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Summary: ISO 9001 is a Quality Management System (QMS) standard that is 

widely adopted by many manufacturing companies, including food manufacturing 

companies. This paper aims to propose an approaches that can be used to introduce 

the requirements of the international standard ISO 9001: 2015  in processing 

enterprises of the food industry companies. 
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Introduction 

The important role of quality management system implementation has been 

recognized by food manufacturing companies. This is due to the high awareness of 

customers on the importance of food product quality and safety. The food companies 

that produce safe and good quality product will survive and even win the competition 

[1].  

ISO 9001 is an international standard of quality management system [2]. The 

standard describes the requirements of a quality management system that needs to be 

implemented consistently so that the companies can produce the products according 

to customers' requirements, achieve customer satisfaction, and achieve continual 



improvement on the effectiveness of their quality management system [2-4]. 

Furthermore, ISO 9001 requirements represent quality management system best 

practices [3]. Thus, food manufacturing companies that implement ISO 9001 are 

expected to obtain significant outcomes [2-4].  

Clause 4.1 of ISO 9001: 2015 requires that organizations define their context 

and take it into account in the development and modernization of the Quality 

Management System (QMS). According to ISO 9000: 2015, the context of the 

organization is a combination of internal and external factors (questions, problems, 

circumstances and obligations) that can influence the organization's approach to 

developing and achieving its goals. Given this, it is interesting to study ISO 9001 in 

the context of food manufacturing companies. In the context of ISO 9001 

implementation in food manufacturing industry, the effectiveness of ISO 9001 

implementation still becomes a fundamental issue [4]. This is because there is no 

measurement instrument of ISO 9001 implementation effectiveness in food 

manufacturing companies that is widely accepted [5]. In fact, researchers who 

propose the measurement instrument of the effectiveness of ISO 9001 

implementation in food manufacturing companies are still very limited. Thus, in 

order to fill the literature gap, this paper tries to propose an instrument that can be 

used to measure the effectiveness of ISO 9001 implementation in food manufacturing 

companies. 

The aim of this study is to develop recommendations to  introduce the 

requirements of the inter-standard ISO 9001: 2015 standard in processing enterprises 

of the food industry. 

Materials and methods. Methodological and informational basis for scientific 

research is labor, materials, periodicals and regulations that govern the requirements 

for product quality and safety agricultural products. 

Results and discussion. The processing enterprise of the food industry is 

committed to defining its position in the marketplace and understanding how relevant 

factors arising from legal, political, economic, social and technological issues 

influence our strategic direction and our Organisational context.  



Organisational context must to be identifies, analyses, monitors and reviews 

factors that may affect its ability to satisfy its customers and stakeholders, as well as; 

factors that may adversely affect the stability of its process, or its management 

system’s integrity.  

To ensure that the QMS of processing enterprise of the food industry is aligned 

with its strategy, whilst taking account of relevant internal and external factors; we 

initially collate and analyse pertinent information in order to determine potential 

impact on its context and subsequent business strategy. The processing enterprise 

then monitors and reviews this information to ensure that a continual understanding 

of each group’s requirements is derived and maintained. To facilitate the 

understanding of its context, necessary regularly consider issues that influence our 

context during management review meetings and are conveyed via minutes and 

business planning documents. 

The management of processing enterprise of the food industry shall determine 

external and internal issues that are relevant to its purpose and its strategic direction 

and that affect its ability to achieve the intended result(s) of its quality management 

system (Figure 1, 2). 

Internal Context –addressed consideration of Strenght and Weakness that 

would generate Opportunity or risk to the company 

 
Figure 1 The constituent elements of the internal context of the 

organization 



An organizations context is influenced by its business environment that 

characterizes each sector of industry, customers and their needs, the required 

knowledge and technologies, the materials, services and systems that are required for 

producing the product or service, legal, regulatory, cultural constraints and the 

application and interfaces between them. 

Internal context of food manufacturing company consist of: 

• Perfomance factores: produkts and service offerings, financial results, 

regulatory requirements; 

• Recourse factors: including infrastructure, environment for the operation of 

the processe, organizational knowledge, assets, capabilities, information systems; 

• Human factors: such as competence of personnel, organizational behavior and 

culture, relationships with unions, suppliers and parthners; 

• Operational factors: process or produktion and service provision capabilities, 

perfomance of the quality management system, monitiring customer satisfaction; 

• Factors in the governance of the organization, such as its rules and procedures 

for decision making or organization`s structure. 

The external context of food manufacturing company include: 

• Economic factors: money exchange rate, the general economic situation, 

inflation forecasts, credit availability; 

• Social factors: such as local unemployment rates, safety perseptions, 

educational levels, public holidays and working days; 

• Political factors: political stability, public investments, local infrastructure, 

international trade agreements; 

• Technological factors: sector technology, materials and equipment, patent 

expirations, professional code of ethics; 

• Market factors: competition, including the organization`s market share, 

similar of substitute products or servises, market leader trends, customer growth 

trends, market stsbility, supply chain relationships; 



• Statutory and regulatory factorswhich affect the  work equipment such as 

trade union regulations, legal and statutory requirements (e.g. environmental 

legislation and codes). 

Conclusion 

So, ISO 9001 is a quality management standard that is widely adopted by food 

manufacturing companies and its context must be determined both within the 

organization and external to the organization. It is important to understand the unique 

context of an organization before starting the strategic planning.To establish the 

context means to define the external and internal factors that the organizations must 

consider when they manage risks. An organization’s external context includes its 

outside stakeholders, its local operating environment, as well as any external factors 

that influence the selection of its objectives (goals and targets) or its ability to meet 

its goals. An organization’s internal context includes its interested parties, its 

approach to governance, its contractual relationships with its customers, and its 

capabilities and culture.An organization’s internal context is the internal environment 

within which the organization seeks to achieve its sustainability goals. 
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Резюме 
ISO 9001 - це стандарт на системи управління якістю (СУЯ), який широко 

застосовується багатьма компаніями-виробниками, включаючи підприємства з 
виробництва продуктів харчування. Дана стаття має на меті запропонувати підходи, які 
можуть бути використані для впровадження вимог міжнародного стандарту ISO 9001: 
2015 на підприємствах харчової промисловості. 
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