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" Implementation and Operation of an Integrated Quality Management System

in Accordance With ISO 9001:2015 in a Dermatology Department "

Balgd e Joanll leeldl cany Al lghdll mumgs sa duhall oda e aagd) oIS
Dbae 1ISO 9001: 2015 iy Cum cpalall (i) clerd Jlae 4 1SO9001:2015
e Al ity i et e dadaial) sae led Lo DU 3l gall 5sn (s3lly Wsn 4y Cafine
2 aal ey Aanall Jlae A e puad o Jgeand) dal o dasll 3 el 3das o
Cim oJlabg asale J5 5agall 5yla) pUat 260 dlee iy i Ay paall Aadaiall o Ayl 528
O paals IS cadl A 5V aals sye oiliial & Al il Gaxl) JleSiul Gl
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:*¢\siay (Criado.l ., et,al 2018) 4ulp -
'Quality management systems. ISO 9001:2015 in the clinical laboratory"
sagall oyly) Aaail 4 Apnsall hlad)l Adghias e B3l sa Auball oda (e Caagll
38l Laliiy Cancall Lalds aaail g8l 48 siean olud dulyall cuandin) Gua (1S09001:2015

& 13 508 gy Ciaaa Lalis @llia (S o) asl Auaball o2 il aal (s cpanilly gl
Auld)) dialedl dalall bl didae of duhal clag WS dgiuln Jlas

I Betlloch-Mas, |.,et,al. (2019)." Implementation and Operation of an Integrated Quality
Management System in Accordance With ISO 9001: 2015 in a Dermatology
Department'. Actas Dermo-Sifiliogréficas (English Edition).Pp 92-101.

2 Criado. L.(2018)." Quality management systems. ISO 9001:2015 in the clinical laboratory'.
European journal of preventive cardiology, 23(6), 636-648.



https://www.sciencedirect.com/science/article/pii/S0009898119302906#!
https://www.sciencedirect.com/science/article/pii/S0009898119302906#!
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:'¢\siay (Chiarini. A, 2017) Aups -

" Risk—based thinking according to ISO 9001:2015 standard and the

risk sources European manufacturing SMEs intend to manag '

e liall Gl dals Al Al sl olad cagp g duball eda e gl
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Bk g ) ciladaial) ol 2a Qi Al o5 QA dilaly hlaal) o W6 al
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bl haas 11 a5y oo @wi€ ) il il Al il cilia e s 28
sl 8 aiail] Jlaay Alalall Aass sialls 8yl SN (e Ba5al) (5000 zrase a3 €l 2ny
Glaiiall sl 2Ly & lal) 8o cdal Al llad) clis STl ) ) clags
Ll Auhall 138 358 ey (i LS Gepaall Jleadl leaiy ) Cilialsll dalad) e
OST due Gph e Addeall 03 Gaeat (Kay Cua cdaih LIS ALlie 28 o)) o @l
Dbl jobad hill 4ty JsY clsla 38 el sa duhal) oda 8 aaall Wl el (e
Al sially 8ysaall daps ) aieail) Sl jlalaall e LS Sl colllaial g Al
:*¢\siay (Djofack. S., et,al, 2017) dufn -
" Implementation of ISO 9001 in the Spanish tourism industry '

By Aalid)l e (85l allad 4sall jpleal) 285 o 5850 g duhall 038 (e (a2l

2)id) ity 1ISO 9001 U (e adine Al dpalis 3858 120 dad Gl e (53]
Ailany) sl Auhal Cua gl 7 3sad aladind g cJglaadl dana e @aaill 2t Jale Jlas
1ISO 9001 Guss daludl Jlae b sacieall ClSE) o Al 2508 Cyelals ¢ 9341 salgdl
cend Jie dagld Gl o ccleaad) o cilainadly alal) cllead) et e Adils Gl

! Chiarini. A, (2017).'Risk-based thinking according to 1ISO 9001: 2015 standard and the risk
sources European manufacturing SMEs intend to manage." The TQM Journal 29.2, Pp310-
323.

2 Djofack, S, et al, (2017). 'lmplementation of ISO 9001 in the Spanish tourism industry’
International Journal of Quality & Reliability Management 34.1, Pp 18-37.



http://www.emeraldinsight.com/author/Chiarini%2C+Andrea
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N P KR

: '¢\siay (Murmura. F., et,al, 2017) 4ula -

"Empirical evidences about ISO 9001 and ISO 9004 in Italian companies’

Sl Capilly (SO 9001 Gudai ) Syl Apat i sa Al o3a (e Caxgl) OIS
O il Sl ALYy ddymall (8 Al sy LS (ISl saa L (s Al adsally il
2581 I 35N apall Gk e laind £33 &8 Cua (1SO9004 diusl sl Zyalisy¥) skl
2016 Loyl 31 A b 18 (e siaall 35l PIA 1SO 9001 3aleid dsshaall dudlaty) 48,3
Jsmaall dilise wdlsn de e CuilS 5yl alaal) ld IS, ) 8 3850 522 <S)lis
Ao sial) IS G a8 Gadall e Aaslll 251l (e Ailide g 1 ) ciliagg salgall e
el Sy dlellaet ool b Ao J ddalgall aayis Al Lakalis ull o @) aaall 3ysalls
oady L Ll cagale <G e cooliind 8 Hbeall 138 Badas chadie) ) S5 o )l
ALl Lyl e 43)aally (K1 AUayl S al (e dad Calli culS Al o Auhal) s3a a5
ISO9001 (o 45)lie shaly Auhll oda Caali Mise Dlna ISO 9001 api gt 5 Al
Naguand (bl liza Legal 1SO dakiia layiixs Gua (1S09004

:*¢\siay (Manders., et,al 2016) 4u). -

ISO 9001 and product innovation: Aliterature review and research '

framework "

ALyl calandl jal Je 1S09001 il Jea Jaall 4l Ja ) ddhall o3a Cangs

(Jumdl IS5 laiidl IS5 1ISO9001 s ARl agd e paall saclise A Laalusal) )
Glef Cangs ol 187 8 dakiie (ysale e JST Jd e 1SO9001 lime 25 5 S8
zoaly e b Y el pas clgalinl cVlae (B 3a0s S Gaas ) g & Al ciledaial)

"' Murmura, Federica, et al, (2017). "Empirical evidence about ISO 9001 and I1SO 9004 in Italian
companies' The TQM Journal 29.5, Pp 650-665.
2Manders.B. et,al. (2016). 'ISO 9001 and product innovation: A literature review and research

framework' Technovation 48, Pp 41-55.




g sasall 130 il Al Glag¥l A Ca cclatiiall IS Gamy 5 5323 1S09001 S 13 L
Glaiiall 3 Y 35 1IS09001 G A8l ) o ddyall 38 Ld ciliags ) i) e
Ackaial o ot ) Aalaially g Uil Al U35 co3iild AS,0) dlas Sl slaie) 5200 iy

-(1987\1994\200012008\2015) dsulil) lacalsall (1 dahaal) daills dalaiadll anay

! \giay (Wilson. P., et,al, 2016) duf -

" Developing a knowledge management policy for ISO 9001: 2015 '

Ard) B35l 8)13) salie ae Ayl By bl agie Jayy 52 Auhall 038 (e Gl OIS
Ayl byd oy dadlally 33l jubee jsaa Ayl duhall Ay (ISO9001:2015
sa5al) 50y Aasad) toalaall G Tyl Alews Ayl a8 5 (45 (ISO9001:2015 b dperdaiil
Al 5 bl Bauloll) sealiall ass Ll a5 gpal Bea g 2l 1) t53kas Bga (1o
s Bl Apaal 3 L yhls Abpaal) o nall bl i Cus el Wjeall by as
ua 1S09001:2015 o duyall 03a 358 abl (pas ¢ 31 Balead culilliia (Budas A Clabaial
Adualsall 8 5)lsl) Apadatill A8 peall dajl amy (3l ol ilabiiall o) ixy L 5252015 Jobl 8
Lo Ll cipat culadly daSios o ) s Adypat s oo ke (o bl o2 o dalay,
DY 5o ae Abjeall 51 tsalie o) Jolat S et e ST Ll Al o3a e
g yaal) Aadaial) 8 5agadl 8y Al ek 3 ac by A1 V) Axgd) 5agal

:*¢\siay (Carlos J.F., et,al, 2016) dujn -

" The financial impact of a withdrawn ISO 9001 certificate '

Sl 213 e 1ISO09001 sales olaid iy sae gl I anili 58 Auhyall 238 (e (il

&5 Ay 4855 143 e die e Al oda Bakai Cus clgie salgal] Canns @ ) Sl
1ISO9001 sales e dlals ye dlilas ClS1E (e (g A) Aie s L 1ISO 9001 saled wa
O lemaa & ) Al bl DA e GG e i geaal) 0l o1 cpliis (JE e
G ) 11 8 Adlan] AV culd 3558 ol i) jelas Yy AMADEUS il sac s
1ISO9001 sales il Syl o ilagaall ey aall e 2ilally o) e 2ilall (uld

! Wilson, John P., et al, (2016). "Developing a knowledge management policy for 1ISO 9001:
2015." Journal of Knowledge Management 20.4, Pp 829-844.
2 Carlos.JF..etal, (2016).'The financial impact of a withdrawn ISO 9001 certificate."

International Journal of Operations & Production Management 36.1, Pp 23-41.
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:'¢\siay (Ingason.H, 2015 ) {upn -

" Best Project Management Practices in the Implementation of an ISO

9001 Quality Management System '
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Aabal s ) il Bl i il Bulee (8 e o el (e - (pilasall 3,200
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11S0,(2015), "Quality management systems — Fundamentals and vocabulary', Fifth Edition,
https://www.iso.org/obp/ui/#iso:std:iso:9000:ed—-4:v ] :en:term:3.7.
4 1SO/TC-176.(2005). 1SO 9000:2005 Quality management systems— Fundamentals and

vocabulary’, /nternational Organazition for Standardization, https://www.iso.org .
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i Apalall Ergadly cluhall 385 "y lady cilataas L)y Aaliily Sagadl " ((2012) ¢ysyaly ua ciglanll?

4 U ca_v}u ¢(3uiiad 1 J\M\ cBJ};J\ o'
2 Kleinova, R., etal. (2014). Comparison of new drafts of ISO 9001: 2015 and ISO 14001:

2015 standards in term of integration. Transfer inovécii, 292), P 173.
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! Medi¢, S., etal. (2016). 'New standard 1SO 9001: 2015 and its effect on
organisations'. /nterdisciplinary Description of Complex Systems: INDECS, 14(2), p 189.

2 Zalengera, C., et,al. (2014). "Overview of the Malawi energy situation and A PESTLE analysis
for sustainable development of renewable energy'. Renewable and Sustainable Energy
Reviews, 38, 335-347.

3 Zahari, A. R., et,al. (2018). "Analysis of suborbital flight operation using PESTLE'. Journal of
Atmospheric and Solar-Terrestrial Physics. Pp 2—-4.
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! Phadermrod,B..etal. (2019). 'lmportance-performance analysis based SWOT
analysis'. /nternational Journal of Information Management, 44, 194-203.

2 Nazarko, J., et,al. (2017). "Application of enhanced SWOT analysis in the future—oriented
public management of technology'. Procedia Engineering, 182, 482-490.
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! Hoyle, D. (2017). "/SO 9000 Quality Systems Handbook-updated for the 1ISO 9001: 2015
standard: Increasing the Quality of an Organization’s Outputs. Routledge. Op,cit, Pp 192-
195..
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! Purushothama, B. (2014). 'Implementing ISO 9001: 2015". WPI Publishing. Pp 28-29.

2 Bourne, L. (2016). 'Targeted communication: The key to effective stakeholder

engagement'. Procedia-Social and Behavioral Sciences, 226, 431-438.
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(Govind R, (2018), ' The deadline for organizations to transition to ISO 9001:2015 is fast
approaching’, Managerial Auditing Journal, 15(1/2), Pp 20-36.)
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! Hoyle, D. (2017). "/SO 9000 Quality Systems Handbook—-updated for the 1ISO 9001: 2015
standard: Increasing the Quality of an Organization’s Outputs. Routledge’, op,cit ,P 197.

2 Boone, L. E., etal. (2013). "Contemporary Marketing’, 16th Edition. Boston: CENGAGE
Learning Custom Publishing, P 402.
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1 Christopher P,(2017) ‘Surviving ISO 9001:2015- What Went So Wrong with the World's
Foremost Quality Management Standard and How to Implement It Anyway ', opcit, pp 410-
411.
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1 Abuhav, I. (2017)." /SO 9001: 2015-A Complete Guide to Quality Management
Systems'.op,cit, p 220.

74

—
| —



eshais avanal dolee Al aay Mg o LGl Aalaial) o g8 AL AAY Lgilaads Lgilatine el
Sl b cladlly cilatiall g Glacal dulic
i)y M\ ski 2.3.8.3
2 il dabaid) e g o pshils asenaill Jadgually Jalpall aan xie

pshilly aranail) Adadil diats baeg Aagle @

Aadadll Cilaalyall 3 6 Loy Agllaall dleall Jalye

Aaall e ailly Gaaall Aadil yyglaig apesi ®

Lalalidly Al gl =

Ggaolalls la0al ojlsdl cilalial m

el (el G Clgaly 8 HSaill

cOmeadivally o Dasll yif ) dalsl) w

cleaddly hlatinally 3yl bl =

Alall @y gAY dgiall GlLY 1 el J8 o pdsiall 3ylasd) s5ine ™

cllliall By AU A gl Clashed) 3 S5

laraaal 2w ) cleadlly chlaiiall (g 3a3ma £ 158 4wl W) cilllaiall dalaiall 20

laslaally )] lllaia g dudds ) culllaiall sleye dadaiall o cany 1aa oL cLay ol
Cllliall 1) AlaYl cidlad) dda 58U ABlead) A6,Ladl yshailly araaail) dda il (e Badiandll
OS5 O s o Jdall Aldiaall (algally dda ) A jlan 2 lg ol yulaas dpadaiilly A gl
Ja 0o Y Laaly clesd Gl Vs ALAS (585 Capmy ¢ plally el (a2 418 DA
Falaiall Ly elailly apenail) DAL

! Ander Errasti, (2017), ' Global Production Networks: Operations Design and Management’,
Second Edition, CRC Press, Pp 225-226.

2 Diban, D. O. N., etal. (2015). 'The complexity of ergonomic in product design
requirements'. Procedia Manufacturing, 3, Pp 169-174.

3 Hoyle, D. (2009). 'ISO 9000 quality system handbook, using the standards as a framework

for business improvement' , opcit, Pp 462-466.
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1 Swainson, M. (2018). 'Swainson’s Handbook of Technical and Quality Management for the
Food Manufacturing Sector'. Woodhead Publishing. p 184.

2 Tricker, R. (2010)." /SO 9001: 2008 for small businesses'. Routledge. P 101.

3 Cochran, C. (2015)." /SO 9001: 2015 in plain English'. Paton Professional. op,cit, Pp 150-
151.

* Natarajan, D. (2017)." /SO 9001 quality management systems'. Op,cit , Pp 77-78.
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! Abuhav, 1. (2017)." 1ISO 9001: 2015-A Complete Guide to Quality Management Systems'.
op,cit, P 267.
.92 ) ‘US'J ™ e " 180 9001:2015 @Jﬂ\ EJA\JA“ dﬁhﬂ g.hﬁv d:\h " ‘(2016) ¢ s ‘J\'.'\';d\ 2

77

—
| —



cleaally colatiall (3

coalaiB Csllas Jage (ol @l 8 Ly e3¢ S

Aadaiall e el lendl) adie cDle i

ki) Wit A Gueslall claadll esia ¢13) e ys L)

B o e oLl adlee 1 Aadanall (o558 (A da ol (g0 Gindl ) (Bindl) Al
il Gledll anie

claailly ZUY) ,dsi 5.8.3

tladdl) azaliy o WIY) dd) 1583

Al eals Gigyls b clasally F Y] g b Al ey

o LBV v (A0, dazalal) Lo i) Jas

o G lasally clealil alyall Cilaiiall (el ad aaad Sl A sal) Cileglad) g @

Sl ) ALY clgiiiad alyall ity Lew bl gty () Ada Y ) ¢l
Asslial Galalls aa)ll 3)lsa alasiil

Gilileal) Al yulaa slifinl (o Ginall Anuliall Jaball 8 oelilly 2a)l) ddaal i
cleadlly clatidl Jsd uleay gl

clleal) Jpanl A5ls dnliall dgianll Al aladsi

cosllae Jage (ol 8 e UST Galans] (s

salels cclaadl) maiiy 7 L) Glilead dlabadal) bl Giias o 528 (e (Giaill
L Gl sl aa)ll Gol e gl e @I 3 Cus clgia (g)sal) (38
Lol Uadll i il a2

il aay Log adudily Y1 Al ds

raeidlly paail) 2.5.8.3

ccriladaiall e dialpall L il cllliall sl (e geiiall aiiilly apaail ddee yiin

Aot ) Al e gy ol clalinal cilillie e A sel) dasy il Alee daiad Cya
claaally claiiall 3815 el Gygyua @l 56 Latie cila i) paail dwliall Bl
ariy Y1 Jabe an 8 ubilly A8al) e (3let Logd s sl Alla yaa3 S

1 Dentch, M. P. (2016).” The I1SO 14001: 2015 Implementation Handbook: Using the Process

Approach to Build an Environmental Management System'. ASQ Quality Press, p 67.
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! Patrick A ,(2016), " SYSTEMS THINKING AND ISO 9001:2015, Connecting dots between
Rational Thinking, Appreciative Systems and an effective 9001:2015 implementation’,
Second Edition, SystemsThinking. Works, P 75.

96 = 0S5 GBas anye ¢ 1SO 9001:2015 Autsall Abualgall gaudail ae Juda " ((2016) ¢ o ¢ ylidall 2
*Dentch, M. P. (2016). 'The ISO 14001: 2015 Implementation Handbook: Using the Process
Approach to Build an Environmental Management System'. op,cit, p 67.
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! Egonsson, E., etal. (2013). "After-sales services and customer relationship marketing: a
multiple case study within the Swedish heavy equipment machinery industry". CRC Press .Pp
143-145.

2 Gregory S. Peckford, (2017) ," Mastering 1S09001:2015 A Step-By-Step Guide To The
World’s Most Popular Management Standard’, op,cit, Pp 123-124.
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! Alka.J, Paul.P,(2015)," 1SO 9001:2015: Understand, Implement, Succeed! " Pearson
Education , https://learning.oreilly.com/library/view/iso-90012015-understand/ 9780133550801/
ch(09.html.

2 Purushothama, B. (2014)." Implementing ISO 9001: 2015". WPI Publishing, op,cit, Pp 114~

115.
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* Matthew A. Barsalou, (2017), " The Quality Improvement Field Guide: Achieving and
Maintaining Value in Your Organization', Productivity Press, p 120.
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5 Patrick A ,(2016), " SYSTEMS THINKING AND ISO 9001:2015, Connecting dots between

Rational Thinking, Appreciative Systems and an effective 9001:2015 implementation’, op,cit,

Pp 77-78.
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1SO 9001:2015 GAP ANALYSIS TOOLS

The following check list can be used for both internal audit as well as a Gap Analysis
tools.

BEGAP

1SO 9001:2015 Checklist

Clause 4 Context of the organization

4.1 Understanding the organization and its context

Has the organization determined the external and internal issues relevant to the Purpose
& strategic direction of its QMS and that can affect its ability to achieve the intended
1 results?

Does the organization monitor and review information about these external and internal
2 issues?

4.2 Understanding the needs and expectations of interested parties

1 Has the organization determined the interested parties that are relevant to the QMS?

Has the organization determined the requirements of these interested parties relevant to
2 the QMS?

Does the organization monitor and review the information about these interested parties
3 and their relevant requirement?

4.3 Determining the scope of the quality management system

1 Has the organization established the scope of its QMS?

163

—
| —


http://i2.wp.com/isoconsultantpune.com/wp-content/uploads/2016/02/Gap-analysis.png
http://i2.wp.com/isoconsultantpune.com/wp-content/uploads/2016/02/Gap-analysis.png

2 Has the organization determined the boundaries and applicability of the QMS?
While determining Applicability, does the organization determine if it affects its ability
or responsibility to ensure the conformity of its products and services and the
3 enhancement of customer satisfaction?
4 Does the scope states the types of products and services covered?
Is the organization’s scope made available and maintained as a Documented
5 Information?

4.4 Quality management system and its processes

1 Has the organization determined the processes needed for the QMS?
Has the organization determined the application of these process throughout the
2 organization?
3 Has the organization determined the sequence and the interaction of these process?
Has the organization determined and applied the criteria and methods needed to ensure
4 the effective operation and control of these processes?
Does these methods include the monitoring, measurement and related performance
5 indicator?
6 Has the organization determined the resources needed for these organization?
Has the organization ensured the availability of the resources needed for these
7 processes?
8 Has the organization assigned the responsibilities and authorities for these processes?
Has the organization addressed the risk and opportunities associated with these
9 processes?
Has the organization evaluated these processes and implemented any changes needed to
10 ensure that these process achieve its intended results?
11 Has the organization made improvement in its processes and its QMS?

Clause 5 Leadership

5.1 Leadership and commitment
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Does the top management demonstrate leadership and commitment by taking
1 accountability for effectiveness of its QMS?

Has the top management ensured that the quality policy and quality objective are
2 established?

Are quality policy and quality objective compatible with the context and strategic
3 direction of the organization?

4 Has the organization integrated the requirements of QMS with the business processes?

Is the organization promoting the use of process approach and risk based thinking
5 throughout the organization?

6 Is the top management ensuring that the resources needed for the QMS are available?
7 Is the focus of enhancing customer satisfaction maintained?
5.2 Policy

Is quality policy appropriate to the purpose and context of the organization and does it
1 supports its strategic directions?

2 Does Quality policy provide the framework for setting quality objective?

Does Quality policy include the commitment to satisfy applicable requirements and to

3 continually improvement of the QMS?
4 Is Quality policy communicated, understood and applied within the organization?
5 Is Quality policy appropriate and made available to the relevant interested parties?

5.3 Organizational roles, responsibilities and authorities

While assigning the responsibilities and authorities, do the top management ensure that
1 its QMS meets the requirement of 1SO 9001:2015?

While assigning the responsibilities and authorities, do the top management ensure that
2 there is promotion of customer focus throughout the organization?

While assigning the responsibilities and authorities, do the top management ensure that
3 performance of its QMS and opportunities for improvement are reported to them?

While assigning the responsibilities and authorities, do the top management ensure that
4 integrity of QMS is maintained when changes to the QMS are planned and maintained?
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6 Planning

6.1 Actions to address risks and opportunities

Has the organization determined the risks and opportunities that has to be addressed so
that QMS can achieve its intended results, enhance desirable effects, prevent, or reduce
1 undesired effects and achieve improvement?
2 Has the organization planned actions to address these risks and opportunities?
3 Has the organization evaluated the effectiveness of these actions?

6.2 Quality objectives and planning to achieve them

Has the organization established quality objectives at relevant functions, levels and
1 process needed for the QMS?

2 Are the quality objectives consistent with the quality policy?

Does the organization have quality objectives which are relevant to the conformity of

3 product and services and enhancement of customer satisfaction?

4 Are quality objective measureable and do they take account of applicable requirements?
5 Are quality objectives monitored, communicated and updated as required?

6 Does the organization maintain documented information on the quality objectives?

For achieving quality objectives does the organization determines what will be done,
what resources are required, who will be responsible, when will it be completed and
7 how are the result to be evaluated?

6.3 Planning for change

1 While determining changes for the QMS, are changes carried out in planned manner?

While planning for change, does the organization consider the purpose of the change
and their potential consequence; the integrity of the QMS; the availability of resources;
2 and allocation and reallocation of responsibilities and authorities?

7 Support

7.1 Resources

Has the organization determined and provided the resources needed for the
1 establishment, implementing, maintaining and continually improvement of the QMS?
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Has the organization determined and provided the persons required for effective
maintenance of QMS and for operation and control of its processes?

Has the organization determined and maintained the infrastructure needed for operation
of its processes and to achieve conformity of product and services?

Has the organization determined, provided and maintain the environment necessary for
the operation of its processes and to achieve conformity of products and services?

Has the organization determined and provided the necessary resources needed when
monitoring and measuring is used to verify conformity to product and service
requirement?

Does the organization determine the knowledge necessary for the operation of its
processes and to achieve conformity of product and services?

7.2 Competence

Does the organization determine the necessary competence of its employees whose
work affects the performance and effectiveness of the QMS?

Does the organization ensure that its employees are competent on basis of appropriate
education, training or experience?

Does the organization take applicable actions to acquire the necessary competence and
evaluate the effectiveness of action taken?

Does the organization retain the appropriate documented information as evidence of
competence?

7.3 Awareness

Does the organization ensure that the persons doing work under the organization’s
control are aware of its quality policy, relevant quality objectives, their contribution to
the effectiveness of QMS including the benefits of improved performance and the
implications of not meeting QMS requirements?

7.4 Communication

Does the organization determine the internal and external communication relevant to
the QMS including on what it will communicate, when to communicate, with whom to
communicate, how to communicate, and who communicates?

7.5 Documented Information

Does the organization’s QMS include documents required by ISO 9001:2015 and
documents determined by the organization necessary for the effectiveness of the QMS?
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While creating and updating documented information, does the organization ensure it
2 is appropriate in terms of identification & descriptions?

While creating and updating documented information does the organization ensure that
3 it is in proper format and in correct media?

While creating and updating documented information, does the organization ensure that

4 there is appropriate review and approval for suitability and adequacy?
5 Is the documented information adequately protected?

6 Is there control of changes (e.g. version control)?

7 Are adequate control in place for retention and disposition?

8 Avre records protected for unintended alterations?

8 Operations

8.1 Operation planning and control

Does the organization plan, implement and control the processes needed to meet the
1 requirement for the provision of product and services ?

Does the organization determine the resources needed to achieve conformity to the
2 product and service requirements?

Does the organization implement controls of the processes in according with the
3 criteria?

Does the organization determine, maintain and retain necessary documented
information to have confidence that the processes have been carried out as planned and
4 to demonstrate the conformity of products and services?

8.2 Requirements for products and services

Does the organization communicate with customers to provide information relating to
1 products and services, handling enquiries, contracts or orders (including any changes)?

Does the organization obtain customer feedback relating to products and services
2 including customer complaint?

3 Has the organization established requirements for contingency action, where required?

Are the requirements defined and does it includes applicable statutory & regulatory
4 requirements and those considered necessary by the organization?
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Has the organization reviewed the requirements specified by customer, including the
6 requirements for delivery and post-delivery activities?

Does the organization retain documented information on the results of the review and
7 on any new requirements for the products and services?

8.3 Design and development of products and services

Has the organization established, implemented and maintain a D&D processes that is
1 appropriate to the subsequent provision of product and services?

In determining the stages and controls for D&D, has the organization taken into
2 consideration the responsibilities and authorities involved in the D&D process?

In determining the stages and controls for D&D, has the organization taken into
3 consideration the external and internal resources needed?

In determining the stages and controls for D&D, has the organization taken into
4 consideration the need to control interfaces between persons involved in D&D?

In determining the stages and controls for D&D, has the organization taken into
5 consideration the need for involvement of customer and user?

In determining the stages and controls for D&D, has the organization taken into
consideration the documented information needed to demonstrate that design and
6 development requirement have been met?

8.4 Control of externally provided processes, products and services

Does the organization ensure that the externally provided processes, product and
services do not adversely affect the its ability to consistently deliver conforming
1 products and services to the customers?

Does the organization ensure that the externally provided process remain within the
2 control of its QMS?

Does the organization ensure adequacy of requirements prior to their communication
3 to the external provider?

8.5 Production and Service provision

Has the organization implemented production and service provision under controlled
1 conditions?

2 Are competent persons (including qualification) being appointed?

3 Has the organization implemented any actions to prevent human error?
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When property belonging to customers or external providers is under the organization’s
control or being used being used by the organization, does the organization exercise
4 adequate care?

Does the organization preserve the outputs during production and service provision, to
5 the extent necessary to ensure conformity to requirements?

Does the organization meet requirements for post-delivery activities associated with the
product and services? Does the organization conduct review and control changes for
6 production or service provision to ensure continuing conformity with requirements?

8.6 Release of products and services

Has the organization implemented planned arrangements, at appropriate stages, to
1 verify that the product and service requirements have been met?

8.7 Control of nonconforming outputs

Does the organization ensure that the outputs which do not conform to their
1 requirements are identified and controlled to prevent their unintended use or delivery?

2 Is the action appropriate to the nature of the nonconformity and its effect on the
conformity of product and services?

Do the organization also consider nonconforming product and services detected after
3 delivery of products, during and after provision of services?

When non-conforming product and services is detected does the organization take
correction action and/or segregation, containment, return or suspension of provision of
product & services and/or informing the customer and/or obtaining authorization for
4 acceptance under concession?

Does the organization retain documented information that describes the nonconformity;
describes the actions taken; describes any concession obtained; identifies the authority
5 deciding the action in respect of the nonconformity?

9. Performance evaluation

9.1 Monitoring, measurement, analysis and evaluation

1 Does the organization determine what needs to be monitored and measured?

Does the organization identify the monitoring, measurement, analysis and evaluation
2 methods necessary to ensure that the results are correct?

3 Does the organization determine when monitoring and measurement is implemented?
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Does the organization determine when to analyze results from monitoring,

4 measurement and evaluation?
5 Does the organization evaluate the performance and effectiveness of the QMS?
6 Does the organization monitor clients' perceptions, needs and expectations?

Does the organization analyze and evaluate data and information resulting from
7 monitoring and measurement?
9.2 Internal Audit
1 Does the organization conduct internal audits at planned intervals?

Did the organization plan a program that can find out if QMS is effectively
2 implemented and maintained?
3 Did the organization define the audit criteria and scope of each audit?

Does the organization ensure that the results of the audits are reported to relevant
4 management?

Does the organization take appropriate correction and corrective action without undue
5 delays?

Does the retain documented information as evidence of the implementation of the audit
6 program and the audit results?

9.3 Management review

1 Does the Top Management review the organization QMS at planned intervals?

Does the review take into consideration the status of actions from previous management
2 reviews?
3 Is the changes in external and internal issues relevant to QMS considered?

Does the review take into consideration information on the performance and
4 effectiveness of the QMS?
5 Does the review take into consideration adequacy of resources?

Does the review take into consideration the effectiveness of actions taken to address
6 risks and opportunities?
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7 Does the review take into consideration the opportunities for improvement?

Does the outputs of the Management review include decision and actions related to the
8 opportunities for improvement; any need for changes to the QMS; and resource needed?

10 Improvement

1 Has the organization determine and selected opportunities for improvement?

Has the organization implemented any necessary action to meet customer requirement
2 and enhance satisfaction?

Has the organization taken action for improving the performance and effectiveness of
3 the QMS?

10.2 Non conformity and corrective action

When any nonconformity (including complaints) occurs, does the organization take
1 action to control and correct it and deal with the consequences?

When any nonconformity (including complaints) occurs, does the organization evaluate

2 the need for action to eliminate the causes of the non-conformity?
3 Does the organization reviews and analyzes the nonconformity?
4 Does the organization determine the causes of the nonconformity?

Does the organization determine similar nonconformity exist or could potentially
5 occur?

6 Has the organization made changes to the QMS if necessary?

Are the corrective actions appropriate to the effects of the nonconformities
7 encountered?

Does the organization retain documented information on the nature of the
8 nonconformities and any subsequent actions taken; and result of any corrective action?

10.3 Continual improvement

Does the organization continually improve the suitability, adequacy and effectiveness
1 of the QMS?

Does the organization consider the results of analysis and evaluation, and output from
management review to determine if there are needs or opportunities to be addressed as
2 part of continual improvement?
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Abstract

The research provides the probability study of requirements availability of
applying the quality management system according to the international
standard 1SO9001: 2015 in the General Organization for Textile Industries in
Damascus, the research is based on the diagnosis of the gap between the
international standard and the quality system used in the studied institution
through the use of check lists for gap analysis. The examination list included
(146) statements divided into seven basic requirements as they appear in the
international standard, (In the context of the organization's work, leadership,
planning, support, operation, performance evaluation, improvement), in order
to qualify the organization towards obtaining the certificate of conformity with
international standard ISO9(001, which will improve the level of performance
and services provided by studied organization after identifying the reality of
the quality management system by identifying the strengths and weaknesses
of the system to diagnose the gap and find ways to address it the researcher
used the case study methodology to conduct the research. The examination
lists were filled through field interviews, essential records and documentaries,
the application and documentation were measured based on percentages and
the mean. one of the most important findings of the research is the existence
of a gap between the requirements of the international standard and the reality
of application and actual documentation in the studied institution, which was
(61.93%) Due to a number of reasons, including the lack of strengthening the
role of the Department of Quality in the institution and give it sufficient powers
to perform its tasks efficientlyc Lack of interest by the Department in quality
courses, seminars and training programs, as well as restrictions on the

institution related to the selection of external suppliers.

Keywords: ISO, ISO9000, the quality management system,
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