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Purpose: The aim of the paper is to analyse the problems connected with operations realised
within an organisation in the ISO 9001:2015 implementation process.
Design/methodology/approach: Critical literature analysis. Analysis of international literature
from main databases and Polish literature and legal acts connected with the researched topic.
Findings: The most important first part of the building operation system in the company is
build this system according to ISO 9001:2015 requirements. An organisation, in this case,
should plan, implement and control the processes needed to meet the requirements for the
provision of products and services. The organisation need to ensure that outputs that do not
conform to their requirements are identified and controlled to prevent their unintended use or
delivery. The whole organisation should take appropriate actions based on the nature of the
nonconformity and its effect on the conformity of products and services.
Originality/value: Detailed analysis of all subjects related to organisation of operations under
the ISO 9001:2015 standard.
Keywords: quality management, ISO 9001:2015, ISO 9001, operations, product management,
service management.
Category of the paper: literature review.

1. Introduction
The first part of the building operation system in the company according to ISO 9001:2015
requirements is operational planning and control (Kaoru, 1988; Pokińska et al., 2002; Robins
and Coulter, 2006; Szkiel, 2016). An organisation, in this case, should plan, implement and
control the processes needed to meet the requirements for the provision of products and services
(ISO 9001:2015, Chen et al., 2016; Cholewicka-Goździk, 2016; Łagowski and Żuchowski,
2016; Wolniak, and Hąbek, 2015; Wolniak and Skonicka-Zasadzień, 2010; Wolniak and
Sułkowski, 2015; Wolniak, 2020):
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determining the requirements for the products and services;



establishing criteria for:
 the processes,
 the acceptance of products and services;



determining the resources needed to achieve conformity to the product and service
requirements;



implementing control of the processes in accordance with the criteria;



determining and keeping documented information to the extent necessary:
 to have confidence that the processes have been carried out as planned,

 to demonstrate the conformity of products and services to their requirements.
The aim of the paper is to analyse the problems connected with operations realised within
an organization in the ISO 9001:2015 implementation process.

2. Basic concepts
Quality planning requires a type of blueprint or guideline for an organisation that states
how quality requirements are to be achieved (Hillson, 2001). The quality plan should have
methodical approach or structure that describes and specifies all the requirements needed to be
followed. Also it should to met, maintain and document realisation of the product and consist
of all necessary information that would be usefull in manufacturing a product that meets
requirements (Gębczyńska and Wolniak, 2018; Juszczak-Wiśniewska and Ligarski, 2015,
2016; Łuczak and Wolniak, 2016; Sułkowski and Wolniak, 2016, 2018; Szczucka-Lasota and
Wolniak, 2018). The quality plan integrates all relevant demands for activities, resources and
information concerning the realisation of a product and makes them available to interested
parties (Horodecka and Wolniak, 2015; Pacana, 2014; Pacana et al., 2014, 2017; Pacana and
Stadnicka, 2006, 2017; Wolniak, 2011; Wolniak and Sułkowski, 2015, 2016; Wolniak et al.,
2019; Wolniak and Skotnicka-Zasadzień, 2008, 2011, 2019). The goals of the quality plan
include the following (Abuhav, 2017; Hoyle, 2009; Ząbek, 2016; Żemigła, 2017):


Identifying all the specifications and characteristics of a product, including quality
requirements. These must match with the expectations of the customers.



Identifying all the required processes and their activities needed for product realisation.



Describing the necessary or expected inputs and outputs of each activity and so defining
the relations between the various processes.



Defining the required resources and conditions needed to support these activities.

Operations in ISO 9001:2015

785



Defining the controls that will ensure intended outcomes — validation and verification.



Defining the criteria for acceptance (or rejection) of outputs of activities (processes or
products).

The following types of documented information may be used or referred to by the quality
planning (Abuhav, 2017; Salvendy, 2001):
 Customer specifications.
 Drawings.
 Standards and regulations.
 Process diagrams.
 Instructions, such as work instruction.
 Test protocols.

3. Operation planning and control
Product specific processes are required for the provision of products. The scheme of
operation planning and the control process is presented in Figure 1. Operational planning and
control require that product-specific processes should be planned, implemented and controlled
for (Natarjan, 2017; Wolniak, 2013, 2014, 2016, 2017, 2019; Wolniak and Sktnicka-Zasadzień,
2014):


meeting product conformity and delivery requirements for the provision of products;



implementing the actions determined to address risks and opportunities for the
processes.
In process planning, a decision regarding the acceptance or rejection of a process, an activity
or an outcome should be made (Ścierski, 2011), and this should have the instructional roles and
guidelines that allow personnel to make a judgment regarding process outputs, which include
the following (Abuhav, 2017):
 Compliance with applicable standards.
 Compliance with applicable regulations.
 Compliance with quality objective.
 Compliance with intended outputs.
 Compliance with product specifications.
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Figure 1. Operation planning and control. Source: (Natarjan, 2017).

Organising for the implementation of product processes to provide products that meet
customer requirements is needs changing many activity in operational planning area. Planning
for the implementation and control of production processes requires (Natarjan, 2017; Ligarski,
2013, 2014; Stramatis, 1995):


interacting with marketing for the requirements for products;



interacting with design and development for new products;



verifying the status of in-house stock levels and work-in-progress with internal
processes and external providers;



organising and controlling externally provided processes and products;



organising and controlling internal production processes;

 processing the property belonging to customers for production processes.
If one of the quality objectives is to reduce customers complaints and an analysis of the
identified complaints show that a specific product characteristic generates the problem and the
complaints, organisations should define the following criteria for this characteristic (Abuhav,
2017; Locher, 2008):


Criteria for acceptance or rejection of process outputs – criteria that would ensure that
process outputs achieve their objectives.



Criteria for acceptance or rejection of final product – criteria that would ensure that all
product requirements are realised, for example, test protocols or test instructions.



Criteria for quality of special processes – criteria for validation and approval of
processes where the resulting output cannot be verified by subsequent monitoring or
measurement.
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Criteria for customer satisfaction – criteria that will be used to evaluate the degree of
customer satisfaction.



Criteria for the evaluation of performance of external providers (suppliers or
subcontractors) – criteria related to performance of suppliers.



Criteria for the release of products or services – criteria that will be used to decide
whether the product meets all its requirements.



Criteria needed to evaluate changes in processes or product requirements – criteria
necessary to ensure that all conditions for the release of changes in process or product
are defined and to evaluate the consequences of the change.



Criteria for process environment – criteria necessary for approval that environmental
work conditions that may affect processes or products were maintained.



Criteria for the handling of nonconformed products – criteria that should assist in
deciding what is to be done with nonconformed products: approval for use, disposal,
segregation or rework.

4. Requirements
Organisations should ensure that they have the ability to meet the requirements for products
and services to be offered to customers. The aims of the organisations that should be fulfilled
in the case of requirements for products and services are presented in Table 1. Organisations
need to conduct a review before committing to supply products and services to customers and
should ensure that any contract or order requirements differing from those previously defined
are resolved (Mitra, 2016; Montgomery, 2009). The customer’s requirements should be
confirmed by the organisation before acceptance or when a customer does not provide
a documented statement of their requirements. If applicable, the organisation should retain
documented information (ISO 9001:2015):


on the results of the review;



on any new requirements for the products and services.

Table 1.
Requirements for products and services in ISO 9001:2015
Requirement

Customer
communication







Characteristic
providing information relating to products and services;
handling enquiries, contracts or orders, including changes;
obtaining customer feedback relating to products and services, including
customer complaints;
handling or controlling customer property;
establishing specific requirements for contingency actions, when relevant.
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Cont. table 1.
Determining the
requirements related
to products and
services

Review of
requirements

Changes to
requirements



the requirements for the products and services are defined, including:
o any applicable statutory and regulatory requirements,
o those considered necessary by the organisation;
 the organisation can meet the claims for the products and services it offers.
 requirements specified by the customer, including the requirements for delivery
and postdelivery activities;
 requirements not stated by the customer, but necessary for the specified or
intended use, when known;
 requirements specified by the organisation;
 statutory and regulatory requirements applicable to the products and services;
 contract or order requirements differing from those previously expressed.
The organisation shall ensure that relevant documented information is amended,
and that relevant persons are made aware of the changed requirements, when the
requirements for products and services are changed.

Source: Own work on the basis of (ISO 9001:2015).

In order to be successful in any business, it is necessary to clearly understand the
requirements of the customer. The organisation needs to take the initiative when determining
the customer’s needs and not expect the customer to explain everything (Purushothama, 2015).
The information regarding products or services may include attributes such as (Abuhav,
2017; Novakova et al., 2016):


The description of the product.



The usage of the goods or service.



Training necessary for the use of the product.



Instructions or warnings regarding the use and operation of the product.



Previous editions or versions of the product.



Materials, components and characteristics of the product.



Processes and realisation activities of the product.



Warnings and advisory notices regarding the product.

 Changes, updates and improvements in the product.
Communication with customer also includes the following points (Natarajan, 2015;
Olkiewicz et al., 2019):


Providing information relating to products: Customers require product-related
information for various applications, and organisations should provide the information.
Some forms of providing information are product catalogues and application notes for
products. Free samples could be provided for the developmental projects of customers.



Handling enquiries, contracts or orders, including changes: The requirements for
products are communicated by customers to organisations in many ways. Enquiries
might be verbal or in written form. Customers might release repeat orders directly
without formal enquiries based on previous quotations. The organisation processes
enquiries, contracts or orders and changes from customers and sends quotations and the
order acceptance to customers accordingly.
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Customer feedback and complaints relating to products: The organisation maintains
documented information for obtaining customer feedback relating to products.
Obtaining customer feedback is part of the quality procedure for customer satisfaction.



Handling or controlling customer property: Customer property, when received, is
identified. The information and the customer’s property are sent to the process owner
of operational planning for organising inspection, preservation and use.



Establishing specific arrangements for contingency actions: When relevant, specific
arrangements for contingency actions are established. For example, an elite customers
might require products with a short delivery period. The customer enquiry warrants
establishing specific arrangements for contingency actions before committing to the
supply of the products.
An extended analysis of customer needs should concentrate on (Purushothama, 2015):





Requirements for the goods and services, taking into consideration relevant quality
objectives: The purpose for which the product or service is being produced should be
clear to all involved in the organisation. By considering the objectives of the products
and services, the requirements of raw materials, machines, settings, men, etc. need to be
decided.
Actions to identify and address risks related to achieving the conformity of goods and
services to requirements: Before starting an activity, it is necessary to address the risks
or problems likely to be faced and devise preventive measures to overcome these
problems. This is similar to providing safety gadgets and safety systems for preventing
accidents. The risks may be unfavourable climatic conditions, absenteeism of skilled
employees, shortage of certain components, raw material quality not being up to spec,
poor machinery conditions, etc.



The resources that will be required arising from the requirements for the goods and
services: The specific resources required for the products and services are to be
identified and procured in time.



The criteria for the acceptance of goods and services: The criteria for the acceptance of
goods and services are to be as per the customer’s requirements and not as per some
standards suggested by the research organisation or standards bodies.
Required verification, validation, monitoring, measurement, inspection and test
activities specific to the goods and services: Depending on the product objectives, the
activities of verification, validation, monitoring, measurement and inspection and test
activities need to be designed.





How the performance data will be established and communicated depends on the
criticality of the product.



Requirements for traceability, preservation, goods and services, delivery and postdelivery activities are to be decided according to the number of products and types of
products being manufactured. Even if the entire organisation produces only one variety,
then a suitable colour codification should also to be incorporated to identify the lots.
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In the next stage, organisations should establish, implement and maintain a design and
development process that is appropriate to ensure the subsequent provision of products and
services. The requirements for the products and services may be influenced by several important
factors (Abuhav, 2017):


Requirements that are defined in a contract.



Results of market research.



Known needs and expectations of the customer.



Requirements provided by the customer, for example, as a request for purchasing or
a tender.



Necessary requirements of the organisation, such as quality requirements or regulatory
requirements.



New requirements that are the results of a change in customer expectations.

5. Conclusion
An organisation need to ensure that outputs that do not conform to their requirements are
identified and controlled to prevent their unintended use or delivery. The entire organisation
should take appropriate actions based on the nature of the nonconformity and its effect on the
conformity of products and services. This should also apply to nonconforming products and
services detected after delivery of the products, as well as during or after the provision of
services. Organisations need to deal with nonconforming outputs in one or more of the
following ways (Abuhav, 2017):


Correction.



Segregation, containment, return or suspension of provision of products and services.



Informing the customer.

 Obtaining authorisation for acceptance under concession.
The organisation should also verify the conformity to requirements when nonconforming
outputs are corrected. It shall retain documented information that:


describes the nonconformity;



describes the actions taken;



describes any concessions obtained;



identifies the authority deciding the action in respect of the nonconformity.
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