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Dear All Concerned,
It is to inform to the below mentioned department heads that a QMS Internal Audit will be
conducted as per ISO and STeP standard on 20-09-2021.
You are therefore requested to please update all records, documents and relevant forms and

Date 16-09-2021

have them made available for review. We have already provided list of controlled documents

to each department Please makes sure that records are exactly similar to that.
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HOMECARE TEXTILES Document no:HCT-FM-204

Issue no:01

QMS INTERNAL AUDIT PLAN Issue Date: 08-08-2014

Audit Facility
Address
Audt Date

Audit Purpose:

Scope

Requirements:

Homecare Textiles
D-115 SITE, KARACHI
20-Sep-2021

To assess conformance and effectivity of Quality Management systems against internal and
external standards and to highlight findings for sake of continual improvement,

Homecare Textiles's entire facility and supporting activities will be included in audit. The area of
Interest include International Standard 1SO -9001:2015 and applicable policies, procedures STeP
Standard and customer requirements,

Quality Policy, 1S0-9001:2015 & STeP Standard, procedures and records, work instructions, JD's,
Quality Plans, Flow charts, Testing reports, Data analysis, Inspection records.

09:00t09:30 |Opening Meeting Mr. Junaid Aftab
09:30 to 09:45  |Review of Parvious CAP status Mr. Ahmed Ali
09:45 t0 10:00 |Decument Review Mr. Ahmed Ali
10:00 to 10:30 | Audit Team meeting All Audit Team
Facility visit
10:30 t6 100 Management Syed Iftekhar
Fabric store,Yarn Godown Mr. Junaid Aftab
Ground Floor Accessories Store Mr. Ahmed Ali
12:00 to 01:00 |Lunch and prayer break
Facility visit (Continue)
Cut to Pack Mr. Junaid Aftab
01:00 to 02:30 |Knitting Mr. Ahmed Ali
Dyeing & Chemical Store Mr. Junaid Aftab
QMS, Data colour lab Syed Iftekhar
02:30to0 3:00  |Greigh & Printing Press Mr. Ahmed Ali
03:00 to 03:15 |Audit team meeting and sharing findings All Team
04:30 to 05:00  |Audit report preperation Mr. Ahmed Ali
05:00 to 05:30 |Closing meeting Mr. Junaid Aftab
05:30 to 05:45 |Exit All Team

Team Members

Team Leader:
Auditors:

Mr. Junaid Aftab .
Mr. Junaid Aftab, M;.«S’:,ired Iftekhar , Mr. Ahmed Ali
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AUDIT CHECK LIST

C HCT-FM-06
. oz
: 04-09-2017

Standard: Internal Quality Management System Audit Checklist (1S09001:2015)

Audit Date: 2.0- 00 2. a2\

Auditee's Name: As Per aliached Audit No tice. & plan

Auditors: Mr. Junaid Aftab, Mr. Syed Iftekhar, Mr. Ahmed Ali L/
o#  [iIS09004:2015Clause.  |Audit Question = AT i . [Observations T
4 Context of the Organization
4.1 Understanding the organization and its context
4.1q1 The organization shall determine external and internal issues that are  [How has the organization determined external and internal
refevant 1o ls purpose and s slrategic direction and that affect its issues relevant to its purpose and strategic direction? How do
ability to achieve the intended result{s) of itz quality management these affect the ability to achieve the intended result of the (8] '[i
systam, oMS?
4,142 The organization shall moenitor and review the information about thesa  [How do you monitor and review information about thesa 1
extemal and internal issues. internal and external issues? & C\
MOTE 1 Understanding the exdernal contexl can be facilitaled by considering issues arising from legal, technological, competitive,
market, culiural, secial, and economic envirenments, whether international, national, regional or local, NOTE 2 Understanding the
internal context can be facilitaled by considering issues related to values, culture knowledges and performance of the organization. f_o K
4.2 Understanding the needs and expectations of interested parties
4.2q1 Due ta thair impact or potential impact on the organization's ability to  [How have you determined whal interested parlies are
consistently provide products and servicas that meel customer and relevant to the GMS? How have you delermined what
applicable statutary and regulatory requirements, the arganization shall [requirements those partias have that are relevant to the
ditermine: a) the interested parties thal are relevant to the guality QMST How has impact or potential impact been determined? p.t
managemant system; b) the requirements of these interested paries @
that ara relevan te the quality managament systam.
4.2q2 The organization shall monifor and review the information about these  [How do you monilor and review the information aboul o 1{
interested partles and their relevant requiremenis. interested parties and their relevant requirements?
4.3 Determining the scope of the quality management system
4391 The organization shall dederndne the boundaries and applicability of Howr have the boundanes and applicability of the OMS baap
the guality management syslem to establish ils scopa, usad fo establish tha scope of the organization? (] 1<
4 32 When determining this scope, the organization shall consider a) the  [How have: The external and internal issues; Tha
external and internal issues refered foin 4.1, B) the requirements of  requirements of refevant inlerested parties and; The products
relavant interested paries raferred 10 in 4.2, ¢} the products and and services of the arganization been considared when
senvices of the organization. datermining the scope of the crganizalion’y O II'IQ
4.3q3 Whaere a raquiremant of this International Standard within the Howr has the application of the International Standard within

determined scope can be applied, then it shall be applied by the

organizgtion.

{he scope baen determinad, and how has it been applied by

the crganization?

SRS

Page Mo 1of 23
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Standard: Internal Quality Management System Audit Checklist (1S0O9001:2015)

Auditors: Mr. Junaid Aftab, Mr S},rad Iftekhar Mr. Ahmed Ali

Audit Date: 2.0~ 000600

Auditee’s Name: As Per altached Audit Nolice & _plan

1[50.9001:2015 Clause.

T

i I Qlios Hon TR SRS

S T

Observations. Wﬂﬁiﬂmﬁﬁ

4,304

IF any requirement(s) of this Interational Standard cannot be applied,
this shall not affect the erganization’s abliity or responsibility 1o ensura
conformity of products and services.

How have any requirements of the Irternational Standard
beon determined as nol applicabla? Show me how conformity
of products and services are not affecied by this,

el

4305

The scopa shall ba avaliable and be mainiained as documented
information siating the: - products and senvices cavered by the guality
managaemeni syslem; - justification for any instance where a
requiremeant of this Intarnational Standard cannot be applisd,

Where i3 the scope avallable? Where is it maintained as
documented information¥ Does it stale what products and
senvices are covared by the QMST? Does it justify how
instancas of requirements of the QMS cannol be applied?

oK

4.4 Quality management system and its processes

4.4q1

The organizalion shall establish, implement, maintain and conlinualhy
improve 8 quality managament systam, including the processes
needed and their interactions, in accordance with the requirements of
thiz International Standard.

How has the QM3 been established? Show me how this is
implamented, How is it maintained and continually impraved?
Haw have the processes been delermined and how dao they
interact?

4.4q2

The crganization shall determine the processes needed for the quality
managemeant sysiam and their application throughaout tha organization
and shall determine: a} the inpuls required and the outpuls expected
from thase processes; b) the sequence and interaction of these
Hocesses: o) the critena, methods, including measurements and
related performance indicators needed 1o ensure the affective
operation, and control of these processes: d) the resources nesdad
and ensura their avallablity; e) the assignment of the responsibilitias
and authorities for these processes; f) the fsks and apporunities in
accordance with the requirements of 6.1, and plan and impiement the
appropriate aclions (o address them; g) tha methods for monitenng,
measuring, as approgriate, and evaluation of processes and, if
needed, the changes lo processes o ensure that they achieve
intendad resulls; h} apportunities for imprevemant of the processes
and the quality management system.

How have the processes bean determined for the QRS2
What are the inpuls and outpuls for those processes? YWhalt
is the sequence and interaclion of the processes? What are
the criteria, methods, measurement and related performanca
Indicators naaded 1o operale and control those processes?
Vihat resources are needed and how are these made
avallable? How are responsibiites and authorities assigned
for thosa processes? How ana risks and epportunitles
considered and what plans are made to implement actions to
address them? VWhat methods are used 1o monitor, measure
and evaluale processes and, If needed, what changes are
made lo achieve intended results? How are opportunities to
Improve the processas and the OMS determined?

o

4.403

The arganization shall malntain docurnented information fa the exient
necessary 1o support the operation of processes and refain
documented information to the extenl necessary lo have confldence
rlhat 1hé procasses ana belng carried out as planned,

Vhal documented information exisis o support the
pparation of processes? How is this documenled information
refained? How is confidence that the processes are being
carried oul as planned determined? :

oxX
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Standard: Internal Quality Management System Audit Checkiist (IS0O9001:2015) Audit Date: 20~ 082 02\

Auditors: Mr. Junaid Aftab, Mr. Syed Iftekhar, Mr. Ahmed All Auditee’s Name: As Per attached Audit Notice & plan
# IS0 9004:2016 Clause T TRuditQuestion . A jObservations SRS ETRTES ST Resr . i

Q# IS0 9001:2016 Clause Audit Question Audit Evidence

5 Leadership

5.1 Leadership and commitment

£.1.1 Leadership and commitment for the quality management system

51.1q1 Top management shall demensiiate leadership and commitment with  [Show me how fop management demonsirates leadership and
respect 10 the qualily management systemn by: a) faking accountabllity  [commitmeant wer.t. the QM3 by taking accountabity of the

of the effectivenass of the quality management system; b) ensuring affectiveness of the QMS, How Is the quality policy and

hat the quality policy and quality objectives are established for the objectives established for the QM3 and how are they

quality management syslem and are compatible with the stralegic compatibla with Ihe strategic direction and the organizational
direction and the contéxl of the organization; ¢} ensuring that the context? How is the qualily palicy communicated within the
guality policy is communicated, understocd and applied within the organization? Show me how this is undersiood and applied.
erganization; d) ensuring Ihe integration of the quality managemeanl Howe are the requitements of the QOMS infegrated into the
system requiremenis into the organization's business processes; e) business processes? How do you promote awareness of the

promoling awareness of the process approach; f} ensuring that the process approach? How do you ensure thal resourcas O ]d-\
resoutces needed for the quality management systerm are available; g) (needed for the QMS area avallable? How do you
communicating the imperance of effective quality management and of [communicale the importance of effective quality
conforming to the quality management syslem requiremants: h) management? How do you communicale the imporanca of
ansuring thal the quality management system achieves [1s intanded conforming 1o the GRS requirements? How do you ensure
resulls, i) engaging, directing and supporling persons o confribute 1o Hthat the QM3 achieves its inlendad results? How do you

the effectiveness of the quality managemenlt sysiem; ) promoting engage, direct and suppor! peopie {o contribule to the

continual improvemant; k) supporiing other ralevant management rolas | effectivensss of the OMS? How do you pramale conlinual

to demonstrate thair leadership a5 it applies to their areas of improvernent? How do you support other relevant

responsibility. management roles o demonstrate leadership in their areas of
responsibility?

NOTE Reference to "business” in this International Standard can be interpreted broadly lo mean those activities that are cora o the

Fage No 3 of 23
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Standard; Internal Quality Management System Audit Checklist (ISOS001.:2015)
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Audit Question T e

o

Observallons it M aTei. S1o5 1 i o |

lQ#

ISC 9001:2015 Clause Audit Question

Audit Evidence

5.1.2 Customer focus

E.1.2q1

Top management shall demonsirale leadership and commitmeant with
respeact to cuslomar focus by ensuring that: a) customer requiraments
and applicable statwory and regulatory requirements are determined
and mel; b) the risks and apporlunities that can affect conformity of
preducis and services and Ihe ability to enhance customer satisfaction
are determined and addrezzed,; ¢} the focus on consiztently providing
producls and services thatl meet customer and applicabla statutory and
reguialory requirements is mainisined; d) the focus on enhancing
custfomer satisfaction is mainiainad.

Show rme how top management demonstrales leadership and
commifment w.r.L customer focus ensuring requirements and
applicabla statutery and regulalony requirements are
determined and met. How are rnizks and opporuniiies that can
affect confarmity of products and services determined? How
is he ability to enhance customer satisfaction determined and
addressed? How is tha focus on consistently providing
products and servieas thal meel customer and applicable
statutory and regulatory requirements maintained? How is
customer satisfaction maintained?

oK

5.2 Quality policy

5.21

52191

Top management shall establish, review and maintain a quality policy
that: a) is appropriate to the purpose and context of the organization; b}
provides a framawork for setling and reviewing quality objectives: ¢}
includas a cormmitment (o salisfy applicable requirements; d) includes
a commitment to confinual improvement of the quality management
syslem,

Haw does tep management eslablish, review and maintain a
quality policy? How is it determined o be appropriate Io the
purpose and context of the organization? Does it provide a
framework for selting and reviewing quality objectives? Does
it conlain a commitment o satisfy applicable requiremenis?
Does it include a commitmant te continual impravemeant of
the QMST

SELS

9:2.2_

£2.2q1

The guality policy shall: a) be available as documented information; b)
be communicated, undersiood and applied within the organization; c)
be available to relevant inlerested parties, as appropriate.

Where is the quality policy avallable as documented
information¥ How is it communicated? Show me how it is
undersiocd and applied within the crganization. How have
you made it avallable o relevant interested partles?

oK

5.3 Organizational roles, responsibility and authorities

5 aq1

Top management shall ensure that the rezponsibllities and auvthorities
for relevant roles are assigned, communicated and undersiood within
the organization.

How does top management ensure thal rezponsibllities and
authorities for relevant roles are assigned, cemmunicaled

|and understood within the crganization?

ok
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Standard: Internal Quality Management System Audit Checklist (ISO9001:2015)

Auditors: Mr. Junaid Aftab, Mr. Syed fftekhar Mr

Ahmed Ali

Audit Date: 2.0 -~-0N-T1 o7\

Auditee’s Name: As Per altached Audit Notice & plan

Qi

 lIs09001:2015 Clause
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|'|-.-.*E|_|..

AR RGOS Gr 0 2 7 e e

Observations

*

iRt R AT

B ag?

Top managemenl shall aszign the J't.'35|:uc:nnc:5il:ui.’il‘:..I and authority for: a)
ensuring that the quality management systam conforms to tha
requirements of this International Standard; b) ensuring that the
procasses are delivering their intended owputs; c) reporting on the
performance of the quality management systam, on oppartunities for
improvement and on the nead for change orinnavation, and especially
for reporting to lop managemeant; d} ensuring the promotion of
customer focus throughout the organization; &) ensuring that the
Integrity of the quality managemenl system is maintained when
changes fo the quality management system are planned and
implemented.

Howr does lop management assrgn Ihe responsibility and
authority for: Ensuring Ihat the QMS conforms 1o the
Intemational standard? Ensuring processes are delivering
their intended cutpuls? How is the padormance of the QMS,
epporunities for impravament and the need for change or
innovation reporied to top management? How is customer
focus promated within the organization? How is the integrity
of the OMS maintained when changes to the QMS are
planned and implemented ?

o'

& Planning for the quality management system

6.1 Actions to address risks and opportunities

6.1.1

6.1.141

When planning for the quality managament systam, the organization
shall consider the issues referred 1a in 4.1 and the raquiraments
refarred 10 In 4.2 and determine the risks and opportunities that need
[ be addressed [o: a) give assurance that the quality management
system can achigve its intended resultis); bl prevant, or reduce,
undezired effects; ¢} achieve conlinual improvemeant,

How ara tha lnternal and axternal Izsues and inferasiad
pariies considered whan planning for the QMS? How are
risks and cpportunities delermined and addressed 2o that the
QM5 can:: a) achleve itz intended results; b) Prevent or
raduce undesired effecls; ¢ Achieve conlinual improvemeant?

ol<

6.1.2

B1.2q1

The organization shall plan: a} actions 1o address these risks and
opporunities; b how to; 1) integrate and implemeant the aclions infe s
quality managemenl system processes (see 4.4); 2) evaluale the
effectiveness of these actions.

How are actions planned to address risks and opporuniies?
How are actions integratled and implemented inbe the M5
processes? How do you evaluate the effectiveness of the
actlons?

6.1.2q2

Actions taken 1o address risks and opporiunitias shall be praportionale
Io the potential impact on the conformity of products and services.

Howr are actions taken te address risks and opportunities
determined as being appropriale to the potential impact on
fhe conformily of products and services?

Page Mo Sof 22
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Standard; internal Quality Management System Audit Checklist (IS08001:2015}

Audit Date: 280 - & -7.00 A

Auditee's Name: As Per attached Audit Notice & plan

Auditors: Mr. Junaid Aftab, Mr. Syed Eﬁekhar Mr. Ahmed Ali
IQ#E"’ L Is0 90012015 mm e T i

~ [Audit Question

A

ToBservatona L

[ e e Ll

Il| _fl’i_. o T

B.2.2.19 1

6.2.2.1 Product design skills

The organization shall ensura thal parsonnel with product design
responsibility are competent 1o achisve design requirements and are
skilled in applicable fools and lechniques. Applicable lools and
techniques shall ba identified by the arganization.

How do you determine that personnel with product design
respansibility are compatent 1o achieve dezign requiramants?
How da you delermine skills required in applicabla teols and
techniques? How do you identify applicable tools and
techniques?

6K

150 9001:2015 Clause Audit Question

Audit Evidence

MNOTE Cptions o address risks and epportunities can include: avoiding risk, taking risk in order to pursue an opporunity, eliminating

6.2 Quality objectives and planning to achleve them

6.2.1

B.2.131

The organization shall establish quality objectives at relevant functions,
levels and processes, The guality objectives shall: aj ba conslstant with
the quality policy, B) be measurable; ¢} take inte account applicable
requirements; d) ba relevan! to conformity of producls and senvices
and the enhancement of customar satisfaction; &) be monliorad; ) ba
communicaled; g) be updated as appropriate, The crgenization shall
relain docurmented information on the quality objectives.

Where are the quality objectives and are these at all relevant
functions, levels and processes? Are they consistent with the
quality policy? Are they maasureable? Do they consider
applicable requirements? Are they relevant 1o the conformity
of products and services and do they enhance customer
satisfaction? Are they moniored? How? How oftan? How are
they communicated? Haw are they updated? Where is the
documented information on the quality objeclives?

o\

6.2.2

B.2.2q1

WWhen planning how to achieve its quality olyectives, the organization
shall determine: aj what will be done; b) what resources will be
required; o} who will ba responsible; d) when it witl be complated; a)
how the results will be evaluated.

How does the organization determine what will ba done, with
what resources, whan completed and how will resills be
evalualed for guality objectives?

0 ¢
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Standard: Internal Quality Management System Audit Checklist (IS09001:2016)

Audit Date:

00,7 0%\

Auditee’s Name: As F’er attached Audit Notice & plan

Pnudjtms Mr. Junaid Aftab, Mr Syed Iﬁekhar Mr Ahmed Ali

i

infrastructure for the operation of ils processes {o achieva conformity
of products and services.

Infraztiucture for the cparation of processes o achiave
products and service conformity?

Q# | 1150.9001:2015 Clause_ ~ |Audit Question _|Observations BT T T
6.3 Planning of changes
B8.3qg1 [63q1 Where the crganizatlen determines the need for change to  [How are changes to the OMS plannad systematically?
the quality management eyetem (see 4.4) the change shall ba carried | Demonstrate the purpose and potential consequences of
out in a planned and sysiemalic manner. changas;
Tha arganization shall considar: Demonstrate the integrity of the QMS;
a) the purpose of the change and any of its potential consequencas;  [Demonstrate how resources are made avallable
by the Infeqrty of the guality management system;, Demonstrate how responsibility and authority is alfocaled or
d} the allocation or realiocation of responsibilities and authorities realiocated.
ol
o# IS0 9001:2015 Clause Audit Question Audit Evidence
¥ Support
7.1 Resources
7.1.1 General
1491 The organization shall determine and provida the resources needed forjDemonstrale how resources are determined for the
{he establishment, implementation, maintenance and continual eztablishmenl, implementation, maintenance and continual
improvement of the quality managemeant system. The organization improvement of the QMS. Show ma how the capabilities and
shall consider: a) tha capabilities of, and constrainis on, existing censtraints on inlernal resources are considered. Show me o { <
internal resources; B what needs fo be obizined from extemal how needs from external providers are considerad.
providers.
17.1.2 People
T.1.2q1 To ensura that the organization can conslistently meet customer and Howe do you provide persons neceszsary o conzistently meat
applicable sfatutory and regulatony requiremenits, the arganization shall [customer, applicable statutory and reguiatory requirements
provida tha persens naceszany for the effeciive operation of the quality [for the QM3 including the necessany processes? (:j
management system, including the procasses needed,
7.1.3 Infrastructure
7.1.3g1 The argamzation shall determine, proavide and maintain the How do you determine, provide and malntain tha

HWOTE 1 Any product realization change affecting customer requirements requiras natification 1o, and agreement from, the customer,

Page Na7 of 23
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7.1.4 Environment for the operation of processes

71491

Tha grganization shall determine, provide and maintain the
environment necessary for the operation of its processes and to
achieve conformity of products and services,

How do you determine, provide and maintain the environment
for tha oparation of processes to achieve products and
senvice conformity?

plot-ei )

1%&\ &oﬁh} "‘f’fﬂ"" ﬁo{jf\f& enprde -

NOTE Environment Tor the operation of processes can include physical,

social, psychological, envirenmantal and other factors (such

7.1.5 I'|"h.'.u'|lln:nrlﬂgL and meaaurlng resources

T.1.5q1

Where montloring of measunng is used for evidence of canformity of
products and services to specified requirements the organization shall
datermine 1ha resources neaded (o ensura valid and rellable
monitenng and measuring resulis.

How are the resources determined for ensuring valid and
reliable monlionng and measuring resulls, where used?

ol

71502

Tha crganizalion shall ensure thal the rescurces provided: a) are
sulable for the specific type of monitoring and measurement activities
baing underlaken; b) ara maintained 1 ensura thair continued filness

for their purpose.

How do you ensure that resources provided are sultabla for
the zpacific monioring and measurement activities and are
maintainad to ensure conlinued fitness for purpose?

o\

7.1.5q3

The organization shall relain appropriate documented informalion as
evidence of fnass for purpese of monioring and measurement
FEEOURCES,

Show mea tha documented information which is
avidance of filness for purpose of menitering and
measureament resources,

ol

71504

Where measurement iraceability is: a statulory or regulatory
requirement; a customer or refevant inlerested party expeciation; or
consikdered by the erganization to be an eszential part of providing
confidenca in the validity of measurement resulls; measuring
insfruments shafl be: -verified or calibrated at specified intarvals or
prior 10 use agains! measurement standards traceable o international
or national measurement standards. Where no such standards exist,
{he basis used for calibration or verification shall be retained as
decumented information; -identified in order o detarming heir
calibration slatus; -safeguarded Irom adjusiments, damage or
deteroration that would invalldate the calibration status and
subsaquent measurement resulis,

YWhere applicable, show me how measurement instruiments
are: Verified or calibrated at specified infervals against
natlonal or intarnational measurernent standards; If there are
no standards, show me the documented information
which is used as the basis used for calibration or verification.
Show me how measurement instroments are identified to
detarmine their calibration stalus. Show me how they are
safequardad from adjustments. Show me how they ans
safeguarded from damage and deterioration.

le1'd

7.1.5q5

The crganization shall determine if the validity of previous
measurement resulls has been adversely affected when an instrument
i5 found to be dafectiva duning its planned verification or calibration, or
during i15 wse, and lake appropriale corrective aclion a5 necessary.

How do you determine the validity of previous measurements
ifyeu find an instrument ta be defective during verification or
calibration? What appropriate actions can you lake?

o 1<
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7.1.6 Crganizational knawledga
7.1.6q1 The organizalion shall determing the knowledge necessary for the How do you determine necessary knowladge for the
operation of its processes and lo achieve conformity of products and  operation of processes? How do you determing necassary
SENVICES. knowledge to achieve conformity of products and servicas? @1 <
716q2 |This knowledge shall be maintained, and made available to the extent [How do you maintain this knowledge and how do you make It
NeCessary. available lo the exlent necessany? D'I {
7.1.6q3 VWhen addressing changing needs and trends, the organization shall  fHow do you consider current knowledge and how do you
consider its current knowledge and determine how lo acquire or accass|acquie additlonal knowledge when addrassing changing
the necessary additional knowledge. needs and frends? D K
NOTE 1 Organizational knowledge can include Information such as intelieciual praperty and lessons learnad, MOTE 2 To oblain the
Qi IS0 9001:2015 Clause Audit Question Audit Evidence
7.2 2 Competence
7.291 The organization shalk: &) determine the necessary competence of Shew me how: You determine the necessary competencs of
persan(s) dolng work under its control that affects its quality pecple doing work under your cantrol Ihat affects quality
performancs; b) ensure thal these persons are compalent on the basis |performance, Howwr do you determine competence on the Q}ﬂ&_ & 'l‘i-)
of appropriate education, Uraining, or experience; o where applicable, |basis of appropriale education, training or experienca? How dmm
take actions to acquire the necessary competence, and evaluste the  |do you take actions 1o scquire necessary competence where ggfw LU }{e;;, ﬂ‘é : I|I
effectivaness of the actions taken; d refain appropriate documented  [applicable and how do you evaluate the effectivenass of .}-ﬂﬂ E ,.
Information as evidence of competence. those aclions? Show me documented information 0&! WJM ﬁ(ﬂ" f-“” Faein
whare appropriate of competence. P
NOTE Applicabla aclions can include, for example, the provision of training lo, the mentaring of. or the reazsignment of currenily
7.3 Awareness
7.3q1 Persons daing work under the erganization’s control shall be aware of: [How are people aware of: The quality policy? Relevan! quality
a) the quality policy; b) relevant quality objectives; o} their contribution  |objectives? Their cantribution 1o the effectiveness of the
te fhe affectiveness of the quality management syetem, including the  |GiMS? The benefits of improved padormance? The .1 £
benefils of improved quality performance; d) the implicatiens of not implications of not conforming with the OMS requirements? Cf’
conforming with the quality management system requirements,

Page Mo 9 of 23
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o |AuditQuestion W e N

L Observations F5 oTSSE THTIHIRG SRR e )

7.4 Communication

Heawr de you delerming internal and extermal communications

and by this International Standard shall be controlled to ansure: a) i is
available and suitable for use, whare and whean it is needed; b} itis
adequately protected (e.g. from loss of confidentialily, improper use, or
loss of intearity),

me haw you make it avallable and sullable for usa. How do
you profect your decomented information?

T4a1 The organization shall detarmine the internal and extemal
communications relevant to the quality management system including: [relevant fo the QMS? How do you determing: Whal? When?
&) on what it will communicate; b) when lo communicate; ¢} with wham |With Whom? How? l\{“
o communicate; d) haw 1o communicata, lf')
7.5 Documented information
7.5.1 General
7.5.1q1 The organization's quakity managemant system shall include: a) What documented information do you have as required
documented information required by this Infemational Standard; B) |y this standard? What documented information do you
documented informalion determined by the organization as being have as being necessary for the effectiveness of your qne? ol
necessary for the effectiveness of the quality management system.
KOTE The exdent of documented information for a quality management syslem can differ fram one organization o anather due lo: a) |-
o 150 8001:2015 Clause Audit Question Audit Evidence
7.5.2 Creating and updating
7.5.2q91 When creating and updaling documented informaticn the organization | Show me that your daeumented infarmation containg:
shall ensure appropriate; a) identification and dascription {e.g. a tille,  |identification; Description; In what media format? Show me
date, author, or reference number); b) format (2.5, language, software [how the documented information is reviewsd and approvad
version, graphics) and media (e.g. paper, electronic); o} review and for suilability and adagquacy, O "1(_
approval for suilability and adequacy,
7.5.3 Control of documented information
7.6.3.1
7.5.3.191 [Documented information required by the quality management system | Show me how you conlrol decumented information, Show

o \¢

7.6.3.2
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|Audit Question

Observations

Qu ISO 9001:2015 Clause.
7.63.2q 1 |For the control of decumented information, the organization shall Whan controlling documented information, how do you
addrezs the following aclivifies, as applicable: a) distibution, access, [address; Distribution; Access; Reldeval; Use; Storage and
refrieval and vse; b) slorage and precenvation. including preserdation  fpreservation; Legibility; Control of changes; Retention and
of legibility; ©) conlrel of changes (a.g. version confrall; d) retantion and [disposition. ) ](:_
disposition.
7.53.2q9 2 |Documanted information of external arigin determined by the How do you identify as appropriate and control documented S A
arganization 1o be necessary for the planning and eperation of the Information of external origin which you have datermined as ;
quality management system shall be identified as appropriate, and necessary for the QMS (] IQ
cantrolied.
MOTE Access can imply a declsion regarding the permisston 1o view the decumentad information anly, or the permission and PR & =Tr
Q# 1SO 9001:2015 Clause Audit Question Audit Evidence I S
8 Operation
8.1 Cperational planning and control
8.1q1 The organization shall plan, implement and control the pracesses, as | How are processes needed 1o meel requirements for I T b 75
outlined in 4.4, needed lo meet requirements for the provision of provision of praducts and sanices planned, implemented and
producls and services and fo implement the actions determined in 6.1, [confrofled? How are requirements for products and senvices
by: a) determining requiremants for the product and senvices; B) determined? How iz criteria for processes and acceptanca for
establishing criteria for the processes and for the acceptance of products and senvices delarmined? Haow are resourcas
producis and senvices; o determining the resources needed to achieve [determined? How is process conlrol implemented? Shaw mea
conformity 1o produect and servica requirements, d) implementing the documented information that shows confidence in{hat 01{‘
controf of the processes in accordance with the critesia; ) refaining the processes have been carried out a3 planned and can
documented information 1o the extent necessary 1o have confidence demonztrate conformity of products and services.
that the pracasses have baen carried oul as planned and to
demonstrate conformity of products and services 1o requiraments,
B.ig2 Tha output of this planning shall be sultable for the organization's Howe have vou determinad thal the output from the planning &
operations, process 18 sullable for your operations? D‘} E
8.1q3 The orgamzation shall control planned changes and review tha Huow do you control planned changes? How do you review the
consequences of uninlended changes, laking action to mitigale any consequences of unintendad changes? What action s taken i. '5-;-.
advaree effacls, as nacessany, Io mitigate any adverse effects? o
8.194 The arganization shall ensure that oulsourced processes are conlrolted | How do you conliol outsourcad processes? O } d’

inaccardance with 8.4

r ]

£
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reguirements, 1he customer requirements shall be confirmeo by the

JC' arization belore acceplanca.

customer does not provide a documented stalement?

Qi 1S0.9001:2016 Clause |Audit Question Observations
8.2 Datermination of requirements for products and services
8,2.1 Customer communication
g.2.1g1 Tha organization shall ostabdsh the processas for communicating with [What are vour processes far communicaling with customers?
cuslomers i relation te: a) information relating 1o products and Hewr do you communicate information relating to; Products, S '!m,.,‘_-{ -F-c:tr oL e 'E.Q;_.«\B
sorvicas; bl enquiries, condracts or order handling, including changes; [Services; Enguiries; Contracts; Order handling; Custemer & P >
choltainng customer views and perceplions, including customer wiews, percaptions and complainis; Handling or treatment of & P"b'-'l\ﬂ L b, ,r: e lh
compiaints; dj the handling or trealment of custamer property, if customer property; Specific requirsments for confingency o |
applicalde; o} specific requirements for contingency actions, whan actlons? C‘!-! oot ok
felevant, 1 I;[?
Qi IS0 9001:2015 Clause Audit Question Audit Evidence
8.2.2 Determination of requirements related to products and services
82291 Thie orgamization shail establish, implement and maintain a process to [What is your process 1o determine the requirements for =
daterming the requiraments for the products and services to be offerad [products and services to be offered to potential customers? /
la polential customers, How do you establish, implement and maintale this procass? (i ! -
o'.-c.zqf Tha crganization shall ensure that: a) product and zernvice Howi do you define product and servica requirements =T T
requirements {incfuding those considared necessary by the including statutory and reguiatory requirements? How do you
organization), and applicabla slatutary and reguistory requirements,  [ensure that you have the ability 1o meet the defined
are defined; b) it has the ability io meet the defined requirements and  [requirements and substantiate any claims for yaur products
substantiate tha claims for the praducts and servicas it offers. and senvices? O ! d\
8,2.3 Review of requirements related to products and services
8.2.3g1 Tha erganization shall review, as applicable; 8) requirements specified [How do you review: Cuztomer requiremants for delivery and
by the custoemer, including the requirements for delivary and post- post-dalivery? Requirements necessany for customers'
delivery aclivitfes, b) requiremants nat slated by the customer, bul specified or intendead vse, where known; Addifional slaiutory
necessary for the customers' specified or intended use, when known,  jand reguialory requiraments applicable to preducts and
c) additional statulory and regulatory requirements applicabla (o the sarvices; Any other contract or order requirements, {j |{
products and senvices; d) contract or order requiremants differing from -
thoze previously expressed.
HOTE Reqguirements can also include those arising from relevant interésted paries, f
8.2.392 This review shall be conducted prier to the organization's commitment | Show me that the review 13 conducied prior 1o your
to supply preducts and services 1o the customer and shall ensure commitmean o sbpply products and services ta your
Jrcontract or order requirements differing fram those previowsly defined  [oustomars. How do you resolve confract ar order
are resalved, requirements which differ from those previowsly defined? (d___.:' ".<
82,303 Whare the custemer does nol provide a documented slatemant of thair | How do vou confirm cuglomer requiremen!s wherea tha = g({_
Y
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organization shall considar: a) the nature, duralion and complexity of
the design and development activities; B) requirements that specify
parlicular process slages, including applicable design and
development reviews; ¢) the required design and development
verification and validation; @) lhe responzsibilities and authorities
involved In the design and development process; 8] the nead e confrol
interfaces between individuals and paries involved in the design and
development process; £ the need for involvement of customar and
user groups in the design and development process; g) the necessary
documented information to confirm that design and developmant
requirements have bean met.

development, show me how you considar: The nalure,
duration and complaxity of the activities; Requirements that
gpacify parficular process stages including applicable
reviews; Required venification and validation; Responsiblities
and authoritles, How inlerfaces are controlled betwean
individuals and parties; The need for involvement of customer
and vser groups. Show ma documented information that
confirms deslgn and development requiraments have been
mel.

Q#  |I80'9001:2015 Clause _ lAudit Question LS e W T jobsarvations e T s 0
8.2.3q4 Documented information deserbing the results of the review, Including [Shaw me where you retain decumented Information w]uch
any new or changed requirements for the products and services, shall [describes resiults of the review including any new or changed ?
he refalned. requirements. C} <\
B.2.305 Where requirements for products and services are changed, the Show me the documented information containing changes
organization shall ensure thal relevant documeanted information is to producls and servicas, How do you ensure that relevant
amended and that relevant personnel are made aware of the changed |personnel are made aware of those changes? B ‘Illd-,
raquirements.
| O IS0 9001:2015 Clause Audit Question Audit Evidence
8.3 Dea_rgn and developmeant of products and services
8.2.1 General
B.3.1g1 Where the detailed requirements of the arganization’s preducts and Haow do you eslablish, implement and maintain a design and
senvices are nol already establizshed or not defined by the customer or [development process fwhere dedailed reguirements of your
by other interastad parlles, such thal they are adequata for subsequent fproducts and servicas are nol already esiablished or defined
praduction or servica provision, the organization shall establish, by the custemer or other parties). (et I {
implement and mainlain a design and development process.
NOTE 1 The crganization can also apply the reguirements given in 8.5 1o the development of processes for production and services
8.3.2 Design and development planning
8.3.2qf in determining the stages and controls for dasign and development, thelWhen determining the stages and control for design and

o)
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|Observations

S B

eSS

Q. | ]1S09001:2015 Clause £ ] Atdit Quisstion bl | A EERRERN
Qi IS0 9001:2015 Clause Audit Questmn Audit E‘u’ldenm
8.2.3 Design and development inpuls
8.3.301 The organization ghall determing: a) requiraments essential for the Can you show me how you defermine; Requirements
specific type of products and services being designed and developed, |essential for the type of products and services belng
inclrding, as applicable, functional and perfarmance requiremants; b} [designed and developed, including as applicable; Funclional
applicable statutony and regulatory requirements; ¢ standards or & performance requirements; Statutony and regulatony
codes of praciice that the organization has commifted 10 implement; d) [requiremeants; Standards or cedes of practica whers Ihere is
intarnal and extarnal resourca needs for the design and development  [a commilment fo implement; Intemal and external resourcas
of products and services; e) the patential consequences of failure due  [neaded for the design and developmant of products and
1o the nature of the products and senvices; f fhe lavel of control sarvices; Polantial consequences of failure; Level of control nf:ﬂ"'
expected of the design and development process by customers and  jexpected of the design and development procass by
other relevant interested parties. cuslomers and other relevant parties,
&332 Inputs shall be adequate for design and development purposes, How do you determine that inputs are adeguale, complete
complete, and unambiguous. Conflicts among inputs shall be resolved. jand unamblgrous for design and development? How do you
resolve conflicls among inpuls? ol
8.34 Design and development controls
#.3.401 The canfrols applied 1o the design and development process shall How do controls thal are applied 10 the desian and
ensure that: a) the results 1o be achieved by the dezign and development process ensure: Results achieved by design
development aclivities are clearly definad; by design and development  [and development activities are clearly defined? Dazign and
reviews are conductad as planned; ¢) verification is conducted to development reviews are conducled as planned? Oulpuls
enzure that the design and development outputs hava met the design [ meat the inpul requirements by verification/ Validation is
and development input requirements; o) validation is conducted 1o conducled te ensure that the resulting products and services
ensura that the resulling products and services are capable of meeting [are capable of meeting the requiremants for the specified
the requiremenis for the specified application or intended use (when  [application or intended use fwhen known)? O f<
knewwr).
8.3.5 Design and development outputs
£.3.5q1 The organization shall ensure thal design and developmant oulputs: a) [How do you ensure fhat design and development outputs:

L

meel the inpul requiremants for design and development; b) are
adeguate for the subsequeént processes for the provision of producis
and senvices; ¢} include or reference maonlioring and measunng
requirements, and acceplance critena, as applicable; d) ensure
products o be produced, or services 1o be provided, are Rt for intended
purpose and their safe and proper use.

Keet the input requirements for design and development?
Are adequale for the subsequent pracesses for the provision
of products and senvices? Include or reference monforing

‘tand measuring requirements, and acceplanca crileria, as

applicable? Ensure products to be produced, or services 1o
ba pravided, are fit for infended purpose and their safe and
proper use?
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§.3.5q2 The organization ghall retain the documented information resuffing Show me the documented infurmatmn which resulls
from the design and developmenl process, from the design and development procass,
8.3.6 Desugn and development ahanges
8.3.6q1 The organization shall review, control and identify changes made (o Howe da you review, control and Identify changas made 1o the
deslgn inputs and design culpuls during the degign and development  |design inpuls and oulputs during dezign and development of
of praducts and services or subsequently, to the extent thal there i na [products and services ensuring ng impact on conformity 1o }
adverse impact on conformity to requirements. requirements? O Cﬁ
B.3692  |Decumented information on design and developmant changas shall be | Show me the documented information for design and
retained, development changes, o\l
8.4 Control of externally provided products and services
&.4.1 General
A.4.191 The organization shall ensure that externally provided processes, Haow doyou ensure exdemnally provided processes, prodocts
products, and sanvices confiorm o specified requiraments. and services conform to specifled requirements? o l<
8.4d.1q2 The organization shall apply the specified requirements for the contrel [Show mie how you apply specified requirements for the
of extemally provided products and services when: a) products and conlrol of exlernally provided products and semvices when:
services ara provided by extarnal providers for incorparation inle the  [Products and services are provided by external providers for
arganization's own products and services; b) products and services ara fincorporation into your own products and services; You
provided directly o the customers) by external providers on behalf of |provide products and senvices directly to customers by
the organization; ch a process or par of a process s provided by an external providers on your behalll A piocess or par-procass M\
external provider as & resull of 8 decision by the organization 1o s provided by an esdernal provider as & result of & decision to e
ouisounce a process or function. oulsource a process or function.
84,103 Tha organization shall establish and apply critedia for the evaluation,  [Show me how you establish and apply criteria for evaluation,
salaction, menitenng of perdormance and re-evaluation of external salaction, monitering of performanca and re-evaluation of
providers based on thelr ability to provide processes or products and  fexternal providers. How do you assess their ability to provide
services in accordance with specified requirerments, processes or products and services in accordance with Fd K
specified requiremants?
8.4.104 The erganization shall relain appropriate documentad information of  What documented Information do you have of the
the rezults of the evaluations, monitoring of the performanca and re-  (results of evaluations, monitoring of peformance and re- )
evaluations of the external providers. evaluations of exlernal providars? K
Qw ISO 9001:2015 Clause Audit Question Audit Evidence
8.4.2 Type and extent of control of external provision
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2 -0 8. LO2A

Q# IS0 9001:2015 Clause.

R b L L

Ay

£ [AGHIt Question | LIias i

Observation

W T o e

3.4.2q1

[in determining the type and extent of contrals to be applied [o the
exernal pravision of proceszes, products and services, the
arganization shall take inla consideration: a) the potential impact of the
externally provided processes, products and services on The
organization's ability lo consistently meet customer and applicabla
statutory and regulatory requirements; b) the parceived effeciiveneass
of the controls applied by the exlernal provider,

How do you determine The conirols applied o the extarnal
pravision of processes, products and services and take into
consideration: a) The potential impact of the extemally
provided processes, products and services on the ability to
congistenthy meal customer and applicable slatulory and
reguiatory requirements? b) The perceived effectivenass af
the cantrols applied by the exlernal provider?

B.4.2q2

The organization shall establish and implemenl verification or other
aclivities necessary lo ensure the externally provided processes,
producls and services do not adversaly affect the organization's ablilty
ta consistently deliver conforming products and services lo lis
clstomers.

What verification o other activities do you have 1o ensure
extermally provided processes, products and services do nol
adversely affect your abllity 1o consistently deliver conforming
products and services o your cuslomers?

84293

Processes or funclions of the arganization which have been
outsourced le an extermal provider ramaln within the scope of the
organization's quality managemant gystam; accordingly, the
organization shall consider a) and &) above and define both the
controls it intends to apply to the external pravider and those it intends
to apply 10 the resulling process oulput,

When procasses or functions have been outsourced 1o
extemal providers, how do you consider a) and b) [n 8.4.1
and how do you dafing the controls infended to be applied to
the external provider and to the resuliing process outpul?

ols

8.4.3 Information for external providers

8.4. 31

The organizalion shall communicate o external providers applicabla
requirernenis for the following: &) the products and senices [o be
provided or the processes lo be performed on behalf of the
organization; b) approval or releasa of praducts and senvices,
mathods, processes or equipment; ¢ competence of personnal,
including necessary qualification; d) their ineractions with the
organization’s quality managemanl system; &) the control and
manitoring of the external provider's performance 1 be applied by he
organization; f] verification activities that tha organization, or Its
customer, intends to parform al the extamal provider's premiges,

Show me how you eommunicale to exlernal providers,
applicabla requirements for: Products and services to be
provided or the processes [o be performed on behalf of the
afganization; Approval or release of products and services,
methods, processes or equipment; Campetence of
personrel, including necessary qualification; Their
interactons with the organization’s quatlty ma nagement
system; The control and monlloring of the external providers
perfarmance 1o be applied by the organizatlon; Verfication
activities that the organization, or its customer, intends o
perform at the extemal provider's premizes.

1

#.4,3q2

The etganization shall ensure the adequacy of specified requirements
prior i@ their communication to the external provider

Before you communicate with external providers, how do you
ensure the adequacy of specified requirements?

Q#

[ISC 9001:2015 Clause Audit Question

Audit Evidence

|8.5 Production and service provision

|8.5.1 Control of production and service provision
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8.5.1g1

The arganization shall implement controlled conditions for production
and senvice provision, incleding delivery and post-delivery activities.

What controlled conditions do you have for pr-:-duct'lun and
sanvice provision, including delivery and post-delivery
ackivities?

oS

85192

Controlled conditions ghall include, as applicable: a) the availability of
documeanted information that defines the characlarisiics of the producls
and services; b) the availabitity of decumented information thal definas
the activities lo ba perdformed and tha resulls o be achieved; ¢)
monitering and measurement aclivities al appropriate slages 1o verify
that criteria for control of processes and process oulputs, and
acceptance criteria for products and services, have been met. d} tha
use, and contral of suilable infrastructure and process envircnment; &)
tha availability and use of suitable monitoring and measuring
resources; ) the competence and, whare applicable, required
qualification of parsons; g} the validation, and periedic revalidation, of
{he abllity 1o achieve planned resulls of any process for production and
sarvice provision where the rasulling outpul cannot be verifled by
subsequent monitering or measuremant; b) the impiementation of
products and services release, delivery and post-delivery activities.

Can you show me cenfrollad conditions for: a) the availability
of documented information defining the characteristics of the
products and senvices; b) the availability of documented
information defining the activities to b parformed and the
results 1o be achieved; ¢) monitoring and measurament
acliviies al appropriate stages to verify that criteria for control
of procasses and process outputs, and acceplance criteria for
products and services, have bean met, d the use, and
control of suitable infrastructure and process environment; g)
tha availability and vse of suitable mondloring and measuring
resaurces; fi the competenca and, whera applicabla, reqguired
qualification of persons,; g} the validation, and periodic
revalidation, of the ablity to achieve planned results of any
process for production and servica provision whera the
resulting culput cannot be verified by subsequent menitoring
or measurement; h) the implementation of products and
services releasa, delivery and post-delivery acliviies.

ol

8.5.2 ldentification and traceability

85231

Where necessary o ensura conformify of products and services, the
organizalien shall vse suitable means to identify process oulputs.

Whal means do you use to identify process oulputs 1o ensura
conformity of products and services?

Watf-] one Charmitall foord- orlh ok
idubilication od pherntad Shose s

B.5.2q2

The arganization shall identify the status of process oultputs with
respect lo menitering and measuremeni requiremenis throughout
preduction and service provishon.

Haw do you identify the status of process outpuls?

o<

8.5.2q3

Where traceability is a requirement, the organization ghall control the
unigue ideniification of the proceszs oulputs, and retain any
documanted information necessary lo maintain {raceability.

Hower di you contral the unigue identification of proceszs
oulpuls, where applicable? What documented

infarmation de you relain?

ol

WOTE Frocess outpuls are the results of any activities which are ready for delivery 1o the organization’s custemar o lo an infernal .

3

Q#

IS0 9001:2015 Clause Audit Question

Audit Evidence

8.5.3 Property belonging to customers or external providers
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8.5.391 Tha organization shall exercise cara with property belonging fo the What care do you provide for customer or exlernal prm.'rder's

customer or external providers while it 1s under the crganization's proparty while pnder your confral? How do you identify, verify,

control or being used by the organization. The organization shall prafect and safeguard that property which s pravided for use

identify, verify, protect and safeguard the customer's or external or incorporation into your products or servicas?

provider's property provided for use or incorperatian into tha products ‘pf‘

and Senvices. C)
8.5.3q2 When proparty of the cestomer or external provider is incorreclly used, [VWhat means do you use o repor to tha customer or external

lost, demaged or olherwisa found to be unsuitabla for use, the pravider If thelr proparty s incarrectly esed, lost, damaged or

organizalion shall report this to the customer or extemnal provider, found lo be unsuilabla for use? o ] <

NOTE Cuslomer property can include material, compenents, lools and equipment, customer premizes, Inlelfectual property and

B.5.4 Preservation
8.54q1 The organization shall ensure preservation of process oulputs during [ How do you ensure preservalion of process oulpuls during

production and service piovision, 1o the extent necessary to maintain  |production and service provision to malnlain eenformity 1o o 14

conformity 1o requiremeants. product reguirements?

NGTE Preservation can include idenfification, handling, packaging, storage, transmission or transportalion, and protection.

8.5.5 Post-delivery activities
8.5.5q1 As applicable, the organization shall meet requiremeants for post- How do you meel requirements for post-delivery activities

delivery activities associated with the products and services, associated with products and servicas? &k:
#.5.5q2 In determining the exlent of post-delivery aciivities that are required,  [How do you determine: Rizk: Nature, use and intended

the organization shall consider: a} the risks associatad with the lifatima; Customer feedhback; Statutory and Regulatory

products and servicas, b} the nature, use and intended lifetime of the  [requirements, when determining the extent of post-delivery

products and servicas; ¢} customer feedback; d) statutory and aclivities required with products and services? @"

requlalory requirements. <

MOTE Post-defivery activities can include aclions under warranty provishons, contraciual obligations such as maintenance services,

8.5.6 Contral of changes
&.5.6q1 The organization shall review and control unplanned changes essential { How do you review and conltral unplanned changes 1o ensure

for production or service provision to (he exlent necessary to ensure  [confinuing conformity with specified requiremants?

continuing cenformity with specified requirements. .ﬂ'} 'q
&.56q2 The organization shall retain decumented information describing the  [What documented Information can you show me which

rezults of tha review of changes, the personnel authorizing the change, [describes the resulls of reviews of changes, the personnei

and B necessary aclons. authorizing change and any necessary actons? ’D kg
i |50 9001:2015 Clause Audit Question Audit Evidence

'8.6 Release of products and services
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Q#  [1809001:2015Clause. lAudit Question = i e & [Observations e T [ 52 S i aMiEea
&.6a1 The arganization shall implement the planned arangemenis al Show me how planned arangement have been implemented
apprapriate slages ta verify thal product and service requirements al appropriale slages to verify product and service
have been met. Evidence of conformity with the acceplance criteria requiremenis have been met, Show me what evidence you
shatl be retalned. redain. 6 ||<
B.6g2 The releasa of producls and services lo the customer shall nol proceed) Show mea how the releasa of products and services 13 held
urtil the planned arrangements for verification of conformity have been Juntil planned arrangements for verification of conformity hawve
satisfactorily completed, unless otherwize approved by a relevant basn satisfactorily completed, unfess approved by a relevant
authority and, a3 applicable, by the customer. Documented information fauthority, or the customer if applicable, Show me
shall provide Iraceability to the person({s) authorizing release of documantad information which shows fraceabiity o the O\‘L
products and senvices for delivery to the customer. person authodzing release of preducts and services,
8.7 Control of non-conforming process outputs, products and services
8.7q1 The organization shall ensure process outpuls, products and services  |How do you identify and control process outputs, products
that do not conform to requirements are identified and controlled to and senvices that do not conform to requirements and prevent
prevent their unintendad uze or delivery. thair unintendad use or delivery? @]<
8.7q2 The organization shall lake apprepriate correciiva action based on the [What appropriate corrective gclions are laken based an the
nature of the nonconformity and its impact on the conformity of nature of the nonconformity and its impact on the conformity
products and sarvices. This applies afzo to nonconforming products  [of products and services? How do you apply this to
and services delected after daliveny of the products or during the noncenformity detected after delivery? C) f<
provision of the senvice,
B8.7q3 As applicabie, the organization shall deal with nonconforming process  (How you deal with noncenforming process outputs, producls
outputs, products and senices in one or more of the following ways: a} [and services in terms of: Correction; Segregation,
cormaction; b) segragation, centainmeant, return or suspension of conlainment, refurn or suspanskon of proviskon of products
pravision of products and services; ¢ inferming the customer; dj and services? Informing {he customer? Chtaining
obiaining autharization for: - use "as-is’; - release, continuation or re-  [authonzation for use as-is? Release, continuation or re- {:, Jr‘
peovision of the products and services; - acceplance under concession. | provision of the products and service? Acceplance under i
concession?
8.7q4 Where nonconforming process oulputs, products and senvices are How do you verify conformance where process oufputs,
corrected, conformily te the requirements shall be verified, products and services ara corractad follawing O
nonconformance? !<
B.7q5 The organization shall relain documentad information of actlons taken hwhat documented information de you keep following !
an nencanforming process owtpuls, products and services, moluding  [actions taken 1o address nonconformities, including any
an any concessions oblaned and on the persan or authority that made {concessions obtained and on the person or autheority that
the decision regarding dealing with the nonconformity, made the decizion regarding dealing with the O l g
nonconformance.
B Tqb The arganization shall conduct risk management including evaluation  [How de you ensura the nsk control and their evaluation
witkie the cerdain period records
[Q# lISC 9001:2015 Clause Audit Question [Audit Evidence
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9 Performance evaluation

8.1 Mnnituring, measurement, analysis and evaluation

8,11 Gengral

9.1.1g1

The organization ghall determine: a) whal needs o be monitored and
measured; b) the meathods for monitoring, measurement, analysis and
evaluation, as applicable, to ensure valid resuits; c) when the
manitering and measuring shall ba perdommed; d) when the resuits from
menitoring and measurement shall be analysed and evaluated.

Show me how you determine: What needs 1o be monitored
and measured? Methods for moniterng, measuremeant,
anatysls and evaluation o ensure valid resulis? When to
perforrn monitoring and measuring? When results shall ba
analysed and evalualed?

el

5.1.1g2

The organizaticn shall ensure thal monitoring and measuremant
aclivities are iImplamented in accordance with the determined
requirements and shall retain appropriale documented information as
evidanca of tha resulls.

Whal docurmeanted information can you show me that
maonitaring and measurement activities have been
Implemanted in accordanca with detlermined requirements?

NS

81,193

The organization shall evaluate the quality performance and the
effaciivenass of the quality managemeant syslem,

Show mia haw yau evaluate tha guality perdformance and the
effeclivensss of the OMS,

Ol

8.1.2 Customer satisfaction

9.1.291

Tha oraanization shall monitor custemer perceplions of the degree to
which requiremants have been met,

How do you monilor customer perception of the degrae o
which requiremenls have been meat?

ol

9122

The organization shall obtain information relating to customer views
and opinicns of the organization and its products and senvices.

Howr do ywou obtain informatlon rafaling lo customer views and
apintans of your products and services?

ok

51293

The methods for eblaining and using this information shall be
delermined.

Whal methods for oblaining and using this information do you
hawve?

ok

MOTE Information refated to customer views can include customer satizfaction or apinion surveys, custoemear data on delivered

9.1.3 Analysis and evaluation

51.3q1

The crganization shall analyse and evaluale appropriale data and
information arising from monitoring, measurement and ofher sourcas.

S0 me how you analyse and evaluate data and information
ansing from monitoring, measurament and other sources,

o'

9,132

The outpul of analysis and evaluation sha'l be used to; a} demonstrate
conformity of products and services 1o raquiremants; b) assess and
enhance cusiomer satisfaction: o) ensure conformity and effectiveness
of the quality management system; d) demonstrate that planning has
been successfully implemented; ab azsess the performance of
procaiees: ) assess lha perfarmance of exlarmnal provider(si: g}

*ldetermine the need or opportunities for | improvements within the quality

managemeni sysiem.

Show me how the output of analysis and evaluation is used
1o; Demenstrate conformity of producis and senvices to
requirements? Aszess and enhance customer satisfaction?
Ensura conformity and effectiveness of the QMS7?
Dremonstrate that planning has been successfully
implemented? Assess process performance? Assass
parformance of external providers? Determine the need or
oppodunities for improvements within the GMS7

oOX
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__|Observations

53.1.3q%

Tha results of analysis and evaluation shall also he usad Io provide
inputs to managament review.

Show me where the results of anar'_.rsm an.d e-.rarual:lcn are
used o provida inputs to management reviaw.

5.2 Internal audit

8.2.1

42191

The crganization shall conduct internal audits at planned infervals to
provide lnformation on whether the quality ma nagemenl sysiem; a)
conforms to: 1) the arganization’s own requirements for lts guality
managemanl system; 2) the requirements of this Intemational
Standard; b) is effectively implemented and maintained.

Are Intermal audits being conducted at planned infervals? Do
they determine whather the QOMS conforms fo the
requirements of 150 2001 and o the ofther requirements
established by Organization? (Review records to demonstrate
conformance} Do they defermine whether the QMS is
effectively Implemented and maintained? (Review records)

ol

9.2.2

8.2 2qf1

The organization shall: a) plan, establish, implement and maintainan
audil programme(s) including the frequency, methods, responsibliities,
pranning requirameants and reporing, which shall take into
consideration the: quality objectives, the importance of Ihe processes
concemed, customer feadback, changes impacting an Ihe
ofganization, and the results of previcus audits; b) define the audil
criteria and scape for each audit; ¢} select auditors and conduct audits
to ensure objeclivity and the impartiality of the audit process; d) ensure
that the results of the audits are reporled 1o relevant managament; &)
lake necessary comection and corrective aclions without undue delay;
T} refain documented information as evidence of the implementation of
the audit programme and the audit resulls,

Can you show me audil programme(z) that 1akes inlo
consideration the quality objectives, imporance of the
processes, customer feedback, changes impacting the
oiganization and the results of previous audits? Whers are
the audit criteria and ecope for each audit? Can you
demonsirate that seiection of auditers and the conduct of
audits are abjective and impartial and that auditers don't audil
their own work? How are audit results reported 1o relavant
management? Can you demonstrate thal necessany
correction and corrective actions are taken withou! undue
defay? Can you show me documented information of the
audil programme and the audit resulls?

OIS

Q#

ISC §001:2015 Clause Audit Question

Audit Evidence

NOTE See 15O 19011 for guidance.

9.3 Management Review

8.3.1

9.3.1q1

Top management shall review the crganization’s quality management
syslem, al planned infervals, to ensure ils continuing sultability,

adequacy, and effectivenass.

{What is the frequency that lop management reviews the

organization's QMST How I3 the OMS deemed suitabla,
adequate and effective®

Page No 21 of 23




B

z p = S I:))Dr.: N : HCT-FM-0O8
iﬂ’:} f‘-i"%-; HOMECARE TEXTILES iasitie b . o2
q@ :ﬂ o) Auﬁ"-r CHECK LIST Issuse Date 1 O4-092-2017F

Standard: Internal Quality Management System Audit Checklist (IS09001:2015)

Auditors: Mr. Junaid Aftab, Mr Syed Iﬂekhar Mr. Ahmed Al

Audit Date: Q. o0-06-7 0703

Auditee's Name: As Per attached Audit Notice & E-Ian

[G#. isov0ei2015Clause. . = = = JAuditQueston = |Observations T T S v
9.3.1q2 The managament review shall be p]annad and camed ot wklng inlo_|What kinds of information are reviewed in mianagermen
consideration: &) the status of actions from previous management revigws? These must include: actlens status of previous
reviews: b) changes in external and internal issues that are relevant fo [reviews; changes to internatfexternal issues ralevant lo the
the quality management systern including its strategic directian; c} OMS: issues that affect strategy; KPIs for nonconformities
information on the quality performance, including trends and indicators [and corrective actions; monitor and measurement of results,
for: 1) nenconformifies and corective actlons; 2) monitaring and audit resulls: customer satisfaction; issues concerning
measurement results: 3) audit resulls; 4) customer satisfaction; §) external providers; issues concerning olher relevant parties;
lssues concerning external providers and other retevant interested adeqguacy of resources and effecliveness of GMS; process
parties: 6) adequacy of resources required for maintaining an effective |performance; conformily of praducts and services, actions O l¢
quality management systerm; 7) process performance and conformity  |taken lo address risks and opportunities and their
aof praducts and services, d} the effectiveness of aclions laken to effectiveness; new polential opportunities for cantinual
address risks and opportunities (ses clause 8.1); &) new potential Improvement.
apporunities for continual improvement.
8.3.2
9.3.2q1 The outputs of the management review shall include decisions and Shews mma thal management reviews include dacisions and
actions related to: a) confinual improvement opportunities; &) any need |actions relating te: Continual improvement opportunitles; The
for changes ta thie quality management syslam, including resourca naed for changes 1o the OMS Including resource needs, o '1.':__
needs.
9.3.202 The erganization shall refain documented informatlon as evidence of | Show me what decumented information you have as
the resulis of management reviews. evidenca of managemant reviews. [ '{f_,
10 Improvement
10.1 General
10.1q1 The arganization shall determine and select opportunities for How do you determine and sefect opportiunities for
impravemant and implement nacessary actions to meet customer improveman? Whal nacessary actions have you
requirements and enhance customer satisfaction. implameanted so that you have meat customer regquirements O ‘Ff_
and enhanced customer satisfaction’?
10.1q2 This shall include, as appropriate; &) improving processes to prevenl | Show me how you have: Improved processes to prevant
nanconformities; b} improving products and services 10 meel known nonconformities; Improved products and services to meest
and predicled requirements; ¢} impreving gquality management system (known and predicled requiremants; Improved QRMS results. (’_':} ] J—-
resulis.
; NOTE Improvement can ba effected reactively (a.g. comective action), incramantally (e.g. continual improvement), by step change
10.2 Nonconformity and corrective action
10.2.1
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Q#  |ISO9001:2016Clause. " " TAGdit Question
10.2.1q1  {When a nonconformity ocours, :nolul:hng those arising from complaints, [When nunu:aunformltlea oc:cur. show me huw. "fbu react; Take
tha oraanizatlon shall: a) react o the noncenformity, and as applicable: faction to confrol and corract it; Deal with the consequences;
1) take activn 1o control and correct it; 2) deal with the consequences; |Evaluate the need for action 1o eliminate the causa so that it
b} evaluate the need for action lo eliminate the cause(s) of the does not recur or occur elsewhere by: Reviewing the
noncenformity, in arder that it does nol recur or oceur elsewhere, by: 1) [nonconfemity; Detarmining the cause of the nonconformily;
reviewing the nonconformity; 2} determining the cavses of the Determining if similar noncenformities exist or could
nenconformity; 3) determining if simitar nonconformities exist, or could [potentially occur; Actions needed are Implemenied; Review
poientially ocour; ¢} implament any action needed; d) review the the effectiveness of correclive actions taken, if any; Make (@] 'i <
effectiveness of any carreclive aclion laken; €) make changes lo the  Inecessary changes lo the QMS.
quality managament system, If necessany.
10.2.1g2  |Corrective actions shall be apprepriale to the effacts of the Show me how correclion actions ware appropriate o the
nonconformities encountered, effects of the nonconformities encountered. O I|l"J':-
MNOTE 1 In some instances, it can ba impossible 1o sliminata the cause of & nonconfermity, NOTE 2 Correclive action can reduce the
10.2.2
10:2.291  |The organization shall retain documented information a5 evidence o  Iwhal documented information can you shew me as
a) the nature of the nonconfommities and any subsequant actions laken;isvidence of: The nalura of the nonconfoarmities and C:""ﬁ‘)-'
b) Ihe results of any corrective action. subsequent actions taken; The resulls of any comective
acticn.
10.3 Continual improvement
1031 The organtzation shall continually improve {he suitabllity, adequacy, Demonstrate that you continually improve the suilability,
and effactiveness of the guality managemen! system. adaguacy and effectiveness of tha QS & K‘
10.3g2 The erganization shall consider the outpuls of analysis and evaluation, | Demoenstrate that outpuls of analysis and evaluation and the
and the oulputs from management review, to confirm if there are areas [outpuls from management review are considered 1o confirm if
of underperformance or opporiunities that shall be addressed as part. [there are areas of underperformance or apperunities that
of continual improvement. shall be addressed as part of continual improvemeant. i |<
10393 Whare applicabla, the arganization shall select and wlilise applicable - [Whal applicabla ools and methodologies for investigation of

toois and methodeoiogies for investigalion of the causes of
underparformance and for supparting continual impravemeant,

the causes of underperformance and 1o suppodt continual
improvemant are salacled?

14
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