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Procesni pristup v ISO 9001:2015

Ucel tohoto dokumentu

Ucelem tohoto dokumentu je vysvétlit procesni pFistup v 1SO 9001:2015. Procesni pfistup je mozné
pouzit v jakékoli organizaci a v jakémkoli systému managementu bez ohledu na typ, velikost nebo
slozitost.

Co je procesni pristup?

VSechny organizace k dosazeni svych cild vyuZivaji procesy.

Proces: Soubor vzijemné provazanych cinnosti vyuZivajicich vstupy k dosahovani zamysleného
vysledku.

POZNAMKA: Vstupy a vystupy mohou byt hmotné (naptiklad material, sou¢astky nebo vybaveni), nebo nehmotné
(napfiklad data, informace nebo znalosti).

Soucasti procesniho pfistupu je vytvoreni procesl organizace tak, aby fungovaly jako uceleny a
integrovany systém.

e Systém managementu integruje procesy a prostredky tak, aby se dosahlo splnéni cilG.

e U procesu jsou definovany provazané cCinnosti a kontrolni body tak, aby dodavali zamyslené
vystupy.

e Podle potieby je moziné definovat a zdokumentovat podrobné planovani procest, a to
v zavislosti na kontextu organizace.

Zvazovani rizik, PDCA a procesni pristup

Tyto tfi koncepty spolecné tvoti integralni sou¢ast normy ISO 9001:2015. Systém managementu musi
resit rizika, kterd mohou mit dopad na cile a vysledky. Zvazovani rizik je v procesnim pfistupu vyuzivano
k:

¢ rozhodnuti, jak budou v zavedenych procesech fesena rizika (pozitivni i negativni) aby byly
zlepSovany jejich vystupy a predeslo se nezadoucim vysledkim;

o definovani rozsahu planovani procesl a potiebnych kontrolnich mechanismu (na zakladé rizik);

e zlepSovani efektivnosti systému managementu kvality;

e udrZovani a fizeni systému, ktery ze své podstaty resi rizika a dosahuje cil(.

PDCA je nastroj, ktery Ize poutzit k fizeni procest i systém(. PDCA znamena:
Planuj: stanov cile a vytvor procesy, které jsou nezbytné pro dosazeni vysledk.
Délej: implementuj, co jsi naplanoval.
Kontroluj: monitoruj a mér procesy a vysledky podle cilG.

Jednej: proved opatieni pro zlepseni vysledkd.

© I1SO 2017 — All rights reserved 1


http://www.iso.org/

PDCA funguje jako cyklus neustdlého zlepSovani se zvazovanim rizik v kazdé jeho fazi.

Jaké jsou potencialni pfinosy?

o Zlepseni chapani, definovani a integrace vzajemné provazanych procesu.

« Systematicky management planovani, implementace, kontroly a zlepSovani procesd i celého
systému managementu.

o LepsivyuZiti zdrojl a vyssi odpovédnost.

* Konzistentnéjsi naplfiovani politik a dosahovani cilll, zamyslenych vysledk( a celkové vykonnosti.

e Procesni pfistup mlze usnadnit implementaci jakéhokoli systému managementu.

e ZvySeni spokojenosti zakaznik( plnénim jejich pozadavki.

e ZvySeni davéryhodnosti organizace.

Praktické kroky pouZiti procesniho pfistupu v ISO 9001:2015 jsou vysvétleny nize v pfiloze A A.

Dalsi uzitecné dokumenty

“ISO 9001:2015 Procesni pristup” prezentace v MS PowerPoint na adrese
https://committee.iso.org/tc176sc2
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Priloha A

Procesni pristup v 1ISO 9001:2015

Nasledujici sled opatreni je pfikladem toho, jak mlze organizace pristoupit k vybudovani a fizeni
procesll svého systému managementu kvality v souladu s poZadavky ISO 9001. Vykonnost Ize Fidit a

zlepsovat pomoci cyklu PDCA. To plati jak pro cely systém, tak pro jednotlivé procesy a provozni ¢innosti.

Kroky
procesniho Co délat? Navod
pristupu

PLANUJ

Urceni kontextu
organizace

Urceni rozsahu,
cilti a politik
organizace

Organizace by méla
identifikovat aspekty,
relevantni
zainteresované
strany a jejich
relevantni poZadavky,
potreby a o¢ekavani.
Tim md{zZe organizace
definovat své zaméry.

Na zakladé analyzy
pozadavk, potieb a
ocekavani urcit
rozsah a cile a
vytvofit politiky
relevantni pro systém
managementu
organizace.

Shromazdovat, analyzovat a urcovat externi a interni
aspekty organizace s cilem uspokojovat relevantni
pozadavky, potieby a oéekdvani relevantnich
zainteresovanych stran. Monitorovat a ¢asto komunikovat
s témito zainteresovanymi stranami, aby byly jejich
pozadavky, potieby a ocekdvani stale spravné chapany.

POZNAMKA: V ¢lanku 6.1 se pozaduje zvaZovani rizik a
prilezitosti vztahujicich se ke kontextu a otdzkam relevantnich
zainteresovanych stran.

Organizace musi urcit hranice a aplikovatelnost svého
systému managementu. Pfitom je potfeba zvazit interni a
externi kontext a pozadavky zainteresovanych stran.
Rozhodnout, na kterych trzich chce organizace pUsobit.
Vrcholové vedeni by pak mélo stanovit cile a politiky pro
dosahovani pozadovanych vysledk.

Urceni procesti v
organizaci

Urceni procesl
nezbytnych

k dosahovani cill a
plnéni politik a
vytvareni
pozadovanych
vysledkd.

Organizace musi urcit procesy potiebné k dosahovani
pozadovanych vysledkd. Tyto procesy zahrnuji
management, zdroje, provoz, méreni, analyzy a
zlepSovani.
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Kroky

procesniho Co délat? Navod
pristupu
Define and describe the network of processes and their
interaction. Consider the following:
Urceni :sledu Urcen.l tok.u ?rocesu e The inputs and outputs of each process (which may
procesu z hlediska jejich sledu

a vzajemnych vazeb.

Determine Assign responsibility
people or remits | and authority for
who take each process.
process

ownership and
accountability

be internal or external)

e Process interaction and interfaces on which
processes depend or enable

e Optimum effectiveness and efficiency of the
sequence

e Risks to the effectiveness of process interaction

Note: As an example, realization processes (such as those
needed to provide the products or services delivered to a
customer) will interact with other processes (such as the
management, measurement, procurement in the
provision of resources).

Process sequences and their interactions may be
developed using tools such as modeling, diagrams,
matrices and flowcharts.

Top Management should organize and define ownership,
accountability, individual roles, responsibilities, working
groups, remits and authority, and ensure the competence
needed for the effective definition, implementation,
maintenance and improvement of each process and its
interactions. Such individuals or remits are usually
referred to as the Process Owners.

To manage process interactions it may be useful to also
establish a management system team that has a system
overview across all the processes and may include
representatives from the interacting processes and
functions.
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Kroky

procesniho Co délat? Navod

pristupu

Befine Determine those Processes exist within the organization. They may be
Determine the processes that need | formal or informal. There is no catalogue or list of

need for to be formally processes that have to be formally defined. The
documented defined and how they | organization should determine which processes need to
information are to be be documented on the basis of risk-based thinking,

Determine the
interfaces, risks
and activities
within the
process

documented.

Determine the
activities needed to
achieve the intended
outputs of the
process and risks of
unintended outputs.

including, for example:

e The size of the organization and its type of activities
e The complexity of its processes and their interactions
e The criticality of the processes

e The need for formally accountability of performance

Processes can be formally documented using a number of
methods such as graphical representations, user stories,
written instructions, checklists, flow charts, visual media
or electronic methods including graphics and
systemization. However, the method or the technology
chosen are not the goals. They can be used to describe
processes, which are the means to achieve the goals.
Effective and organized processes can then deliver
consistent and accountable operations and the desired
objectives and results which can then be improved.
Note: For more guidance see the 1ISO 9000:2015
Introduction and Support Package module Guidance on
the Documented Information Requirements of ISO
9001:2015

Define the required outputs and inputs of the process.
Determine the risks to conformity of products, services
and customer satisfaction if unintended outputs are
delivered.

Determine the activities, measures and inherent controls
required to transform the inputs into the desired outputs.
Determine and define the sequence and interaction of
the activities within the process.

Determine how each activity will be performed.

Ensure that the management system as a whole takes
account of all material risks to the organization and users.
Note: In some cases the customer may specify
requirements not only for the outputs but also for the
realization of a process.
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Kroky
procesniho
pristupu

Co délat?

Navod

Determine the
monitoring and
measurement
requirements

Determine where and
how monitoring and
measuring should be
applied. This should
be both for control
and improvement of
the processes and the
intended process
outputs.

Determine the need
for recording results.

Identify the validation necessary to assure effectiveness
and efficiency of the processes and system. Take into
account such factors as:

e Monitoring and measuring criteria

e Reviews of performance

e Interested parties’ satisfaction

e Supplier performance

¢ Ontime delivery and lead times

e  Failure rates and waste

e Process costs

¢ Incident frequency

e Other measures of conformity with requirements

Implement

Determine the

Implement actions
necessary to achieve
planned activities and
results.

Determine the

DO

The organization should perform activities, monitoring,
measures and controls of defined processes and procedures
(which may be automated), outsourcing and other methods
necessary to achieve planned results.

Examples of resources include:

processes are
consistent with the
purpose of the
organization.

resources resources needed for | ¢  Human resources
needed the effective e Infrastructure
operation of each e  Environment
process. ¢ Information and knowledge
e Natural resources
e Materials.
¢ Financial resources
CHECK
Verify the Confirm that the The organization should compare outputs against objectives
process against | process is effective to verify that all the requirements are satisfied.
its planned and that the Processes are needed to gather data. Examples include
objectives characteristics of the | measurement, monitoring, reviews, audits and performance

analysis.
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ACT

Improvement | Change the
processes to ensure
that they continue to
deliver the intended
outputs

Act on the findings to ensure improvement of process
effectiveness. (NOTE: Organizations may also wish to
improve process efficiency, though it is not a requirement of
ISO 9001:2015 to do so).

Corrective action as a result of process failure should include
the identification and elimination of the root causes of the
problems. ‘System Thinking’ recognizes that an event in one
process may have a cause or effect in a dependent process.
Causes and the effects may not be within the same process.

Problem solving and improvement typically follows the
essential steps of:

¢ define the problems or objectives

e collect and analyze the data on the problem and
relevant processes

e select and implement the preferred solutions

¢ evaluate the effectiveness of the solutions

¢ incorporate the solutions into the routine

Even when planned process outputs are being achieved and
requirements fulfilled, the organization should still seek to
improve process performance, customer satisfaction and
reputation. This can be achieved, for example, by small-step
continual improvement (“Kaizen”), breakthrough
improvements and/or by innovation.
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