evaluated
to determine if action is
needed to prevent the
specific problems found
from occurring again?

__ Do plans for corrective
action include considera-
ation of:

___action to remove the
nonconformity and prevent
recurrence in the short
term

___action to determine if
other product (or similar
product) is affected that is
in production, in stock or
being designed

___action to determine if
the nonconformity applies
to product or service
delivered in the past, and
is action needed to
minimize the impact of the
defect on these customers

___action to prevent the
problem in the future.

e) Are there records
of the results of the
corrective action taken?

f) Are corrective
actions taken reviewed to
verify effectiveness?

Documented
Corrective
Action
procedure

Customer
complaints,
Internal audit
reports,

data
analysis,
minutes of
management
reviews

Corrective
action
records

Management
review

action
records/
minutes of
management
reviews

Completed
Corrective
Action
Request
Forms

CPAR Log

Evidence: Document #, Title, Rev / Person's Name, Title, Dept. /or other source ID.

a) Does the documented procedure state who is responsible for reviewing nonconformities
that originate from the sources listed here? The procedure may make reference to other
procedures or documents with this information. (as applies)

___incoming materials

__incoming subcontracted product
___in-process/final inspection or test
___nonconforming material review
__sales or service concessions
___audit nonconformity
___customer complaints
__product returns

___warranty repairs

__process related nonconformities
___system related nonconformities

Also see the instructions sample of how to enter audit evidence on the Checklist.

Return to Contents page.

Click Browser back button (in top left corner) to Return

Auditor Name:

Date:

Audit Ref. Page 8 of 8

file: is0-9001-2008-checklist-sample-rev-2-20-09us.pdf

ISO 9001:2008 Auditor Training Course and Forms @ 2009 ISO 9000 Checklist

Auditpage ___of ___ pages




	Contents of the ISO 9001:2008 Quality System Checklist
	4.2.3  Quality management system — Documentation requirement
	Clause 4.2.3
	4.2.3  Quality management system — Documentation requirement
	Clause 4.2.3  (continued)
	5.2  Management responsibility — Customer focus
	Clause 5.2
	8.2     Measurement, analysis and improvement — Monitoring a
	8.2.4  Monitoring and measurement of product
	Clause 8.2.4
	8.2.4  Measurement, analysis and improvement — Monitoring an
	Clause 8.2.4  (continued)
	8.2.4  Measurement, analysis and improvement — Monitoring an
	Clause 8.2.4  (continued)
	8.5.2  Measurement, analysis and improvement — Improvement —
	Clause 8.5.2



<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /All
  /Binding /Left
  /CalGrayProfile (Dot Gain 20%)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Tags
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams false
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments false
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Apply
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 30
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile ()
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /Unknown

  /Description <<
    /FRA <>
    /ENU (Use these settings to create PDF documents with higher image resolution for improved printing quality. The PDF documents can be opened with Acrobat and Reader 5.0 and later.)
    /JPN <FEFF3053306e8a2d5b9a306f30019ad889e350cf5ea6753b50cf3092542b308000200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e30593002537052376642306e753b8cea3092670059279650306b4fdd306430533068304c3067304d307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice


