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ABSTRACT 
The ISO 9001 standard is the fundamental standard for quality management systems and is used by over one million 

organizations around the world, regardless of the size and type of activity they are doing. Seafarer training and training 

institutions must have one of the quality management systems, usually ISO 9001. Due to this, it is of great importance 

to introduce this standard and to maintain it. Quality is today one of the most important characteristics of successful 

business, and by implementing the ISO 9001 standard, a high degree of quality of products and services is achieved. 

The paper describes the standard ISO 9001: 2015, its advantages and disadvantages. An emphasis is put on determining 

the risks and measures that need to be taken to minimize such risks. The risks are analysed, on few institutions that 

organizations face, the problems that arise in risk management, and the risks that the company takes with regard to the 

organization's operations. 
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I. INTRODUCTION 
Nowadays, when processes of production, supply and trade can be located miles away, and people involved 

in processes do not know each other, quality is of utmost importance for business success. A large number 

of people, in industrialized countries, depend on the quality of the products or services they use. ISO 9001: 

2015 [2] sets new standards for quality management, facilitating the implementation of it, and raising 

quality to higher level, which leads to higher quality of the final product and better business organization. 

Risks occur in accordance with standard changes and need to be controlled and maintained. The purpose 

of the research is to give examples of risks that organizations in Croatia encounter and describe how they 

adjusted their business to certain risks in order to maintain high quality of the product or service. 

II. REASONS FOR KEY CHANGES TO STANDARD ISO 9001:20115  
Following the publication of standards from 2008, the ISO organization started immediately with its 
revision. The main goals were: development of a long-term strategic plan, enhancing the compliance of the 
ISO standard management system, revitalizing new trends in quality management, data analysis from 
extensive users’ survey. Systematic review of ISO 9001: 2008 was completed in March 2012. It showed that 
although there is still a high degree of satisfaction with the current version of the standard, changes are 
necessary. ISO 9001:2015 standard [6] ensures that the requirements are collected and covered for the 
next 10 years or more and applicable to all types of organizations operating in any sector. The current focus 
is on effective management process which gives the desired results. The last major revision in 2008 showed 
that appropriate changes could be maintained in the environment in which the organization operates, and 
could improve compatibility and alignment with other ISO system management standards. 
 
By 2015, ISO 9001 standard represented a collection of requirements that needed to be completed and all 
evidences documented. Regarding the previous revision of standards, this started with analyzes and 
organization arrangements, although ultimately a part of the standard remained unchanged. 

III. RISKS IN ISO 9001:2015 STANDARD 
During each major revision of ISO standard, a new concept is introduced. It enables implementation of 
already established quality management system. The term "risk-based thinking" or risk management, 
which is the basis of ISO 9001:2015, implies risk identification, risk analysis, categorization, control and 
risk reassessment. Improvement and advancement is the purpose of risk management. The ISO 9000: 
2015 standard defines the risk as an "effect of uncertainty". The word risk is mainly used when there is an 
unexpected event that is likely to occur. However, the consequences of the risk may be negative and 
positive. Standards together with risks often have opportunities. The risk concept in the previous standard 
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edition was only implicitly present, e.g. through planning, review and improvement requirements. This 
revision is explicitly mentioned and embedded in the overall management system [4]. The organization 
can choose methods and tools that meet its needs. 
 

 
Fig. 1. ISO 9001 standard development. [7] 

 
 
Organization’s activities involve dealing with certain risks, and entrepreneurs often rely on experience and 
intuition in risk management, making business more demanding. It is more important to quantify the risks 
that might disable organization in achieving its desired potential. In order to minimize and maximize the 
positive outcomes, it is necessary to design systematic and good quality risk management. Due to rapid and 
frequent changes, the term uncertainty emerges as a phenomenon that has a significant impact because it 
is difficult to be measured and cannot be shown with the understandable measuring unit. Therefore, the 
concept of risk is measurable in the form of probability [%]. It is possible to say that the risk represents the 
unit of uncertainty, and since it can be measured, it is possible to manage the same. The risk contains three 
essential elements: the perception of whether an adverse event may occur, the likelihood that it will occur 
and the consequences of the event that may occur. In addition to observing the negative risk, consideration 
should be given to its opportunities and to exploit the positive effect of its occurrence. Lost opportunities 
are also considered as a risk. Therefore, in assessing a risky situation, the benefits and disadvantages of a 
potential outcome are estimated. The risk concept has always been implicit in ISO 9001. This revision makes 
it more explicit and incorporates it into the overall management system. Reflection based on risk analysis 
can help in identifying opportunities that can increase the satisfaction of its customers or those offering 
services. According to new standard, organizations are required to understand the context of internal and 
external processes. One of the key tasks of the quality management system is to act as a preventative tool. 
An expert in risk management with over 20 years of experience working with ISO standards, Ph.D. Zdenko 
Adelsberger notes the lack of relevance, inconsistency and a series of questions regarding risk management 
within ISO 9001: 2015. He explores how to implement risks and opportunities. An attempt is seen in ISO 
9002:2016, ISO 9001: 2015 implementation guidelines. He further states that some facts are "practically 
unworthy" and concludes with a suspicion that this request will comply only with formal requirements. For 
a deeper risk management understanding, he proposes the ISO 31000 standard. It is defining the generic 
risk management process for all areas of application [1]. 
 

IV. EXAMPLES OF RISKS IN 9001:2015 

A.THE CROATIAN REGISTER OF SHIPPING 
The Croatian Register of Shipping is a Croatian independent, non-profit public institution engaged in 
activities related to the protection of human life and property at sea, prevention of pollution of marine 
environment and certification of quality management system with the head office in Split. ISO 9001: 2015 
standard required investment of human and material resources. It brought quality improvement in 
organization and all interested parties, long-lasting utility and hence certain risks [9]: 
 A number of preconditions should be met when ensuring the transparency of work, impartiality and 

integrity of the Croatian Register of Shipping and its staff. Relationships of owners and all interested 
parties must be at a high professional level in order to avoid any kind of benefits. There is a need for 

ISO 09001:10987

Procedures

IS0 9001:1994

Preventative 
actions

ISO 9001:2000

Process approach 
and PDCA

ISO 9001:201

Process approach 
and PDCA

ISO 9001:2015

Risks and 
opportunities



self-assessment and independent certification within the organization. Clients should not be financially 
dependent on the organization. Excessive attachment of the Croatian Register of Shipping or staff with 
interested parties and the possible intimidation or blackmailing of staff by the witnesses seriously leads 
to distortion of transparency, impartiality and integrity of the organization. 

 Create an interested and motivated team of technical staff with a low fluctuation rate, oriented to an 
adequately rewarded career in the Croatian Register of Shipping. In order to avoid the risk that brings 
potential unwillingness and reluctance of staff to adapt to new business requirements it is also required 
to provide the resources that are available to meet new services and regulations and to provide some 
financial stimulus and innovative plans that will affect the efficiency of the staff itself. 

 When selecting, employing and training, it is necessary to ensure the availability of high-quality 
candidates to meet certain jobs due to poor demographic trends in society, weak shipbuilding, and 
shipping industries. This condition is important in order to avoid employing of an inadequate staff that 
poses a risk to the organization's business. It is also necessary to insist on further training of the staff. 

 Provide adequate infrastructure and working environment to maintain service compliance, workplace 
and environmental protection - one of the most important potential risks because it directly affects 
the image of the organization. It is of utmost importance to ensure that working conditions are as good 
as possible in order to minimize the accident or injury rate. As a consequence of the risk, there is 
possibility of lack of safety awareness and environmental protection. 

 Implement services by its own employees, key research and certification features defined in the 
Croatian Register of Shipping annual plan. The risk of poorly performed services can lead to a lack of 
trust among stakeholders. To ensure the effective implementation of the services it is necessary to 
implement IT sector of the Croatian Register of Shipping, and to enable the upgrading of electronic 
reporting systems from remote locations. 

 Introduce efficient new services as a response to stakeholders’ demand. There are frequent changes 
to international maritime regulations and specific regional environmental requirements. Is necessary 
to adapt to new requirements and regulations in a simple, fast and efficient manner. 
 

B. Faculty of Maritime Studies in Split  
As well as other organizations, Faculty of Maritime Studies in Split has also implemented ISO 9001: 2015. 
All the risks were recognized earlier and certain preventive measures were implemented. 
Examples of risks that the faculty faced with: 

 economic changes (lower growth, reduced tax revenues, limited quality of existing services) 
 innovation non-imposition which results in reduced quality of service compared to others 
 loss or misuse of funds (fraud, improper behavior) 
 unsuccessful or delayed introduction of new technology 
 failure of the supplier or contractor 
 incompetence of employees 
 Project delays. 
 

All risks are defined through the likelihood of the risk incurrence and its seriousness i.e. its direct effect on 
business and achievement of goals. During the teaching process, the greatest degree of urgency occurs 
through innovations non-imposition, which directly affects the quality of services compared to competition. 
The Faculty implements its own teaching process with new technologies, tries to keep up-to-date teaching 
to maximize risk assessment. In the case of activity processes in the library there is a certain risk of 
unauthorized use. However, the level of risk itself is acceptable as the Faculty relocated to new modernly 
equipped premises and all preconditions required for high quality are satisfied. The lack of new 
technologies and innovations is defined as the highest risk for IT support. Still, the level of risk itself is low; 
all rooms are equipped with modern IT equipment. In the case of general and legal affairs and accounting 
process, there is a high exposure to risk associated with inadequate number of employees, which leads to 
inefficiency and ineffectiveness. Assessing the total exposure to this risk is high, and in order to reduce the 
risk it is necessary to recruit new staff. The greatest danger comes from the risk of non-compliance with 
law and procedures. It is also necessary to identify any occurrence or non-compliance with the legal 
framework and the like, and to determine causes of the occurrence. Finally, corrective measures should be 
introduced. 

 
 



V. CONCLUSION 
This paper highlights the importance of quality today. Organizing activities have a mission and aim of serving the needs 
to the end-users. In this way the best possible services and products are shown in mutual benefit. In order to achieve 
the optimal level of quality, a large number of organizations have implemented the ISO 9001: 2015 standard, which 
helps organizations to manage quality and business processes systematically. There are a large number of standards 
and rules that precisely describe risk management, self-management methods, and risk assessment methods. They 
also show that high quality risk management is a very important discipline that should not be neglected.  
 
Organizations around the world are focused on risk issues that may have a negative impact on business. It is concluded 
that risk prevention and risk control are the best methods to prevent potential consequences.  
One of the examples is the Croatian Register of Shipping. It is independent, non-profit public institution and its activities 
are related to the protection of human life and property at sea, prevention of pollution of marine environment and 
certification of quality management system. ISO standard brought improvement in quality, long-lasting utility but also 
certain risks. Relationships of owners and all interested parties are at high professional level. There is a need for self-
assessment and independent certification within the organization. Personnel must be at an impartial level, without 
own interests, and free of any potential financial interests with clients. Faculty of Maritime Studies in Split has also 
implemented ISO 9001: 2015. The risks such as project delays, misuse of funds, economic changes etc. were recognized 
earlier and certain preventive measures were implemented to keep the risks at the lowest possible level. The IT support 
process introduction was of crucial importance for faculty operations. 
 
Risk management brings numerous benefits such as identifying and analyzing market-related risks, facilitating 
communication of operational risks and the potential consequences of their occurrence, increasing customer’s and 
investor’s confidence, and better management of suppliers. 
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