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HANDBOOK ON SELECTED MANAGEMENT SYSTEMS
ACCORDINGTO THE INTERNATIONAL STANDARDS

INTRODUCTION

The handbook is part of the United Nations Development Programme
(UNDP), “Aid for Trade” project in Kosovo' and is developed as part of the
activity “Providing support in improving quality management levels in accor-
dance with recognized international standards”

The aim of this activity is to assist the business community in obtaining
relevant information on international quality standards. In addition, the
project aims to support enterprises on improving export opportunities by
providing guidelines on improving the quality management systems, and
their business activities in accordance with recognized international stan-
dards ISO 9001 (Quality Management System), ISO 14001 (Environmental
Management System) and HACCP (Hazard Analysis and Critical Control
Points).

The handbook includes the aforementioned standards and provides infor-
mation applicable to all sectors excluding HACCP that is applicable to enter-
prises dealing with production of food products.

Hence, the handbook will help enterprises understand the essence of the
selected management systems standards, processes included within the
quality management, environmental protection and food safety, identifying
existing gaps in the establishment of effective management systems and
certification of systems.

The handbook provides information on:

B Standards and their relevance

B The series of standards ISO 9001, ISO 14001 and HACCP principles and
their background

Management systems

Fundamentals of ISO 9001, 14001 management systems

Stages to develop and implement relevant systems

Documentation required to set up systems

The benefits related to the application of these systems

Types of audits and management system certification process
Relevant Kosovo institutions covering quality infrastructure.

1 For UNDP, all references to Kosovo on this document are made in the context of
UN Security Council Resolution 1244 (1999).
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1. 1SO AND INTERNATIONAL STANDARDS

ISO stands for International Organization for Standardization.?

ISO history began in 1946, whereby delegates from 25 countries met at the
Institute of Civil Engineering in London and decided to establish a new inter-
national organization “in order to facilitate, international coordination and
unification of industrial standards”. In February 1947 the new organization,
ISO, officially began its operations.

ISO (International Organization for Standardization) is an independent,
non-governmental membership organization and the world’s largest de-
veloper of voluntary International Standards. Nowadays, it is a network of
national standards institutes of 165 countries, coordinated by the Central
Secretariat in Geneva, Switzerland. These national standards institutions
constitute the ISO membership and at the same time represent ISO in their
country. The organization has its Technical Management Board, responsible
for the technical issues, managing more than 250 technical committees de-
veloping ISO standards.

ISO develops standards and guidelines to encourage accreditation and cer-
tification good practices.

To date, ISO developed over 20,000 international standards in different areas,
and around 1,100 new ISO standards are published every year.

WHAT ARE THE STANDARDS?

A standard is a document that provides requirements, specifications, guide-
lines or characteristics that can be used consistently to ensure that materials,
products, processes and services are in line with their purpose.

Under the definition of ISO/IEC® Guide 2:2004, “the standard is a document
established by consensus that provides rules, guidelines or characteristics for ac-
tivities or their results”.

ISO standards protect users and consumers, simplifying many aspects of
their lives. Standards facilitate international trade, expand innovative prog-
ress in technology, share knowledge and provide management and confor-
mity assessment best practices.

2 www.iso.org.

3 |EC - International Electro technical Commission
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Standards are integral elements in consumer protection, helping to improve
national legislation and certification schemes.

1.11SO STANDARDS

ISO standards provide solutions and benefits for almost all sectors and ac-
tivities, including: agriculture, construction, mechanical engineering, man-
ufacturing, distribution, transportation, services, information and commu-
nication technologies, medical devices, energy, environment, etc. These
standards enable quality management and conformity assessment ensuring
that products and services are safe, reliable and of a good quality.

Standards are not intended to replace legislative requirements; they are of
voluntary and not of mandatory nature.

“Standards are strategic tools to help businesses predict
periods of economic fluctuations and adapt to new
conditions to ensure business sustainability”

For businesses, standards are strategic tools that help reduce costs by mini-
mizing errors, reduce waste and increase productivity. They help enterprises
access new markets, increase competitive advantages in developing coun-
tries and facilitate international trade.

Standards are based on consent (reconcilability) over definitions, measuring
units, testing and other parameters and represent international expertise
and best practices in respective fields.

Standards are reviewed at regular intervals to ensure that they are applicable
to and appropriate for modern requirements.

ISO standards ensure quality, safety, environmental care, reliability, efficien-
cy, effectiveness and interaction with low economic costs. They can be ap-
plied to products, services, processes, and to staff.

Every enterprise dedicated to its business activities, strives to provide quali-
ty, efficiency, sustainability and apply best practices. In this regard, standards
can help ensure that your company is getting the best results by guiding
continuation with further improvement and advancement of your business.
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Why should your enterprise use ISO? Benefits

International standards are strategic - Performance Improvement

tools of guiding character that help - Reorganizing enterprise processes
your company facing some of the most - Efficient management of resources
challenging issues. Standards may be - Risk management

used to manage risks as well as improve - Promoting innovations
your performance. They ensure efficient - Improve customer satisfaction

business processes, enable increased - Access to new markets
productivity and help your enterprise - Ensuring business sustainability
access to new markets. - Environmental benefits - reducing the

Standards help you apply best practices negativeimpact enithe envirenment

by providing the opportunity to prove
the quality to your customers.

1.2 MANAGEMENT SYSTEM STANDARDS

Among thousands of standards, ISO is also known for developing a set of
standards for management systems related to quality, environment, food
safety, information security, energy, etc.

The series of Management System Standards

1SO 9000 Quality Management System (QMS)

1SO 14000 Environmental Management System (EnMS)

1SO 22000 Food Safety Management System (FSMS)

1SO 20121 Event Sustainability Management System (ESMS)
1SO 27000 Information Security Management System (ISMS)
1SO 50001 Energy Management System (EMS)

ISO management system standards provide models to be implemented
when we develop and operate a management system. Like all ISO standards,
they are the result of consensus among international experts, sharing suc-
cessful experiences and management practices.

These standards are comprehensive and can be applied to any organization,
enterprise or institution, regardless of the sector, scope, form of organization
or size.
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The benefits of an effective management system include:

B Efficient management of resources
B Adequate risk management, and
B Higher customer satisfaction.

1.3 WHAT IS A MANAGEMENT SYSTEM

Management System refers to a systematic approach to managing process-
es, activities, resources - staff, infrastructure, working environment, etc.

A management system describes the set of processes and procedures that
an enterprise needs to follow in order to fulfil its objectives.

It is clear that the size and type of enterprise will affect the composition of
the Quality Management System (QMS), environmental, food safety systems
etc. A micro enterprise with one individual will require a fairly simple man-
agement system. The larger the enterprise, the management of activities
becomes more complex, and the there is a need for documenting the work-
ing procedures and maintaining the records to ensure that roles, duties and
responsibilities assigned to the staff are clear to all of them. This process of
collating the internal processes is known as management system.

1.3.1 SUCCESSFUL MANAGEMENT SYSTEM

Management system applied in an enterprise will prove successful only when
a range of conditions are fulfilled and function properly, as in cases when:

B Management recognizes the commitment and duties, ensuring com-
mitment and support for the establishment of a functional manage-
ment system.

B The implementation process is properly planned and communicated
to the staff.

B Staff, at all levels within the enterprise, is qualified, competent to per-
form tasks, trained and motivated to have a participatory role.

B Audit programs applied are effective, conducted periodically by quali-
fied auditors, planned in the best manner, pro-active and based on ar-
guments and evidence.

B The system is reviewed in continuity by management to ensure proper
and efficient performance during the implementation.
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2. 1SO 9000 SERIES OF STANDARDS

ISO 9000 series of standards addresses the “Quality Management”. This im-
plies what an enterprise should do to meet: *

B (lient requirements on the quality (focus on customer), and
B Applicable legal and regulatory requirements.

This standard of quality management system is intended to:

B Meet customers’ requirements and achieve their satisfaction, and
B Achieve continuous improvement of enterprise performance in pursuit
of the set goals.

ISO 9000 series of standards consists of the following standards:

ISO 9000 series of standards

1SO 9000:2005 Quality management systems -- Fundamentals and vocabulary
1SO 9001:2008 Quality management systems -- Requirements
1SO 9004:2009 Managing for the sustained success of an organization - A

quality management approach

1ISO 19011:2011 Guidelines for management systems auditing

I1SO 9000 family of standards is reviewed periodically. Version 2008 is currently
in use, while in September of 2015 the latest version ISO 9001: 2015 is expected
to beissued.

2.1 1509000 - QUALITY MANAGEMENT SYSTEMS -
FUNDAMENTALS AND VOCABULARY

ISO 9000:2005 describes fundamentals of quality management systems,
which form the subject of the ISO 9000 family, and defines the vocabulary
and terminology.

4 ISO - Selection and use of the ISO 9000 family of standards.
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The standard is applicable to the following:

a) Businesses seeking advantage through the implementation of a qual-
ity management system;

b) Organizations seeking confidence from their suppliers that their
product requirements will be satisfied;

c) Users of the products;

d) Those concerned with a mutual understanding of the terminology
used in quality management (e.g. suppliers, customers, regulators);

e) Internal or external persons of the organization who assess the qual-
ity management system or audit it for conformity with the require-
ments of 1ISO 9001 (e.g. auditors, regulators, certification/registration
bodies);

f) Internal or external persons of the organization who provide appro-
priate advice or training on the quality management system to the
organization;

g) Developers of related standards.

2.2, 1SO 9001 - QUALITY MANAGEMENT SYSTEMS -
REQUIREMENTS

ISO 9001 is the key standard from ISO 9000 series of standards. This standard
specifies quality management system requirements (QMS).6

ISO 9001:2008 is the most successful global standard that addresses best
practices in the implementation of quality management systems in an or-
ganization. ISO 9001 is a generic standard, it can be applied to any organi-
zation, enterprise or institution, regardless of their size, sector and area of
engagement (from manufacturing activities to service delivery).

Creation of a culture of continuous improvement through
the establishment of an efficient quality management
system is the key to a successful enterprise.

According to ISO survey on management system standards certifications “by
the end of 2013, over 1,129,446 ISO 9001 certifications were issued, in 187 countries

5 1SO 9000:2005, Quality management systems - Fundamentals and vocabulary.
6 1SO 9001:2008, Quality management systems - Requirements.
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worldwide’”. “Certification with I1SO 9001 standard is used in global supply chains to
provide assurance about suppliers’ ability to satisfy quality requirements and to en-
hance customer satisfaction in supplier-customer relationships””

The enterprises that applied the principles of quality management use the
more efficient way of working, better cost control, overall enhancement of
performance, reliability and sustainability of the enterprise from the quicker
and more efficient application of new work practices.

ISO 9001 is an international reference that provides a set of requirements
on what an enterprise must undertake to manage the processes that affect
the quality of its products or services. This standard addresses how an enter-
prise applies and controls its processes and activities in order to acquire con-
fidence from third parties. Also, the standard addresses the belief that the
enterprise may, at any time and steadily, offer services or products that meet
the quality requirements of its customers and the requirements of applicable
regulatory and legal requirements. The ISO 9001: 2008 QMS is based on the
fulfilment of requirements set up by chapters 4-8 of the standard, such as:

1SO 9001 standard requirements

Chapter 4 Overall requirements of the quality management system as
well as necessary documentation requirements

Chapter 5 Enterprise management responsibilities

Chapter 6 Human resources, infrastructure and working environment
management

Chapter 7 Production realization or service delivery process

Chapter 8 Continuous measurement, analysis and improvement

2.3 1509004 - MANAGING FOR THE SUSTAINED
SUCCESS OF AN ORGANIZATION - A QUALITY
MANAGEMENT APPROACH

ISO 9004 provides a systematic approach to quality improvement and serves as a
guiding document to manage and achieve sustainable success of the enterprise.
This standard is recommended as a guide for enterprises and their management

7 1SO survey of Management System Standard Certification - 2013

15
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that are in search of continuous improvement.® ISO 9004: 2009 is not intended
for certification or contractual use; it rather provides guidance for enterprises to
support sustainable success with a quality management approach. This is ap-
plicable to any organization, regardless of size, sector and type of activity. This
standard can be used independently or in conjunction with 1ISO 9001 or togeth-
er with other standards of management systems.

ISO 9004 achieves this through the application of quality management prin-
ciples addressing the needs of all stakeholders, including employees, share-
holders, suppliers and the local community - not only consumers, who are
the focus of ISO 9001.

1SO 9004 is built upon 1SO 9001°s customer focus, broadening the scope of qual-
ity management and enabling users to identify opportunities for continuous
improvement and application of innovations in leadership and management,
preparation of proper strategies, rational use of resources, improvement of pro-
cesses and management systems.’

2.4 QUALITY MANAGEMENT SYSTEM ACCORDING TO
1SO 9001

According to ISO 9001, “The organization shall establish, document, implement
and maintain a quality management system and must continually improve its ef-
fectiveness in accordance with the requirements of this international standard”.

QMS introduces the methods of managing and controlling enterprise activ-
ities related to fulfilment of customer requirements. QMS can be seen as a
complex system consisting of all parts and components of an enterprise dealing
with the quality of processes and products.

Quality management is key to overcoming difficult times
and achieving long-term success credence to the consumer.

QMS provides a structure, including relevant documentation processes en-
abling control and management of products and services offered in order to
meet the quality and security foreseen requirements continuously.

8 1S0 9004:2009 Managing for the sustained success of an organization - A quality
management approach

9 Achieving excellence, BSI, March 2012
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ISO 9001 is a standard of quality management. Consequently, quality man-
agement implies what the enterprise does to:

B ensure that its products or services satisfy customer quality require-
ments;

B be in full compliance with all legal requirements and specifications ap-
plicable to its products and services.

The purpose of all the above is to help the enterprise increase its customers
satisfaction and ensure sustainability through continuous performance im-
provement.

In general, QMS includes your organizational structure together with plan-
ning, processes, resources and documentation you use to achieve your qual-
ity goals, to meet the needs of your customers and ensure your quality man-
agement system improvement, and consequently, improving your products
or services.

Quality management in your enterprise helps create competitive advan-
tages to build confidence of your clients and to satisfy a greater number of
customers as well as to save money and increase profits (see item 2.8 of the
handbook).

Many enterprises may be unorganized and have inadequate working sys-
tems. According to ISO 9001 QMS affects business activities of the enterprise
through the simplification of internal processes, enhancement and improve-
ment of communication and efficiency.

In order for QMS to be effective and operational, it should be integrated
along with the existing operating system of the enterprise and adapt to each
other, by working as a whole functional system.

QMS is a strategic tool that helps the enterprise to focus on understanding
customer needs and improve client communication. In addition, QMS con-
tributes to the achievement of enterprise objectives, affects the efficiency
(by reducing losses in manufacturing), ensures continuous increase of prod-
uct quality, and to establishing a team spirit affecting staff performance and
efficiency.

When stating that the built system is “in compliance with ISO 9001", one un-
derstands that QMS is in accordance with the requirements specified in in-
ternational standard ISO 9001, current edition.
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QUALITY SYSTEM Model ACCORDING TO ISO 9001

MANAGEMENT
RESPONSIBILITY
Quality Policy MEASUREMENT,
RESOURCE Quality Objective ANALYSIS AND
MANAGEMENT Management Review IMPROVEMENT
Purchase Internal Audit
Human Preventive Actions
Resources INFRASTRUCTURE Corrective Actions
Documents Management Consumer
and Records Control Satisfaction
MIS
Realization of
Product/
—_ Manfufatcturlng Process Planning =) Product =)
actors

Process Documentation Products

Realization — Delivery

The table below shows the problems that a manufacturing enterprise may
face prior to applying the QMS, and their tackling, following the establish-
ment and application of a QMS under ISO 9001.

Documentation required by ISO 9001 is explained in item 2.6, implementa-
tion stages in item 2.7 and benefits from the application of this system in
item 2.8.

Problems with no quality system Improvements / adjustments follow-
ing the QMS establishment

Staff duties and responsibilities not Functional organizational structure
clearly defined - work overload and - clearly defined duties and responsibil-
low productivity ities - high productivity. The organiza-

tional chart defines the functions and
relevant authorities as well as the tasks
assigned to each position within the

enterprise.
Unsafe final product as a result of Safe final products - standard checks
not implementing controls during during the manufacturing process
production as well as adequate maintenance of

records.
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Generation of excess waste during Improvement of production process

production - Reducing the amount of waste as a
result of improving internal processes
through corrective actions and following
instructions for each step in the manu-
facturing process.

Inefficient employees - unchecked Annual training and qualification plan

professional competence - efficient, motivated and competent
employees with verified knowledge.
Maintaining adequate records of profes-
sional and academic advancement for
each employee.

Non-standardized work processes - Standardization of business processes
uncertainty in performing activities with relevant instructions and proce-
dures.

24.1  PRINCIPALS OF QUALITY MANAGEMENT UNDER ISO
9001

The family of ISO 9001 quality management system is built on eight princi-
ples of quality management.

These principles set to implement QMS should be used by senior executives
of the enterprise to successfully lead and manage the enterprise, to run and
check systematically its activities. This would help senior management to re-
view the needs of all stakeholders (customers, shareholders, staff, suppliers
etc.); and would ensure maintaining the consistency with other manage-
ment disciplines.

Following these principles enables the maintenance of a management sys-
tem and the establishment of a mechanism to continuously improve the
management system performance.
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Any organization depends on its customers and therefore
(@IS EIR eIl should understand their needs and meet their requirements
and strive to exceed their expectations.

Leaders provide clear enterprise goals and direction. They should
create and maintain effective internal communication and
adequate internal environment in which staff may be involved in
achieving the enterprise objectives.

Leadership

The personnel is the essence of any enterprise, so their
involvement enables use of their skills for the benefit of the
enterprise.

Involvement of
personnel

Efficiency is better achieved when relevant activities and
resources are managed as processes. Processes are the
foundation upon which the QMS of an enterprise is built.

Process
approach

System Identification, understanding, implementation and
E1o)o] (ol Rl management of connected processes as a system, contributes
MENEEENESY towards achieving the enterprise efficiency and effectiveness.

Continual improvement of the enterprise overall performance
should be its permanent objective. This is accomplished
through the use of quality policy and objectives, data
analysis, audit results, corrective and preventive actions and
management review.

Continual
improvement

Factual Effective decisions are based on analysis of data and
approach information. Decision making and implementation of actions
to decision based on factual analysis should be balanced with the
making experience and intuition of leaders.

Mutually An enterprise and its suppliers are interdependent.

beneficial Establishment of relationships through clear and open

supplier communication will provide mutual benefit and balance short
(EEe el term gains to the benefit of long-term relationships.

2.5 WHATISTHE QUALITY?

General explanation says that quality refers to all the characteristics of a
product or service required by customers.
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“Quality is not an act. It is a habit.”
- Aristotle

Given the above expression of Aristotle, one understands that in order for
the quality to become a habit it should be deeply involved in the culture of
doing business. Namely, the establishment of a QMS enables change and
setting up a work culture focused on delivery, continuous quality measure-
ment and product or service alignment with required technical characteris-
tics or by the customer itself.

William A. Foster quote, “Quality is never an accident; it is always the result of
high intention, sincere effort, intelligent direction and skilful execution; it rep-
resents the wise choice of many alternatives”'®

Change is a continuous process and not a momentary act. It requires leader-
ship, commitment, determination, flexibility and engagement to enable and
lead the enterprise toward quality based culture transformation. Establish-
ing a quality system requires establishing a planning culture in the business
and implementing corrective actions.

The Institution of quality culture is the equivalent of transformational change
across organizations.'' Setting up an environment that supports a culture of
quality within an enterprise, requires a systematic and well-structured pro-
cess. Successful quality initiatives require ongoing commitment of enter-
prise leaders, resource commitment and support from all staff for remedial
transformation of enterprise structure, personnel and internal processes by
providing and enhancing value for both customers and enterprise itself.

At QMS, emphasis is placed on the development of quality and continuous
improvement. QMS aims to include the structure of the company, its culture
and working environment through the use of management to associate the
mission, objectives, quality culture and doing business. It also assists in the
implementation of good working practices, in pursuit of continuous quality
improvement.

10 William A. Foster, quotes on quality, http://www.quotes.net/quote/44042/

11 Abraham, M., Crawford, J., Fisher, T. (1999), Key factors predicting effectiveness
of cultural change and improved productivity in implementing total quality
management, International Journal of Quality & Reliability Management ,Vol.16,
No. 2, pp.112-132.
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2.5.1 QUALITY FROM THE BUSINESS PERSPECTIVE

Quality management aims to enhance business processes in continuity in order
to ensure compliance with customer requirements, legal requirements and en-
terprise benefits’> One can also see the enterprise as a system consisting of
many linked processes, where a change in any of the processes has complex
impact in the overall work system and consequences in many aspects of do-
ing business.

One of the most important things to the success of an
enterprise is focusing on raising the quality in general and
quality management system in particular.

In quality management, process improvement initiatives are often set in un-
balanced relations, on the one hand commitments or investments, and on the
other hand the benefits of the actions taken. Sometimes, a single change or im-
provement of a process will bring many benefits. Other times, some changes in
a process must come together to produce an effect that provides result’ and
this often makes enterprise leaders to lose patience and stop engagement
in activities that ensure continuous improvement. However, there are many
reasons why an enterprise should invest in quality management.

It is quite difficult, if not impossible, that an enterprise remains constantly in
a high position in the market without making constant changes to maintain
its competitive position. The moment we cease to work towards achieving the
highest quality, negative impact on the enterprise will be immediate, resulting in
less quality. To maintain quality, continuous control, monitoring and review of
enterprise processes functioning is required.’

A commitment to quality helps improve the efficiency of decision-making,
in optimized use of available resources and improve customer support ca-
pabilities by building credibility and consequently customer loyalty (which
helps reduce the sale costs). Simultaneously, commitment to quality also
allows the development of an effective system of internal communication
that helps in maintaining the current number of employees by reducing op-
erational costs.

12 Sid Kemp, PMP, (2006), Quality Management Demystified.
13 lbid.
14 lbid.
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If our competitors are focused on providing quality effectively, we will remain
behind very quickly, especially in market share.” Therefore, to maintain com-
petitiveness capability an organization should invest in building an effective
quality system. Economic benefit emerges from the improvements in orga-
nization's overall value and stability.

2.5.2 QUALITY FROMTHE PERSPECTIVE OF PROCESSES FLOW

A “Process” can be defined as a “set of interrelated or interacting activities,
which transforms inputs into outputs”.

The question is what follows the workflow in an enterprise? The answer is
simple, the processes! In a manufacturing enterprise, the process shows how
a product is built. Each process has a few elements that constitute it. The key
elements are as follows:

represent ingredients, raw materials or components
that go into a process and become part of the produc-
tion (output).

Production factors
(inputs)

input transformation activity to produce results - work

Process o

through the use and combination of resources.

Products/services Final results of a process such as final products or
(outputs) services.

Often outputs can also serve as inputs that represents processes linkage.
“The quality of the Business Process’ output is essential for the corporation since
it directly impacts the company’s profit, the customers’ satisfaction, and the
company’s reputation”’s

15 Ibid.

16 Knapper, Rico; Poodratchi, Daniel; and Job, Lennart, “Process Quality? A business
process perspective on quality of service’, (2012), ECIS 2012 Proceedings. Paper 209.

23
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| Process 1 Process
A B
K

K
Process
o 1
I = MANUFACTURING FACTORS

o
O = PRODUCTS

K = CONTROLS

Identification of key processes within an enterprise is usually done by using
the flowchart. According to “Business Charts & Graphs', Flowchart shows a vi-
sual representation of the sequence of steps and decisions necessary to perform
a process.”

For an enterprise to conduct activities effectively and efficiently, it must
identify, develop and manage many related activities. Under ISO 9001, “The
application of a system of processes within an organization, together with the
identification and interactions of these processes, and their management to pro-
duce the desired outcome, can be referred to as the “process approach”. At the
same time, it represents the central point of a Quality Management System, as it
allows individual control of internal processes and enables the linkage between
individual processes enabling their chain interaction and building of a function-
al system”.

Therefore, the process approach implies the identification, establishment
and application of a system of processes within an enterprise, together with
the interactions of these processes and their management.

17 Graphs & charts vocabulary



MANAGEMENT SYSTEMS FROM THE SERIES OF STANDARDS
150 9000, 1SO 14000 AND HACCP SYSTEM

Identifying, understanding and managing interrelated
processes as a system contributes to the organization’s
effectiveness and efficiency in achieving its defined
objectives

ISO 9001:2008 promotes the PDCA methodology'® on processes known as the
Shewhart cycle. This can be used as a basic tool to ensure continuous improvement
and as a basis for QMS application. This represent Shewhart / Deming PDCA mod-
el (Plan, Do, Check, Act) - A model for continuous quality improvement.

PLAN: Set the objectives and processes necessary to deliver results in accor-
dance with customer requirements and the organization’s policies (develop
plan to achieve them!).

DO: Implement the processes!

CHECK: Monitor and measure processes and product against policies, objec-
tives and requirements!

ACT: Take actions to continually improve process performance and achieve-
ment of objectives.

As a conclusion, the organizational structure and processes have a strong
influence on organizational culture and the acquisition of the concept of
quality, within the enterprise, that cannot be instantly changed by leader-
ship. “Culture change is driven by a change in performance and guided and
influenced by policies, practices, skills, and procedures that are implemented
and further reinforced”.* This is provided through leadership commitment by
pledging sufficient resources and by establishing a system of rewards within
the enterprise.

18 PDCA - Plan, Do, Check, Act

19 Appelbaum S. H., Mitraud, A., Gailleur, J., lacovella, M., Gerbasi, R., & lvanova,
V. (2008). The Impact Of Organizational Change, Structure And Leadership On
Employee Turnover: A case study, Journal of Business Case Studies. 4(1), 21-38.
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2.6 DOCUMENTATION REQUIRED BY ISO 9001

SMC ensures a structure, including the documentation and processes, en-
abling provision of products and services in a controlled, measured and
managed manner to consistently fulfil the specified technical requirements
as well as requirements of customers.

To establish the quality system a package of documents must be prepared.
Initially it is necessary to categorize the required documentation to devel-
op an effective SMC and completely in harmony with the requirements of
internationally recognized standard ISO 9001: 2008 and the scope require-
ments.?

The main components of an effective SMC in terms of the requirements for
the Standard regarding the documentation are grouped as follows:

B Mandatory documentation;

B General implied documentation (according to specifications and scope
of the enterprise);

B Documentation required by the legislation of the country concerned.

Furthermore, entire usual packages of abovementioned documents are di-
vided into appropriate levels that consist of:

Level | - quality policy and objectives,

Level Il - quality manual,

Level lll - procedures,

Level IV - work instructions and

Level V -registrations such as forms, reports, data, etc.

20 Jay Schlickman, (2003), ISO 9001:2000 Design of Quality Management System
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Implementation pyramid of the levels of documents within SMC
according to 1ISO 9001: 2008

System main objectives Quality Level 1
policy

Defines the aproach

and responsibility 4 A Level 2

Quality procedures
Explains how the tasks and Level 3
specific activities are undertaken

Defines who, what,
when, where and why

Working guidelines

Answers how? Level 4

Registrations
forms, reports and data

Evidence / Level 5

results

The level and volume of the QMS documentation depends on the enterprise
type and size. The smaller the enterprise, the simpler the construction of the
system; and the larger the enterprise, the system becomes more complex
and demanding. For example, a service provider with one person does not
need to develop a procedure for human resources management. Instead, it
should demonstrate a commitment for ongoing professional development.

SMCis highly oriented to people and their participation, implying that the qual-
ity culture is an integral and essential part of an enterprise and encourages the
involvement of the entire staff in its implementation and monitoring.

2.7 QMS IMPLEMENTATION STAGES BY ISO 9001

Starting from the commitment of the owners and of the senior management
towards continuous improvement, the enterprises must apply structural

27
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changes and be subject to restructuring processes, development of skills,
provide ongoing training to the staff and a set of measures that reflects tech-
nological advances and request of customers.

Several activities are needed to set up an effective system of quality manage-
ment, which are divided into various stages of implementation:

Quality Management System ISO 9001 implementation phases

& ...-

Identification of processes, *

Setting up the system, Policy/|
|Manual/Procedure

3

Gap analysis System application/Staff Internal audit

training

e
£

Documentation/System
maintenance

j Ju

Management review

4an

Continuous External/certifying audit

improvement

For the purpose of setting up the QMS, it is proposed to initially establish
the quality team within the enterprise. The team will meet at agreed inter-
vals to prepare the work plan, to set up and document the QMS as well as
to implement and maintain the system in practice.
The team should be comprised of members who know the
processes that are occurring in the enterprise and have the
knowledge to assist in development and maintenance of QMS.
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1. GAP ANALYSIS

First step is to purchase the referring standard 1ISO 9001:2008 at the Kosovo Standard-
ization Agency (KSA). It commences by analysing the requirements of the standard.
Afterwards starts the process of realization of the gap analysis. This represents the
standard method of data collection and enterprise assessment to identify and as-
sess the key processes of the enterprise whether they are in compliance with the
QMS or not according to ISO 9001: 2008. In order to apply, a checklist is prepared
according to the clauses of the standard or since the approach process is now at
the centre of ISO methodology, the list is prepared by the processes.

QMS processes within an enterprise can be:

B Quality management process

Process of management commitment and internal communications
Process of resource management and training

Process of product management

Processes of monitoring, measuring and analysing

Process of managing relations with customers

Process of purchasing goods

Process of continuous improvement, etc.

The focus at this stage is in data collection, collection of evidence and in identify-
ing gaps in the current system of enterprise management in accordance with the
principles and criteria required by the ISO 9001: 2008 standard.

2. SETTING UP THE SYSTEM

Management should appoint a member to the position of quality manager who
must ensure the proper functioning of the system, its maintenance and continu-
ous improvement.

The team lead by the quality manager drafts the processes chart and undertakes
all activities to pursue the establishment of the QMS documentation and its im-
plementation in practice.

The following documentation is drafted when setting up the system:

B Drafting of quality policy that represents the company’s commitment in ful-
filling the requirements of clients and utilizing the opportunity for continu-
ous quality improvement that the policy provides

B Setting (corrective) objectives and quality indicators

B Six documented mandatory procedures required by the referring standard:
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J Control of documents,
e  Control of registrations
J Internal audits,
J Nonconformity,
. Preventive actions and
J Corrective actions, as well as other procedures required according to
the needs of the enterprise.
B Detailed instructions for special functions
B Preparation of necessary documents for the enterprise to provide effective
planning, operation and control of its processes.

Registrations must be legible, easily identifiable and reversible. The registrations
include forms, various reports such as the management review report, audit re-
port, supplier’s assessment, training reports, maintenance, calibration of equip-
ment, control activities during the production process, etc.

Once the system is set, documented procedures must be followed to commence the
implementation in practice. It is precisely the use of various forms and reports that
you have compiled during the drafting of documentation that makes possible the
implementation of the activities as described in the procedure.

Work on implementation of the work plan for implementation of activities. Contin-
uously monitor the progress and provide support of management to overcome the
potential obstacles along the way. The management of your enterprise should play
an active role in this stage to ensure that all stages of the project regarding the QMS
implementation and the deadlines are met.

To make this a successful stage, it is important that your employees understand the
benefits from the implementation of QMS according to I1SO 9001 (see section 2.8.1 of
this manual). Internal communication and training is the key for a successful imple-
mentation.

Training and education within the enterprise is conducted with the aim that all per-
sonnel are adequately prepared to correctly implement the relevant functions. Con-
tinuous training is a very important activity in ensuring the quality of work, as it en-
sures the competence of personnel in carrying out the relevant function.

Prepare training packages such as:

B Introduction to series of ISO 9000 standards
Information about the requirements of ISO 9001 standard
Implementation of quality management system according to ISO 9001
Preparation of procedures and work instructions
Setting the objectives and key performance indicators (KPI)
Internal audit and the auditor’s role.
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4. INTERNAL AUDIT

The enterprise should perform internal controls in planned intervals to deter-
mine whether the QMS coincides with the requirements of referring standard and
whether the system is effectively being implemented.

Internal audits are conducted at least once a year and must be planned in ad-
vance. To conduct a successful audit, the internal auditor must prepare a checklist
that is compiled either from clauses of standard or according to approach to the
processes.

5. MANAGEMENT REVIEW

Senior management should review the QMS of enterprise in planned intervals to ensure
the continuity of the system for compliance and efficiency. This is accomplished by orga-
nizing meetings for management review, which must be held at least once a year.

During the meeting, the topics that must be reviewed are those related to the QMS, such as:

B Review of the quality policy

B Analysis of clients feedback

B Discussion of possible impacts to the QMS on organizational changes or
other new legal provisions

B Analysis of the results of performed audits in the prior period such as inter-
nal as well as those performed by the certification body

B Analysis of non-compliance identified during the year as well as the result of
corrective actions related to them

B Analysis of the actions followed by the previous reviews conducted by se-
nior management

B Setting the improvement (quality) objectives for the next period

B Analysis of the needs for additional resources for strengthening the imple-
mentation of QMS.

At the end of the review, the quality manager prepares a review report (minutes)
in which are presented the analysis and assessments for each of the abovemen-
tioned points, drawn conclusions from the management review meeting and any
decisions and actions related to improvement of QMS efficiency.
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Following the positive results that derived from internal audit and management
review, it is now the time to choose a certifying body. Quality team contacts the
certification body (see section 4.1.1 of this manual as well as 4.3.1 for the certi-
fication process). The certification body is an independent entity that sends the
auditor and issues an ISO 9001 certificate. Business relationship with the certifi-
cation body will be long-term relationship, since the system is verified every year
whether it is functional or not. It is suggested to contact the accredited certifica-
tion bodies. Check whether the selected certification body is qualified/accredited
to audit and certify the enterprises in your business category!

Certification audit for ISO 9001 is similar to your internal audits.
Once you are certified, celebrate and promote your success.

7. CONTINUOUS IMPROVEMENT &

8. DOCUMENTATION / SYSTEM MAINTENANCE

Your efforts will not stop after certification. You should use the tools and control
the activities that are described in ISO 9001 standard to maintain and improve
the established system. Your quality system according to I1SO 9001 is designed to
improve continuously.

According to ISO 9001 standard, section 8.5.1 “the enterprise must continually im-
prove the effectiveness of the quality management system through the use of quality
policy, quality objectives, internal audit results, data analysis, corrective and preven-
tive actions and management review’; and you will begin to see performance im-
provements in your enterprise!

As part of continuous maintenance and improvement, it is expected from you to
review your QMS documentation such as procedures, manual, etc. for their con-
sistency. Once your QMS is matured, use the current version of ISO 9004 that pro-
vides guidelines (see section 2.3 of this manual) to help your enterprise to ensure
the sustainability of activities and continuous improvement.

2.8 BENEFITS FROM SYSTEM IMPLEMENTATION BY ISO 9001

Literature gives different explanations on the benefits of the enterprise from
the effective implementation of the system, whether real or potential. Ben-
efits include: improved performance of the supply chain, reducing the time
of presentation in the market, improvement of organizational performance
and reliability, as well as establishing business sustainability.
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In long terms of enterprise development, the implementation of this system also
brings benefits such as increased organizational flexibility?’, and greater enter-
prise innovation® by helping the enterprise maintaining its competitive ca-
pabilities on the market.

2.8.1 HOW CAN ISO 9001 HELP YOUR BUSINESS SUCCEED

From the establishment of a QMS based on I1SO 9001 your company can draw
many benefits. This can be seen also in the aspect of motivations that encour-
age an enterprise to apply the QMS. The benefits can be divided into external
and internal

Internal benefits deal with internal purposes of improvement such as pro-
ductivity, efficiency, internal communications, optimizing the use of resourc-
es, etc. The external benefits are related to the image of the enterprise, namely
the advantages and opportunities created in the enterprise promotion and mar-
keting of the products or services.

Internal benefits External benefits

Increases efficiency, economization Provides competitive advantage on
and profitability national and international level
Greater focus on your business objec-  Strengthens the image of the enter-
tives and client expectations prise

Sets the principle of continuous Provides enterprise acceptability from
improvement of processes as part of consumers in the internal and external
corporate culture through corrective market

and preventive actions

Provides traceability and ease of Offers reliability in the provided prod-
evaluation uct or service

21 Han,S.B. (2008), Relationship Between Firm Performances and Profitability,
Northeast Decision Sciences Institute Proceedings, March 28-30.

22 Prajogo, D.l., Sohal, AS. (2003), The Relationship between TQM Practices, Quality
Performance, and Innovation Performance - An Empirical Examination, International
Journal of Quality & Reliability Management, Vol. 20, No 8, pp. 901-918.

23 Urban, Wieslaw, (2012), 1ISO 9001 as a Tool for Supporting Strategic Advantages,
Transformations in business and Economics, Vol.11,No3 (27), pp.57-71

24 Ibid.
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Increases motivation of employees, Increases performance, raises the
team spirit and strengthens the inter- authority and credibility to the clients,
nal communication suppliers and partners

Helps in clarifying the tasks, roles and Enables better relationships with stra-
responsibilities of employees tegic partners

Optimal use of available resources Increases market share

Increases efficiency of processes and Encourages work focused on customer
reduces costs demand - builds loyalty

3. 1SO 14000 SERIES OF STANDARD

ISO 14000 standards series addresses various aspects of environmental man-
agement. It provides practical tools for enterprises and organizations that
seek to identify and control their impact on environment to continuously
improve their environmental performance.

ISO 14000 standards series for environmental management are designed to
provide practical work tools to assist enterprises in implementing the sup-
porting actions for sustainable development.

ISO 14001: 2004 and ISO 14004: 2004 are focused on environmental manage-
ment systems (EMS). The other standards of this series have a special focus on
environmental aspects such as analysis of lifecycle, communication and auditing.

ISO 14000 standards series consists of the following standards:

ISO 14000%° Standards Series

ISO 14001:2004 = Environmental management systems - Requirements with
guidance for use

ISO 14004:2004 Environmental management systems - General guidelines on
principles, systems and support techniques

1ISO 19011:2011 | Guidelines for auditing management systems

1ISO 14006:2011 ' Environmental management systems - Guidelines for incorpo-
rating eco-design

25 1SO 14000 standards series has numerous standards. We have selected these
standards as they directly impact the enterprises. Other standards of this series focus
on specific aspects of the environment. For more visit the website www.iso.org
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ISO 14020:2000 @ Environmental labels and declarations - General principles

1SO 14031:1999 ' Environmental management - Environmental performance
evaluation - Guidelines

ISO 14040:2006 Environmental management - Life cycle assessment - Princi-
ples and framework

1SO 14050:2009 ' Environmental management - Vocabulary

ISO 14000 standards series were published for the first time in 1996 and re-
vised lastly in 2004.

3.1 ENVIRONMENTAL MANAGEMENT SYSTEMS -
REQUIREMENTS WITH GUIDANCE FOR USE

Always according to the ISO, ISO 14001:2004 standard specifies criteria for an
environmental management system and is certifiable.

ISO 14001 does not specify requirements for environmental performance,
but provides a framework that an enterprise or organization can follow to
establish an efficient environmental management system. This standard can
be used by any company regardless of its activity, sector or size.

According to ISO 14001:2004, section 3.5 defines the Environment as “Sur-
roundings in which an organization operates, including air, water, land, natural
resources, flora, fauna, humans, and their interrelation”%

The standard in question provides a structure for management of important
environmental aspects over which an enterprise can be expected to have
control and can affect.

Usage of ISO 14001: 2004 can provide security for enterprise management
and employees, and for external parties, that the impact on the environment
is being measured, monitored and improved continuously.

ISO 14001:2004 standard on environmental management system (EMS) is
based on the fulfilment of a set of requirements. Requirements for environ-
mental management systems are presented in Chapter 4 of the standard,
under six main sections, as shown below.

26 1SO 14001:2004, Environmental management systems - Requirements with
guidance for use.



HANDBOOK ON SELECTED MANAGEMENT SYSTEMS
ACCORDINGTO THE INTERNATIONAL STANDARDS

Requirements by ISO 14001 Standard

Section 4.1 General requirements

Section 4.2 Environmental policy

Section 4.3 Planning

Section 4.4 Implementation and operations
Section 4.5 Checking

Section 4.6 Management review

In the scope of EMS establishment, the scope of ISO 14001 should be de-
fined. It should include all factors of production, products / services, activ-
ities, enterprise products and services. At the same time it includes all the
staff and management to undertake their duties with appropriate respon-
sibility in taking care of the environment, as well as all locations where the
enterprise operates.

According to the ISO survey on certification with standards of management
systems although the certification of conformity with the standard is not an ISO
14001 requirement, at the end of 2013, at least 301,647 certificates were issued
in 171 countries.?”

3.2 1SO 14004 - QUALITY MANAGEMENT SYSTEM -
GENERAL GUIDELINES ON PRINCIPLES, SYSTEMS
AND SUPPORT TECHNIQUES

ISO 14004 is presented as a supporting tool for environmental management
developed by ISO, which supplemented ISO 14001, by providing additional
guidance and explanations.

ISO 14004: 2004 provides guidance for establishing, implementing, main-
taining and improving environmental management system and its coordi-
nation with other management systems such as ISO 9001.%

Whereas ISO 14001 contains only requirements that can be clearly audited
regarding the environmental aspects, ISO 14004 provides additional general
guidelines on various issues related to environmental management system.

27 Research of ISO Standards Certification for Quality Management - 2013.

28 1SO 14004:2004, Quality management system — General guidelines on
principles, systems and support techniques.
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3.3 ENVIRONMENTAL MANAGEMENT SYSTEM BY ISO
14001

According to ISO 14001: 2004, the Environmental Management System rep-
resents the part of the general management system of an enterprise that in-
cludes organizational structure, planning of activities, responsibilities, prac-
tices, procedures, processes and resources for developing, implementing,
reviewing environmental policy and management of environmental aspects.

In order to achieve the environmental objectives in preventing or minimiz-
ing the impact on the environment, the EMS promotes the application of
best available techniques and practices whenever they are appropriate and
when they appear economically reasonable.

Establishment of an EMS helps in shifting the enterprise from
being reactive to proactive, by anticipating and preventing
negative effects on the environment and human health.

EMS is a system that defines the roles and responsibilities within the enterprise to
identify the environmental aspects in order to prevent environmental pollution.

An implemented EMS proves that the company is committed to undertake ap-
propriate steps to reduce the environmental impact (within its capabilities and
the level of applied technology).”

According to ISO 14001:2004, section 3.6 defines the Environmental Aspect
as the “Element of an organization’s activities, products or services that can in-
teract with the environment”. Whereas section 3.7 defines the Environmental
Impact as “Any change in the environment, whether adverse or beneficial, en-
tirely or partially resulting from an organization’s activities, products or services.”

The enterprise should identify environmental aspects that may have a sig-
nificant negative impact on the environment, in order to implement ap-
propriate activities in assisting with controlling, prevention or reduction of
environmental impact. Environmental aspects represent one of the most im-
portant requirements of ISO 14001 standard during the establishment and
implementation of EMS. If they are clearly addressed, they enable accurate
identification of environmental impact from the enterprise activities and ef-
fective implementation of established EMS.

29 Ken Whitelaw, ISO 14001 Environmental Systems Handbook, Second Edition, 2004.
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Understanding the environmental aspects and their
impact is a key factor in successful imnplementation of EMS
according to ISO 14001

Environmental Aspects and environmental Impacts are closely related to
each other. Their relationship can be described in such a way that environ-
mental aspects are presented as “CAUSES” while environmental Impacts as
“EFFECTS". It is well known that one cause can create one or more effects,
depending on the circumstances and the relevant conditions.

According to ISO 14001:2004, Annex A 3.1, environmental aspects are
grouped into eight groups as follows:

Air emissions
Wastewater discharge
Land pollution
Use of raw materials and natural resources

Use of energy

Emitted energy, eg heat, radiation, vibration.
Residues and waste

Other local issues

PDCA methodology

ISO 14001:2004 promotes PDCA (Plan — Do —Check — Act) methodology
for processes, the same as ISO 9001: 2008. These two methodologies are con-
sidered to be consistent with each other, since PDCA approach is applicable
in almost all processes.

Environmental polic Planning
Legal Requirements
Management Review

Objectives and Indicators
Environmental Management Programs

Control Continuous
Corrective Actions improvement

Implementation
Roles and Responsibilities
Communication; Training
EMS Documentation
Operational Control
Emergency Preparedness and Response

Measuring and Monitoring

Compliance
Non-conformity and
Corrective Actions
Records
EMS Audits
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The table below presents the problems that a manufacturing enterprise may
face before implementing the EMS and their addressing after establishing
and implementing the EMS according to ISO 14001.

Documentation required by ISO 14001 is explained in section 3.4, the im-
plementation phases in section 3.5 and benefits from the application of this

system in section 3.6.

Problems before establishment of
EMS system

Enterprise has problems in meeting
the growing legal requirements,

since the violations (environmental
pollution from the enterprise activi-
ty) can result in fines up to lawsuits.

Continuous pressure on enterprises
from the market, standards and legal
requirements to develop and en-
hance the activities of the enterprise
in a sustainable manner.

Enterprise generates more waste
and residues during production by
causing economic losses and envi-
ronmental pollution.

Improvements / adjustments after the
establishment of EMS

Compliance with legal requirements

as a result of establishment of a proper
system for monitoring and addressing
the requirements and legal changes that
have an impact on enterprise.

Enterprise regularly communicates the
appropriate information to employees
and stakeholders. Reduction of the need
for inspections within the enterprise

by inspectors and significant reduction
of the possibility of imposing fines and
lawsuits.

Modern system for protection of envi-
ronmental impact resulting in manufac-
turing activities with minimal effects/
impacts on the environment - standard
controls of enterprise operations and ac-
tivities to monitor the gas emissions and
adequate maintenance of registrations.
E.g. the enterprise applies wastewater
treatment systems and efficient equip-
ment resulting in stopping the pollution
(from discharge of contaminated water in
the manufacturing process), conserving
energy and reduction of costs.

Improvement of manufacturing process -
Reducing the amount of waste as a result
of improving internal processes through
preventive / corrective actions and reuse
of waste through recycling programs.
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Inefficient employee - unchecked Training and qualification plan - Efficient
professional competence. Employees | employees, motivated, competent and
incapable of controlling the impact capable of meeting environmental re-

on the environment while perform- sponsibilities. Keeping adequate records

ing their activities. of professional and academic progress
for each employee.

Due to its complex activity and The enterprise has established an effec-

emissions of various pollutants tive process of readiness for emergencies

(excessive emission of gases in and reactions by focusing mainly on the

nature, maximum energy utilization, | prevention of incidents and their impacts

discharge of untreated wastewater in = on the environment, by not having a

the environment, etc.), the enterprise = need to react to avoid damages. As a

must react to avoid damage through  result, it contributes in reducing the risk,

various programs in order to improve = reducing the impact on the environment,

the situation. reducing injuries, protecting the health
of employees and community and reduc-
ing the loss of assets.

3.4 REQUIRED DOCUMENTATION BY ISO 14001

ISO 14001:2004 Standard, in section 4.4.4 provides the requests for required
documentation. Documentation of environmental management system
should include:

B environmental policy, objectives and indicators,

B description of the scope of the environmental management system,

B description of the main elements of the environmental management
system and their interaction, as well as referral of documents associat-
ed with them,

B documents (including records) required by this International Standard, and

B documents (including records) defined by the enterprise that are nec-
essary to ensure planning, operation and effective control of the pro-
cesses dealing with important environmental aspects of the enterprise.
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Implementation pyramid of document levels within EMS according to
I1SO 14001:2004

Register of
environmental Register of environmental
aspects legislation

The main objectives
of the system

Defines the approach Environment Level 1
and responsibility policy

Define who, what,
when, where and why

Manual Level 2
of Quality Procedures

Work Instructions
Describes how specific tasks and activities
are undertaken

Responds how? Level 3

Results Other documents, records of the proof of

Evid 4 ) ) Level 4
vidence conformity / compliance to requirements

3.5 EMSIMPLEMENTATION PHASES ACCORDINGTOISO
14001

In order to set up an EMS according to ISO 14001, an enterprise needs to
pursue separate activities in various phases.

The table below presents the steps to building a functional EMS according
to ISO 14001.



HANDBOOK ON SELECTED MANAGEMENT SYSTEMS
ACCORDINGTO THE INTERNATIONAL STANDARDS

Activities for EMS implementation according to ISO 14001

1 Contact with KSA - (Kosovo Standardization Agency) to ensure ISO 14001 standard

2 | Analysis of the ISO 14001 standard requirements

3 | Establishing quality and environmental protection team for within the enterprise

4 | Conducting of the gap analysis

5 | Drafting the work plan for building EMS

6 | Drafting the environmental policy and assigning the scope of system

7 | Identifying and determining environmental aspects and impacts triggered
by the activities of the enterprise

8 | Identification of legal requirements and other requirements affecting the enterprise

Identification of objectives and key performance indicators related to envi-
ronmental aspects

10 | Drafting the environmental manual

11 | Drafting of procedures, instructions, forms and other supporting documentation
12 | Training of the enterprise personnel regarding the EMS and I1SO 14001

13 | Conducting the EMS internal audit

14 | Organizing of management review for EMS

15 | Realization of external certification audit for certification of system estab-
lished by international certification bodies.

16 | Continuous improvement through monitoring, measurement, analysis,
corrective actions

17 | Maintenance of documentation and environmental management system

3.6 BENEFITS FROM SYSTEM IMPLEMENTATION
ACCORDINGTO ISO 14001

Benefits from establishing an EMS according to ISO 14001 are numerous and
among other things, they can be grouped as benefits in the field of ethics,
economy, and in legal and commercial field, as shown on the table below:

Benefits Explanation of benefits

Ethics Improved environmental performance through the establishment
of the EMS. As human beings we have to take care about the world
we live in, for ourselves and for the coming generations.



Economy

Legal

Commercial
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Optimize the use of resources and competitive advantage. Preser-
vation of resources and non-generation of the waste from products
or reduction of energy usage, which means that we reduce the ex-
penditures.

Provides guidance to recycle and reuse the products.

Reduction of risk towards legal obligations by minimizing the impact
on the environment as a result of improved compliance with legal re-
quirements. Governments are increasingly adopting laws to control
the environment pollution and how we interact with the environment.
Therefore we need the systems to ensure that we are in compliance
with the laws, otherwise we can be fined and harm our reputation. It
helps to prevent the environmental risk.

Consolidated enterprises are increasingly taking responsibility for
their impact on the environment and they expect their suppliers
and subcontractors to do the same. In some cases without the tes-
timony of an environmental management system, you will not be
able to sell your products. On the other hand, new market oppor-
tunities can be opened for your enterprise by being able to demon-
strate good environmental practices.

Develops the trust factor between the organization and the public.

3.6.1 HOW CAN ISO 14001 HELP YOUR BUSINESS SUCCEED

A functional and certified EMS can help an enterprise in many aspects as:

Benefits for the business from EMS implementation

e g g

Managing risk in complex responsibility issues

Provision of safety for affected parties

Achieving customer satisfaction

Planning and achievement of a continuous improvement
Savings in energy and materials consumption

Reduction of waste management costs

Reduction of total expenditure

Promotion of a positive enterprise image with the institutions, clients and

the public

= =

Highest reliability that meets legal requirements

Better access to finances
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4. AUDITS AND CERTIFICATION OF THE
MANAGEMENT SYSTEM

4.1 AUDITS

One of the core features of a QMS or an EMS is the assurance of its implemen-
tation, which assures the consumers that an appropriate quality or environ-
mental management system is being implemented.

Audits are a vital part of the operation management system as they allow
the enterprise to see on what level the achievements fulfil their objectives
and demonstrate compliance with the standard. Although the performance
of product / service providers without such assurances may be satisfactory,
there is less risk of unsatisfactory results when the systematic management
is being implemented, including the implementation of an efficient audit
process and undertaking of adequate corrective actions.

In order to help the control regarding these standards, ISO has developed
ISO 19011: 2011 by providing specific guidance on internal and external au-
dits of management system.®

4.1.1  TYPES OF AUDITS

Audits can be:

B First party audits (internal) - an enterprise audits its own system. This
service can be performed also by a service provider or external auditor
to assess the compliance of the system with the requirements of the
referring standard.

B Second party audits (“external” audits) an enterprise audits its suppli-
ers. This service is performed by an agency / certification body or other
client to assess the activities of its service / products providers. Notifi-
cation and behaviour procedures for audit are official and require more
planning and preparation.

B Third party audits (“external - certification” audits) performed by an in-
dependent certification entity / body accredited by an internationally
recognized scheme, to prove that the QMS or EMS of product or service
provider meets the requirements defined by the referring standard.
These audits are more official.

30 1SO 19011:2011, Guidelines for auditing management systems.
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4.1 ACCREDITATION

Accreditation - formal recognition by an independent body, generally known
as an accreditation body that a certification body operates according to inter-
national standards.

Accreditation is a procedure by which an authoritative body gives formal rec-
ognition to a certification body or person to prove that it is competent to carry
out specific tasks such as the provision of relevant certificates issued by them
(certificates of management systems, products and personnel and other at-
testations of testing and inspection, etc.). In relation to ISO 9001 or ISO 14001,
accreditation means that an organ, certification body is authorized to certify an
enterprise which has successfully met the requirements of the referring standard.

Some of the important Kosovo, European and international accreditation in-
stitutions are:

B Kosovo Accreditation Directorate (KAD)

The United Kingdom Accreditation Service - UKAS

Italian National Accreditation Body - ACCREDIA

ANSI-ASQ National Accreditation Board (ANAB)

Turkish Accreditation Agency - TURKAK

Joint Accreditation System of Australia and New Zealand - JAS-ANZ
Dubai Accreditation Centre - DAC.

4.2 CERTIFICATION

Means that an independent, external body has audited the management
system of an enterprise and verifies that the system is in compliance with the
requirements specified in the referring standard.

Certification is the activity through which a third and independent party
proves officially that a product, process or service is in compliance with the
defined requirements of the standard.

Certification of standards for management system is not mandatory. Certi-
fication is not a mandatory requirement of the implementation of ISO 9001
or ISO 140013, and is not the only way to demonstrate the compliance
with the standards. You can still benefit from the implementation of these
standards, without having to be certified.

31 1SO 9001for small businesses. What needs to be done, Third Edition, 2010.
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Certification - act by an independent audit body which proves
that the product, service or system in question meets the
specific requirements of the referring standard.

If you are looking to be certified in one or more of management system stan-
dards, you should contact an external certification body. ISO does not per-
form certification.

4.2.1 CERTIFICATION PROCESS

The certification process of management system includes the following
stages:

B Selection of certification body

B Pre-auditing
B Initial visit and review of documentation
B Certifying audit E‘S
B Corrective actions following the audit s External / certifying audit
e Verification of actions

B Decision of certification
B [ssuance of the certificate, registered in the public list
B Supervisory audit at certain time intervals

There are many institutions that provide certification services, including the
ones in the following table:

Certification bodies

SGS http://www.sgs.com

TUvV http://www.tuv.com

BVQlI http://www.bureauveritas.com
GlobalGROUP http://www.globalgroup.net
Lloyd’s http://www.Irga.com

DNV GL http://www.dnvba.com
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4.3 WHAT DOES IT MEAN “IN COMPLIANCE WITH ISO
9001 ORISO 14001”

CONFORMITY ASSESSMENT

According to ISO, conformity assessment includes a set of processes that
show that your product or service or system meets the requirements of a
referring standard.

Conformity assessment has a number of benefits:

B Provides increased confidence of customers and other parties.

B Provides your enterprise with a competitive advantage.

B Assist regulators to ensure that the health, safety or environmental
conditions are met.

The main forms of conformity assessment are tests, certifications and inspections.

5. FOOD SAFETY

Along with the development of international free trade and with global tech-
nological advances, methods of processing, manufacturing and distribution
of food did sophisticate as well. Food sector enterprises are applying advanc-
es in biotechnology increasingly. Unfortunately, in parallel with the use of
new technologies in food production, the use of pesticides as well as various
additives has increased as well. This has led to an increase of international
trade in food products and in the speed of transactions, but also in increase
of concerns about food safety and quality.

Regarding the food that we consume, we may not have information of its
origin or under what conditions it is manufactured. Since the food is very
sensitive, these developments at the same time have also brought increased
risks from borne diseases which are one of the most worrying problems of
public health. Precisely this has prompted the reaction of the international
community in finding the global solutions in regulating this sector through
establishment of international standards on food.

The Codex Alimentarius Commission was established in 1963 by the Food
and Agriculture Organization (FAO) of United Nations and the World Health
Organization (WHO). The main goals of this program are that through the de-
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velopment of standards, guidelines and codes of international harmonized
practice on food, provide health protection of consumers and ensure fair
practices in food trade. The Commission also promotes the coordination of
work for all food standards undertaken by international governmental and
nongovernmental organizations.

As aresult, the Commission has prepared the general principles of Food Hygiene,
which ensures the basis for food hygiene and places a solid foundation for devel-
opment of an effective HACCP system.?? By realizing that international standards
are needed to ensure the security of the global supply chain in the food sector,
ISO has been working in this direction by developing the ISO 22000 series of
standards that addresses the food safety management. The consequences of
unsafe food can be serious and the standards of food safety management are
intended to help organizations to identify and control food safety hazards.

ISO 22000 standards series contains a number of standards in which each
standard focuses on various aspects of food safety management.

5.1 150 22000: 2005 FOOD SAFETY MANAGEMENT
SYSTEMS - REQUIREMENTS FOR ANY
ORGANIZATION IN THE FOOD CHAIN

This international standard specifies requirements for the food safety manage-
ment system. The enterprise needs to show its ability to control the food safety
hazards by providing safe food.

ISO 22000 combines the following elements that are generally accepted to pro-
vide food safety along the food chain to the point of final consumption:*

B Interactive communication;
B System management;

B Prerequisite programs;**

B HACCP principles.®

In this handbook we will focus on the elaboration of HACCP as one of the
most widespread scientific methods in the world in the food chain.

32 HACCP - Hazard Analysis and Critical Control Point

33 1S0O 22000:2005, Food safety management systems - Requirements for any
organization in the food chain

34 See section 5.2.7 Prerequisite conditions for HACCP implementation
35 1SO 22000:2005, Food safety management systems.
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HACCP establishes a system for identifying and assessing
health hazards at all phases of the process of food
manufacturing, processing and distribution.

5.2 INTRODUCTION TO HACCP

Food safety requires special treatment. Consumers currently not only require
higher quality, hygiene and health standards in the products that they buy,
but they also require the provision of origin of products, verification of pro-
duction methods, certification of products and systems. HACCP is one of the
most popular international systems that provide food safety.

The main objectives of the food industry are: provision of safe production
and supply of quality and healthy foods.

These targets can be achieved by establishing a proper systemic and orga-
nizational structure according to the requirements of ISO 9001 that are the
basis of quality management system and establishing HACCP system within
the enterprise, through:

B Control of the activities,

B |dentification of work processes

B Establishing procedures and

B Allocating resources (human, infrastructural and financial).

Safety of the products is one of the universal core values.
Establishment of a positive culture regarding the food
safety through the establishment of HACCP system is a
preventative approach in order to provide safe food.

52.1 HACCP BACKGROUND

HACCP has its origin in the United States since 1960’s when Pillsbury Co.
made an effort to enable a “zero defect” program, which would ensure food
safety for food supply for astronauts for the space missions that were led by
the American Space Agency - NASA.

The general program as it was implemented in Pillsbury, has placed the food
safety in a corporate culture. It changed the system of analysing and con-
trolling food safety by the application of proactive measures in reactive and
preventive measures.
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Since then, thanks to the success shown, HACCP principles are defined and
accepted in international food standards (Codex Alimentarius), as well as in
European legislation.

522 HACCP SYSTEM - CONCEPT, DEFINITION AND GOAL

HACCP is “a system that identifies, assesses and controls the hazards which are
significant for food safety”.3¢

This system provides a guarantee of food safety through preventive controls of
critical aspects of food manufacturing all the way to the final product testing.

The purpose of a HACCP system is to identify potential problems of food
safety and determine the control and / or prevent them.

Product description and intended use, process flow diagrams, hazard anal-
ysis, establishment of critical control points and verification activities repre-
sent main aspects of HACCP plan.

HACCP is a risk management process based on the scientific method®” and for
this reason this activity requires a systematic approach in hazard analysis and
undertaking of preventive measures, raising the competence of personnel,
provision of sufficient resources and control as well as internal and external
verifications (such as audits) to consistently assure that a food enterprise is in
fact producing safe food for consumption.

Rather than relying solely on the final product testing and in inspection ac-
tivities, HACCP is a very effective tool to assess potential risks and establish a
control system through critical control points, which focuses on the preven-
tion of risks.

HACCP as a methodology is designed to identify specific steps of the process
or processing requirements that eliminate, hinder or decrease to an accept-
able level an identified hazard.

In HACCP, the emphasis is on being proactive - prediction,
prevention and reaction, in realization of the process from the
beginning in appropriate manner rather than correcting it after
the problems emerge.

36 General rules of food hygiene, CAC/RCP 1-1969, Rev. 4-2003.

37 Pierson, MD (1997). The importance of prerequisites programs. Advancement of
food safety 1 (2) 34-35. Sydney.
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Food safety has two main elements:

B Health Safety (safe and healthy food)
B Quality (quality food)

HACCP system provides more effective protection of consumers’ health in
food production process.

HACCP system is now a universally accepted method for provision of food
safety. It can be applied for any food activity in micro, small, medium and
large enterprises, such as:

B food processing centres

hotel enterprises, hotel kitchens, restaurants
commercial kitchens/cafeteria

packaging enterprises, and

distribution enterprises, such as supermarkets.

5.2.3 TYPES OF HAZARDS OF HACCP

HACCP focuses on hazards rather than on pollutants because many poten-
tially dangerous agents can be usually detected in small amounts in food
and may not be harmful; it is their concentrations that can cause the hazard.

HACCP is a systematic approach for food safety. Implementation of HACCP
requires addressing the hazards and focuses on three types of food safety
hazards that are likely to cause illness or injury if they are not controlled:

B microbiological,
B chemical and
B physical
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Types of HACCP Hazards

Biological
hazards

Chemical
hazards

Physical hazards

Include pathogenic bacteria, viruses, natural toxins or
parasites. Microbiological risks are the main risks since they
pose the main threat to the public health.

This type of risk is mainly caused by contaminated ingredient,
unsatisfactory hygiene, poisoning and inadequate heating or
cooling.

Usually result from pollution by agricultural chemicals (e.g.,
fertilizers, pesticides), industrial chemicals (e.g., cleaners,
lubricants, fats), natural toxins or allergenic compounds (e.g.
proteins, peanuts, gluten), heavy metals, and food chemicals
(e.g., preservatives, acids, various food additives).

Include foreign objects such as glass, metal, wood, insects, and
stone.

5.2.4 LEGISLATION OF EUROPEAN COMMUNITY IN
RELATION TO FOOD

European Community (EC) legislation covers all stages of production, pro-
cessing, distribution and placing on the market the food intended for human
consumption. Below are presented the main EC regulations regarding the
food hygiene and safety.

EU legislation regarding food hygiene and safety

Regulation
EC/178/2002

Regulation
EC/852/2004

Regulation
EC/853/2004

Regulation
EC/854/2004

of the European Parliament and of the Council dated 28
January 2002 sets general principles and requirements

of food legislation, establishes the European Food Safety
Authority (EFSA) and defines the procedures relating to
food safety, especially the possibility of tracking the foods
and their ingredients throughout all stages of production,
processing and distribution.

dated 29 April 2004 on the hygiene of ingredients.

Simultaneously, this regulation recommends the inclusion
of HACCP in food production and in the entire food chain.

Defines specific hygiene rules for food of animal origin.
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Regulation Defines specific rules for organization of official controls
EC/882/2004 on products of animal origin for human consumption.

Directive 2004/41/ | on official controls performed to ensure the verification of
EC compliance with the legislation on feed and food, animal
health and animal welfare rules.

EU Regulation abrogates certain Directives concerning food hygiene and

1169/2011 health conditions for the production and placing on the
market of certain products of animal origin intended for
human consumption and amending Council Directives
89/662/EEC and 92/118/EEC and Council Decision 95/408/
EC, 21 April 2004.

5.2.5 KOSOVO FOOD LEGISLATION

Law on Food No. 03 /L-016, published in the Official Gazette is the legislative ba-
sis on the food sector in Kosovo is the. The Law on Food is largely in accordance
with Regulation of the European Parliament and Council No.187 / 2002.

Kosovo Legislation from Food Hygiene Package includes:

B Regulation No. 10/2011 on official controls performed to ensure the
verification of compliance with feed and food law, animal health and
animal welfare rules.

B Regulation No. 11/2011 on hygiene of food stuffs.

B Regulation No. 12/2011 laying down specific rules on hygiene of food
of animal origin.

B Regulation No. 13/2011 laying down specific rules for the organization
of official controls on products of animal origin intended for human
consumption.

52.6 ADVANTAGES AND OBJECTIVE OF IMPLEMENTATION
OF HACCP SYSTEM

Implementation of HACCP enables businesses to build a cost-effective sys-
tem for controlling food safety through the processes of production, storage
and distribution for sale and service to the final customer since it focuses on
identifying and preventing hazards from poisoned food, based on scientific
facts.

HACCP preventive approach not only improves the food safety management but
also complements other quality management systems such as 1SO 9001.
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Although the main HACCP goal is food safety, through the implementation
of an effective HACCP system other benefits results as well.

HACCP main benefits are:

B Avoiding consumer poisoning

B Preventing food-borne diseases

B Increasing standards of food safety and quality

B Demonstrating compliance with legal requirements

B Saving money in the long run for business

B Organizing the process of safe food production

B Organizing the staff in promoting teamwork and increasing efficiency

B Providing legal defence in court

B Demonstrating compliance with the requirements of the product

B Reducing the risk of product withdrawal from the market

B Increasing the trust of customers

B Reducing costs by reducing residues in production and reprocessing

B Reducing cost regarding food analysis

B Allowing more effective supervision and simplification of inspections
as a result of maintaining documents and records, since record keeping
allows investigators to see the compliance with laws on food safety.

B Ensuring consistently the quality products

B Reducing competition barriers in international trade.

5.2.7 PREREQUISITE CONDITIONS FOR HACCP
IMPLEMENTATION

Before implementing the HACCP system, food enterprises must already op-
erate with good manufacturing practices (GMP) and good hygiene practices
(GHP) by already having installed the necessary prerequisite programs (PRP).

Prerequisite conditions (PRP) for HACCP are necessary practices and require-
ments which the company must meet prior and during the implementation
of HACCP. Good manufacturing practices and hygiene are essential for food
safety as shown on the general principles of food hygiene codex and other
codes of practice.

Basic sanitary requirements of food manufacturing facilities are known as
Good Manufacturing Practices (GMP). These practices are defined as univer-
sal steps or procedures that control the operating conditions in a food enter-
prise by enabling favourable conditions for safe food manufacturing. Prereq-
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uisite Programs, GMP and GHP deal with creating favourable conditions for:
manufacturing facilities, hygiene in facilities, operations control, personal hy-
giene, training, repairs and maintenance, transportation, information about
the product, and consumer awareness. GMP and GHP are prerequisites for
HACCP. Prerequisite programs are the foundation of HACCP plans. They alone
are insufficient for the food safety. Therefore, after establishing the necessary
prerequisite program, HACCP implementation is advised to enable control of
the phases of key manufacturing processes or service provision.

GMP and GHP will simplify the HACCP plans and consequently will minimize
the number of CCP.

Just like the GMP is the basis of an effective program of HACCP, the HACCP is
also a critical system for food safety that supports other quality systems such
as 1SO 9001, etc.

Prerequisite
Programs (PRP)
Good

Manufacturing
Practices
Good Hygiene
Practices

Food Safety
Management
System
1SO 22000
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5.2.8 SEVEN PRINCIPLES OF HACCP SYSTEM

HACCP has 7 principles upon which the food safety system is based. A system
based on HACCP principles enables the identification and control of hazards
before they pose a threat to public health.

1. HAZARD ANALYSIS

Hazard analysis enables identification of possible hazards associated with
food through the entire food chain starting from supply of raw materials,
manufacturing process, all the way to its distribution and their impact on
food safety.

The main risks to be considered at each step are poisoning from biological,
physical and chemical aspects (refer to the types of hazards).

2. IDENTIFYING THE CRITICAL CONTROL POINTS (CCP)

CCP is a step at which the control can be applied and is essential to prevent
or eliminate a food safety hazard that threatens food safety or reduces it to
an acceptable level.

They are often identified by the use of flowchart. Examples are the cooking
process (cooking, baking, etc.), pasteurization, freezing, packaging etc.

It is important to identify all hazards during the operation to ensure food
safety. But we should be careful in excessive monitoring because the focus
might be lost and the main business operations might be limited.

Set upper and lower limits which should not be exceeded to ensure that
CCPs are under control, thus preventing the risk of contamination. These re-
strictions allow you to identify when a CCP is out of control. For example, re-
garding the food that must be cooked this would mean setting the minimum
cooking temperature and time required to eliminate the harmful germs.

4,.ESTABLISHING A SYSTEM FOR MONITORING CRITICAL CONTROL
POINTS - (CCP)

When CCPs are identified, it is important to ensure that they are monitored

at regular time intervals to ensure that they are within the critical limits and

to ensure that there cannot any situation that could threaten food safety is

avoided.
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For example, these procedures can include instructions on how, when and
who should control the temperature and time of cooking, baking, etc.

5. ESTABLISHING CORRECTIVE ACTIONS DURING MONITORING

The monitoring process of the system enables identification of an occurring
problem. In the event when the CCP has failed to prevent the problem, then
the corrective actions are placed. It should be clear to those who monitor
and work with the system what corrective measures need to be taken. For
example, continuing cooking, baking, if a specific minimum temperature is
not reached.

6. ESTABLISHING VERIFICATION PROCEDURES TO CONFIRM THAT THE
HACCP SYSTEM WORKS EFFICIENTLY

It is necessary to check the system periodically to ensure that all changes to
the system and business requirements are taken into account. Simultane-
ously, we should test the measuring devices for weight, temperature, time,
etc. to verify that data through the control points are correct.

Forimplementation of a hygiene management system, documents as well as
records must be drafted and maintained which prove that the controls are
conducted.

HACCP procedures are documented. The way of documentation and record keeping
depends on the nature and size of the activity. They should be sufficient to enable the
enterprise to verify the implementation and maintenance of HACCP 3®

Examples of documentation are reports on:
B Hazard Analysis
B Defining the CCP
B Establishing critical limits
B Modifications of the HACCP plan

38 Official Gazette of the Republic of Albania, MAFCP Instruction no. 20, dated
25.11.2010, For the implementation of prior programs of good hygiene
practices, good manufacturing practices and procedures based on hazard
analysis and critical control points (HACCP) in food establishments.
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Examples of records are:
B CCP monitoring activities
B Deviations and associated corrective actions
B Verification actions

529 HACCP DEVELOPMENT PHASES

There are twelve steps required to develop a HACCP plan and these are de-
signed to ensure that the seven principles are applied correctly.

Principle 1, which includes performing of a hazard analysis, requires that the
first five tasks are addressed in a logical and fair manner so that all hazards
associated with the food product are identified.

Phase 1 Selection of HACCP team

Phase 2 Product desciption

Phase 3
Phase 4
Phase 5
Phase 6 Hazard analysis - Identification of hazards in the manufacturing

- phases and determination of control measures - PRINCIPLE 1

Determination of Critical Control Points (CCP) - implementation of

m the decision “tree” - PRINCIPLE 2

Establishing critical limits for each CCP - PRINCIPLE 3

Phase 9 Establishing the system (procedures) for monitoring of each CCP -

Description of the expected use of the product

Drafting processes flow chart

Field verification of process chart

Phase 10 Determination of corrective actions - PRINCIPLE 5

AiEHSN N Determination of verification procedures for the HACCP system - PRINCIPLE 6

JIEHSN PR Establishing the system records and documentation - PRINCIPLE 7
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5.3 DECISION-MAKING TREE FOR IDENTIFYING CCP

EXAMPLE OF DECISION-MAKING TREE FOR IDENTIFYING CCP

\¢
[ P1. Does the control for preventive measures exist? J‘
v v
YES NO [ Modify the step, process or the product ]
: i
Is the control necessary to YES
provide safety in this phase?
v
NO —D[ It is not CCP J — Stop (*)
h 4

P2.1s the phase designed to eliminate or reduce the possibility of occurrence of YES
a hazard to an acceptable level? (*¥)

v
NO
v
[P& Can the poisoning (of the product) with the identified hazards occur by exceeding ]
acceptable levels or can these be increased to unacceptable levels? (**)
+ v
YES NO 4{ It is not CCP J—b Stop (¥)
v
[ P4. Will the subsequent steps eliminate identified hazard or reduce the chance]
of occurrence in an unacceptable level? (**)
v v -
YES NO ——— CRITICAL CONTROL POINT

[ It is not CCP J—} Stop (%)

(*) Continue to the next hazard identified in the described process.

(**) Acceptable and unacceptable levels must be defined within the overall objec-
tives in identifying the CCPs of HACCP plan.
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5.4 INTERCONNECTION OF HACCP AND ISO 9001
SYSTEMS

If the question is whether there is a difference between ISO 9001 and HACCP,
simply said, ISO 9001 is a quality system and HACCP is food safety system. In
the food industry, HACCP and I1SO 9001 can be applied separately or togeth-
er, as they complement each other.

In international practice, it is enterprises are advised to combine HACCP and
ISO 9001, since it is proven that the combination of the two standards im-
proves both the systems and provides industry and regulators with a mea-
sure of responsibility, safety and identification elements along the food chain
that can be critical for safety issues and food quality. The combination of
these two systems enables manufacturers to control the quality aspects that
can have an effect on food safety. Furthermore, the combined use of quality
management system according to I1SO 9001 and HACCP system provides an
efficient system and program for documentation, prevention and self-cor-
rection of food quality and safety, by meeting legal regulations, customer
requirements for quality, food safety and standards for food processors.

1SO 9001 ( F/{
~ HACCP ' f\
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6. KOSOVO RELEVANT INSTITUTIONS

Below are presented some Kosovo agencies, institutes and laboratories
whose activities are control of standardization, accreditation, inspection and
testing.

6.1 KOSOVO STANDARDIZATION AGENCY (KSA)

Kosovo Standardization Agency (KSA) is a body for managing, organizing
and controlling the standardization activity in Kosovo. KSA was established
in April 2005 in accordance with the Law on Standardization 2004/12 and
Administrative Instruction 2005/15.

KSA is a national body that adopts standards, harmonizes them and as a re-
sult it aims to stimulate economic development by creating a basis for com-
petitiveness in the region and beyond.

KSA provides information to stakeholders regarding each Kosovo standard.

Contact:

Kosovo Standardization Agency

str. “Ismail Hajdaraj” n.n, Lagja e Spitalit, Prishtiné/Pristina
Tel: 038512779

Fax: 038512 798

Email: aksinfo@rks-gov.net

http://aks.rks-gov.net/

6.2 KOSOVO ACCREDITATION DIRECTORY (KAD)

Kosovo Accreditation Directory (KAD) is a accreditation body for evaluation
of technical competence of conformity assessment bodies in accordance
with international standards. These bodies conduct activities such as: test-
ing, calibration, certification and inspection whether voluntarily or manda-
tory in public or private sectors.

KAD'’s mission is to provide to all stakeholders accreditation on the basis of
the rules set in the laws, standards and in principles of accreditation.
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Contact:

Kosovo Accreditation Directory, Ministry of Trade and Industry,
Str. Muharrem Fejza n.n, Lagja Spitalit, Prishtiné/Pristina

Tel: 038 512792

E-mail: drejtoriaakreditimitekosoves@gmail.com
http://www.dak-ks.org/

6.3 KOSOVO METROLOGY AGENCY (KMA)

Kosovo Metrology Agency (KMA) is the only Kosovo institution that is re-
sponsible for establishing and managing metrology system including mea-
surements related to precious metals.

KMA with its laboratories performs verification, testing and calibration of
measuring instruments such as: electric meters, measuring tools of mass
(scales and weights), thermometers, volume-meters in fuel selling stations,
and performs quality control of precious metal works. In regard to the mea-
suring tools for verification, testing and calibration, KMA has authorized en-
tities dealing with servicing and preparation of measuring tools for verifica-
tion, testing or calibration.

Contact:

Kosovo Metrology Agency

Str.,Muharrem Fejza” n.n. Lagja Spitalit, Prishtiné/Pristina

Tel: 038512 121
http://www.mti-ks.org/sq/Agjencia-e-Metrologjise-se-Kosoves

6.4 FOOD AND VETERINARY AGENCY (FVA)

Food and Veterinary Agency develops and implements national policies in
the field of food quality and safety, as well as in sectors of animal health and
their welfare.

FVA is the highest food and veterinary authority responsible to protect the
life and health of the people by providing high level of food safety, includ-
ing animal feed, animal health, animal welfare and food quality of plant and
animal origin.
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Contact:

Food and Veterinary Agency, Industrial Zone, Fushé Kosové/Kosovo Polje
Tel: 038551918

Fax: 038 551962

Email: infoauv@ks-gov.net

http://www.auv-ks.net

6.5 KOSOVO INSTITUTE OF AGRICULTURE (KIA)

Kosovo Institute of Agriculture is a specialized institution for agricultural re-
search, physical and chemical testing and quality control of agricultural in-
puts, food and preservation of living environment. KIA is located in Peja/Pec.

The main tasks of the KIA are support for the agricultural research, provision of
advisory services, research services, performing analyses on all aspects of ag-
riculture. KIA has laboratory for testing chemical residues in agricultural crops.

Among other KIA tasks also include technical and scientific support for techni-
cal departments of MAFRD, research of varieties of agricultural crops in Kosovo
agro-ecological conditions, evaluation of manufacturing qualities and land im-
provement in Kosovo, researching, identifying and inventorying harmful biolog-
ical agents (pests, pathogens, bad meadows etc.) in Kosovo, etc.

Contact:
Kosovo Institute of Agriculture, Pejé/Pec
Tel: 039 431 635

6.6 BUSINESS CONSULTANTS COUNCIL (BCC)

Business Consultants Council is an association of leading business services
providers in Kosovo and recognized by local and international partners for
its professionalism, standards of excellence and customer care.

BCC is committed to serve in the interests of its members, by supporting
their efforts to ensure a better quality of service for their customers.

Contact:

Business Consultants Council

Str. Sylejman Vokshi 19/2, ground floor, Prishtiné/Pristina
Tel: 038712 369

E-mail: info@bcc-ks.org

http://www.bcc-ks.org/
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7. FREQUENTLY ASKED QUESTIONS

WHAT IS AN ISO STANDARD?

A standard is a document that provides requirements, specifications, guide-
lines or characteristics that can be used consistently to ensure that materials,
products, processes and services are suitable to their purpose.

ARE THE STANDARDS MANDATORY?

ISO standards are voluntary. Although voluntary, ISO standards may become
a requirement in the market. Often the market in which we operate or in
which we intend to export may have requirements regarding the use of stan-
dards that are internationally recognized and used, such as European and
international standards. So, if national legal regulation refers to the standard,
then the use of standards becomes mandatory.

WHICH ENTERPRISES CAN GET CERTIFIED?

Management standards are comprehensive standards, and can be applied in
any organization or enterprise, whether manufacturing or service enterpris-
es regardless of the sector, scope, shape of organization or their size.

WHICHISO STANDARDS FROM 9000 AND 14000 SERIES ARE INTENDED
FOR CERTIFICATION?

Any enterprise can apply for certification according to the requirements of ISO
9001 for quality management systems and ISO 14001 for environmental man-
agement systems. Other standards of these series, i.e. ISO 9000 and I1SO 9004
or ISO 14004 are guiding standards and are not intended for certification.

IS HACCP INTERNATIONALLY RECOGNIZED?

Yes, HACCP principles are adopted worldwide. HACCP is increasingly becom-
ing an important element in the trade process of food products. HACCP is
now universally recognized as the best method for managing food hazards.

WHAT STANDARDS ARE RELEVANT FOR MY ENTERPRISE?

ISO 9001 standard for quality management systems is applicable in all sectors
without any discrimination. In the wood processing industry and in the con-
struction sector where the impact on the environment may be greater, it is re-
quired to implement ISO 14001 (environmental management system). In agri-
culture and especially in food processing it is used ISO 9001 in combination with
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HACCP system (Hazard analysis and critical control points) or the establishment
of the food safety management system according to I1SO 22000 standard.

HOW LONG DOES THE PROCESS OF ESTABLISHING A MANAGEMENT
SYSTEM LAST?

Usually it cannot be given a fixed period of establishment and implementa-
tion of a management system in an enterprise, since it depends on the type of
system, scope, number of employees and complexity of enterprise processes.

DOYOU HAVETO CONTRACT A CONSULTANT FORESTABLISHMENT OF
MANAGEMENT SYSTEMS ACCORDING TO ISO 9001, ISO 140001?

This handbook describes the phases, required documentation and the course
of implementing these management systems to enable commencing the es-
tablishment of systems in your enterprises. However, experienced consultants
and field experts (internationally licensed and preferably certified in CMC) can
accelerate the development of your management system by implementing
effective strategies and appropriate solution with a reasonable cost.

For more information about qualified consultants contact BCC - Business
Consultants Council (see point 6.6 for contact information).

HOW MUCH DOES A MANAGEMENT SYSTEM ORHACCP SYSTEM COST?

Management systems according to ISO 9001, ISO 14001 and HACCP system
are not offered in the same form for all enterprises. The cost of establishing
the system depends on the number of business processes and the number
of employees. It is therefore difficult to provide a real cost. A possibility to
ensure a calculation of an approximate cost is to contact the specialized con-
sultants through BCC (see point 6.6 for contact information).

HOW TO PURCHASE A STANDARD?

KSA provides information for each standard that is adopted. The written re-
quest is sent to KSA via mail or e-mail with the full title of the standard, or by
visiting KSA offices (see point 6.1 for contact information).

WHAT IS THE DIFFERENCE BETWEEN CERTIFICATION AND
ACCREDITATION?

In simple terms, accreditation is as certifying a certification body for the ser-
vices it provides. Accreditation should not be used as an alternative for cer-
tification.
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