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Abstract

Quality Mark is an effective tool for organizations to improve customer satisfaction, deliver
a product that meets standards, improve sales and exports of products, and encourage
organizations to continuously improve and develop their processes and products. One of the
conditions for obtaining the Palestinian quality mark, certified by the Palestinian Standards
and Metrology Institutions, is that organizations should adopt a quality management system
based on the Palestinian standard PS-15.

According to Palestinian Standards and Metrology Institution, any Palestinian
standard must be reviewed or upgraded every five years. Whereas the Palestinian Standard
PS-15 was built and adopted by the Palestinian Standards and Metrology Institution as a
basic requirement for obtaining the Palestinian Quality Mark in 1997, no review or upgrade
has been done for the Palestinian Standard PS-15 until today. Furthermore, there are no
previous studies related to improving the Palestinian standard PS-15. There are
improvement opportunities in the PS-15which include improving product quality and
building an effective system that reflects positively on the organization and customer’s
satisfaction. This research aims to study, identify improvement opportunities in the
Palestinian standard, and fill the gap in the literature.

Three research methodologies have been adopted to achieve the research objectives.
The first methodology was conducting via interviews and SWOT analysis to study the
current version of the Palestinian standard PS-15 from the Palestinian Standards and
Metrology Institution’s perspective. The second methodology was studying the current

version of the Palestinian standard PS-15 from market perspective through surveying the



extent of fulfilling the quality management principles through applying the Palestinian
standard PS-15. The third methodology was a comparison study between the ISO
9001:2015 requirements and the Palestinian standard PS-15 requirements to determine the
gap in the Palestinian standard.

The research summarizes the most important conclusions and recommendations such as the
necessity of developing the Palestinian standard taking into account that it should be easy to
apply by the organizations, built in a consistent and well-divided structure, and being
drafted in a good way. The study also proved that the current Palestinian standard PS-15
does not achieve any of the ISO 9001:2015 Quality Management Principles and stressed to
add the missing requirements in the Palestinian standard PS-15related to Leadership,
Support, Operation, Planning, and Improvement compared with SO 9001:2015

requirements.

Keywords: Quality, Quality Mark, PSI, QMS, Improvement, PS-15, ISO

9001:2015.
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Chapter 1

Introduction

1.1 Background

The Palestinian Quality mark (PS) is awarded by the Palestinian Standards and Metrology
Institution (PSI), which audits the system and procedures adopted within the organizations
in order to guarantee the quality of the products. The Palestinian quality certificate is an
evidence of the quality of the products and the system required to ensure high customer

satisfaction.

In order to obtain the quality mark, organizations must meet two conditions. The
first one, the product itself should conform to its technical standard. The second one, the
organization must have a quality system that fulfills the requirements listed in the
Palestinian standard (PS-15). Organizations interested in applying for the (PS) certificate

are left alone to struggle in building their own quality system.

PSI auditing on the Quality System includes the procedures of management
responsibilities, the product itself, production processes, purchasing, quality control and
other matters. These procedures are built in the quality system based on the guidelines

listed in the Palestinian Standard.

The need to develop and improve businesses, growing customer attention to quality,
customers new view of quality, the growth of competition in the markets, and the
emergence of new improvement tools and techniques, all drive organizations to revise and

improve their quality systems in order to achieve the quality standards .



In order to improve quality systems of the organizations holding PS, the standard (PS-15)
itself must be improved to ensure high quality and consistency in performance.

The International Organization for Standardization (ISO) is one of the most
important international references for building quality systems. This organization has
issued a series of standards over many years; ended with 1ISO 9001-2015.The ISO series is
defined as an integrated system consisting of a set of global standards, developed by 1SO to
certify these institutions in light of the availability of these standards in their quality

system.

1.2 Brief Profile of the Palestinian Standards and Metrology Institution (PSI) and PS-
15

Palestinian Standards and Metrology Institution (PSI) was established in 1994, and
began its work in 1997 with financial and administrative autonomy. It represents the
national body for standardization in Palestine and the local point of contact with the global
infrastructure for quality. The role of PSI in the quest to secure highly competitive
Palestinian product and facilitate trade and contribute to protecting the health and safety of
consumers environment and Palestinian representation in 1SO through the preparation of
Palestinian standards internationally harmonized and also represent testing and inspection
services, measurement (Metrology) and certification and conformity marks(1SO, 2019).

1.2.1 Role of PSI

The role of PSI can be summarized in the following points:

e Preparation of mandatory technical instructions.

e Preparation of Palestinian standards through permanent technical committees.



e Granting the Palestinian quality mark (PS) and Halal certificates.

e Calibration tools, legal and industrial gauges, to verify the accuracy of the
measurement.

e Testing services for local products (food, chemicals, construction and engineering)
and verification of conformity of the goods imported for technical specifications
through sampling and examination, professional service for this task.

e Operational testing of elevators, gas stations, central gas systems, and children's
toys.

e Services to provide information and answer questions about specifications and
mandatory technical instructions and Palestinian reconciliation procedures, regional,
international and foreign and Arabic, and selling documents (PSI, 2019).

1.2.2 Palestinian Quality Mark (PS)

The Palestinian Quality mark (PS) is awarded by PSI, which audit the system and
procedures adopted within the organizations in order to guarantee the quality of the
products. The Palestinian quality certificate is an evidence of the quality of the products
and the system required to ensure high customer satisfaction.

In order to obtain the quality mark, organizations must meet two conditions. The
first one, the product itself should conform to its technical standard. The second one, the
organization must have quality system that fulfills the requirements listed in the Palestinian
standard (PS-15). Organizations interested in applying for the (PS) certificate are left alone

to struggle in building their own quality system (PSI, 2019).



1.2.3 PS-15 Standard:

Appendix A represents the requirements of the quality system of producers who have
obtained a permit from PSI to mark their products with the quality mark. These
requirements shall apply to producers in addition to their other obligations to the
corporation as provided for in the Standards Act - the agreement between the producer and
the enterprise - and the management procedures. The effective implementation of the
requirements of these instructions can ensure that the products comply with the technical
specification for a long period of time, reduce the possibility of producing non-conforming
products, and prevent taking steps against producers who produce non-conforming
products. The requirements of these instructions are the minimum requirements. With
regard to special products, it is necessary to specify other requirements specified by the
competent technical committee.

The use of the quality mark on the product by the producers is a declaration by the
producers that the product conforms to the technical specifications. For this reason it is
necessary that the producers can inspect its own production and identify the non-
conforming products and seek to repair the detected defect and identify the reasons that led
to the imbalance and take the necessary steps to remove these reasons so as not to recur the
occurrence of the imbalance. The function of the foundation's representatives shall ensure
that the requirements detailed in these instructions are effectively implemented. Failure to
implement these requirements, regardless of whether or not the product meets the technical

standard, can result in the revocation of the product specification badge(PSI, 1997).



1.3 Problem Statement

PS-15 is a Palestinian standard of the requirements of quality management system needed
to hold the Palestinian quality mark which was built in 1997. According to concerned
personnel in the PSI, the current version of PS-15 was built based on ISO 9001:1994 and
has not been modified or revised so far. According to PSI director, any change in the
primary reference of any standard requires changing or revising the standard itself, and
since 1SO 9001:1994 is the primary reference and has been modified three times, this

mandates revising or updating PS-15.

Moreover, the Palestinian standardization law states that any standard should be
revised or modified every five years, while the current PS-15 has not been revised or

modified since 1997 which violates this law.

Lack of revising or updating the current PS-15 has led to high gap with the primary
reference (ISO 9001) and absence of some main principles of quality management such as
leadership, customer focus, process approach, risk management, continuous improvement,

and employee engagement.

The genuineness of this research emerged from the absence of any researches

regarding improving the Palestinian standard PS-15.

1.4 Objectives of the Study

The study aims to achieving the following objectives:

e Studying the current status of PS-15 through identifying strengths, weaknesses,

threats, and opportunities for improvement.



e Studying the extent of fulfilling the principles of quality management in Palestinian
organizations through applying PS-15.

e Identifying the requirements to be added to PS-15 for the improvement process
through gap analysis.

e Providing PSI with the recommended improvements of PS-15.

1.5 Thesis Structure

This thesis consists of seven chapters as follows:

The first chapter is an introduction for the research, which presents an overview of

PSI and PS-15, problem statement, and study objectives.

The second chapter is literature review, which introduces an overview of topics and

terms related to this research and previous studies on ISO 9001 implementation.

The third chapter is the research methodology, which introduces a description of the
adopted research methodology in order to improve PS-15. Three phases were conducted in
this chapter, the first one is an evaluation of the current status of PS-15, the second one is a
survey study for measuring the extent of fulfilling quality management principles in the

Palestinian organizations that apply PS-15, and the third one is the improve phase.

The fourth chapter introduces the evaluation of the current status of PS-15 from PSI

perspective using SWOT analysis and personal interview.



The fifth chapter introduces the development of a questionnaire to measure the fulfillment
of 1SO 9001:2015 principles through applying PS-15. Questionnaire was developed and

hypotheses were tested using one sample t-test.

The sixth chapter introduces the comparison study between PS-15 and ISO

9001:2015 through a comparison matrix prepared for this purpose.

The seventh chapter introduces extracted conclusions from the three phases of

study, recommendations for improving PS-15, and proposed future researches.



Chapter 2

Literature Review

2.1 Overview

This chapter provides an overview of topics and terms related to this research including
quality management system, organizational performance, 1ISO 9001, quality mark, and PS-
15. In addition to some articles those have been published regarding the effect of
implementing 1SO 9001. This will provide enough knowledge to help improve the

Palestinian standard PS-15.

2.2 Quality Management System (QMYS)

Ensuring quality does not only mean producing a product in a standardized manner;
it also requires continuously meeting customer expectations in variable conditions. Thus,
quality must be considered in a systematic way and quality of the system should be
emphasized rather than quality of the product. When a system is implemented that depends
on processes that provide good quality goods and services and that continuously improves
under changing conditions the output of the system also results in improved consistent
quality ( llkay and Aslan,2012).

Quality Management System (QMS) is an organizational structure that dictates how
the organization should do business and manages the quality in order to satisfy customer
requirements through various quality procedures and techniques (Gordon et al., 2009).
Deming (1986) stated that only organizations which would be able to adapt a modern
quality management philosophy will survive in today’s constantly growing world economic

competition.



QMS is a systematic approach to proactively managing quality based on documented
standards and operating procedures. The best known QMSs are those based on the ISO
9000 series of quality standards. A QMS can be expressed as the organizational structure,
procedures, processes and resources needed to implement quality management (Matata and
Wafula, 2015).

Yeung and Chan (1998) reported that a well-designed QMS with proper
management participation and a training system would lead to beneficial results in internal
and external improvements of the whole organization. While Koc (2007) reported that a
QMS is an essential component ensuring the productivity and quality of the outputs of the
company. It is a widely applied method in large and small enterprises with the expectation
of the improvement of production process, quality of the product, and the enhancement of
the strength in the relationships with suppliers and customers.

QMS would help the organization in critical areas such as the reduction of defective
products, the improvement of internal communication, the increase of customer’s
satisfaction, the increase of share market, the opportunities for infiltration in new markets
and global deployment. Moreover, implementation of the QMS gives additional benefits to
winery such as decrease of the cost of quality and mistakes; higher quality of the wine,
waste reduced, late delivery reduced, productivity improved, returns down and advertising
potential. The understanding of these benefits will be the motivation force for the winery to

continue its journey towards quality improvement (Aggelogiannopoulos et al., 2007)
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2.3 QMS and Organizational Performance

Performance is defined as the potential for future successful implementation of actions in
order to reach the objectives and targets. Powerful performance management system is one
that is built on and supports measures that:

* Give autonomy to individuals within their span of control.

* Reflect cause and effect relationships;

* Empower and involve individuals;

* Create a basis for discussion, and thus support continuous improvement, and

* Support decision making (Lebas, 1995)

Companies use performance measures for evaluating, controlling and improving
their processes, as they move toward realizing their goals and targets (Ghalayini and Noble,
1996). A performance measurement system is a set of performance measures that provides
useful information to help managing, controlling, planning and realizing the company’s
operations. Information gathered from a performance measurement system must be
complete, relevant, timely and easily accessible by users. Moreover, these measures must
be designated so that they reflect the important factors affecting the productivity of
different processes (Tangen, 2005).

A QMS improves organization’s performance through quality service delivery and
production thus enabling organizations to have a competitive edge over its competitors. In
order to be successful, Quality Management (QM) practices ought to be an integral part of
any organization’s strategic management. Without proper monitoring of projects, poor
quality of material use, and lack of proper site supervision due to inconsistent supervision

may lead to poor performance in an organization. Communication is a vital tool in



11

managing any form of business as it helps the organization in achieving its objectives.
Documentation is also a limitation in the organization which deals with many stakeholders.
Poorly kept records results into non-conformity due to delays caused by searching work
records which are not well kept. It was evident that QMS has a great positive impact on the
performance of an organization through service delivery and quality production, thus giving
an organization a competitive edge in the market (Matata and Wafula, 2015).

Garvin (1987), Lee et al. (2001), Sousa and Voss (2002) and Lakhal et al. (2006)
deem quality, operating and financial performance of the companies to be the performance

dimensions on which quality and productivity improvement approaches have an impact.

2.4 International Organization for Standardization (I1SO)

The ISO began at the Institute of Civil Engineers in London in 1946 when delegates
from 25 countries met and decided to create a new international organization to facilitate
the international coordination and unification of industrial standards. On 1947 the new
organization, 1SO, officially began operations. Since then, ISO had published over 2200
International Standards and related documents covering almost all aspects of technology

and manufacturing (1SO, 2019).

Today, I1ISO has members from 161 countries, and 783 technical committees and
subcommittees to take care of standards development and improvement. More than

135 people working in full time for ISO in Geneva, Switzerland.

ISO believes that International Standards make things work. To ensure quality, safety and

efficiency, ISO give world-class specifications for products, services and systems.
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While 1SO illustrate the standards development process like a symphony, it takes a lot of
people working together to develop a standard. ISO’s role is similar to that of a conductor,
while the orchestra is made up of independent technical experts nominated by our
members. The experts form a technical committee that is responsible for a specific subject
area. The process starts with the development of a draft that meets a specific market
expectations and needs. This is then the drafted standard shared for commenting and further

discussion (ISO, 2019).

The voting process is the key to consensus. If that’s achieved then the draft is on its
way to becoming an ISO standard. If agreement isn’t reached then the draft will be
modified further, and voted on again. Developing the standards starting from the first

proposal and ending with ISO standard usually takes about 3 years (ISO, 2019).

2.5 The I1SO 9001 Quality Management System

Since 1SO 9000 series of standards first emerged in 1987, many authors found that
ISO offered a reasonable first step toward implementing quality (Bradley, 1994).

This initial version of ISO addressed quality issues in categories such as quality
policy, quality documentation and quality planning. However, many authors also contended
that the quality issues in ISO 9000 were addressed in a disjointed way scattered throughout
the 1ISO document. The general impression at the time was that there did not seem to be an
overarching Total Quality Management (TQM) framework that guided the implementation
of ISO requirements (Costa et al., 2009).

Since ISO 9000 began, many versions have been issued (1994, 2000, 2008 and

2015); each version came to fill the gap in the version that precedes it.
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Next section provides a brief comparison between different 1ISO 9001 versions to find out

the main differences between them and the evolution of these versions.

2.6 Evolution of 1SO 9001

ISO 9000:1994 included 20 points that described categories ranging from
management responsibility to statistical techniques. Contract reviews, design control,
document and data control and purchasing were other categories. Under each of these 20
categories, there were more detailed descriptions of issues to be addressed. For instance,
within the category of management responsibility, the issues of quality policy, organization,
and management review were addressed (Costa et al., 2009).

By comparison, the 1SO 9001:2000 version has four major sections that replace 20
points from the 1994 version. Each of these four sections is represented by four constructs
and they are organized into one coherent framework. The constructs represented in the
framework are (1) management responsibility, (2) resource management, (3) product and
service realization, and (4) measurement, analysis and improvement. Further, they are
organized in a way that one leads to another, as in a wheel, which ultimately improves
customer satisfaction. Overall, the framework shows a dynamic model of a systems
perspective, the bedrock of TQM philosophy. Indeed, this approach marks a radical
departure from the previous version where the 20 categories were listed separately with no
apparent link between them. Finally, in supplanting the prevailing criticisms of the 1994
version as having an incomplete and disjointed quality management system, the new ISO
9001/2000 is poised to fill this gap and ultimately serve as a definitive step toward a higher

level of quality management and performance. However, how much of what had been
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intended in the 2000 version would actually affect the quality management practices in the

companies that adopt it still remains to be seen (Costa et al. , 2009).

While the updating of 1ISO9001:2000 to 1ISO9001:2008 has maintained the basic clauses of

the standard and the change was limited to certain terms to make the requirements more

clear and easy to understand.

Fonseca (2015) present a comparison between 1SO 9001:2008 and 1SO 9001:2015

versions. Eight principles of quality management (QMP’s) for ISO 9001:2008 presented

Customer focus.

Leadership.

Involvement of people.

Process approach.

System approach to management.
Continual improvement.

Factual approach to decision making.

Mutually beneficial supplier relationship.

And seven principles of quality management (QMP’s) for ISO9001:2015 presented

are:
e QMP1
e QMP2
e QMP3
e QMP4
e QMP5
e QMPS
e QMP7
e QMP8

are:
e QMP1
e QMP2
e QMP3
e QMP4

Customer focus.
Leadership.
Engagement of people.

Process approach.
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e QMPS5 Improvement.
e QMP6 Evidence-based decision making.
e QMP7 Relationship management.
Table 2-1 presents the principles of both the ISO 9001:2008 and I1SO 9001:2015.

Table 2-1 1ISO 9001:2008 and 1SO 9001:2015 QMP's

1SO 9001:2008 1SO 9001:2015

QMP1 Customer focus. QMP1 Customer focus.
QMP2 Leadership. QMP2 Leadership.

QMP3 Involvement of people. QMP3 Engagement of people.
QMP4  Process approach. QMP4  Process approach.

QMPS5 System approach to management. QMP5 Improvement.

QMP6 Continual improvement. QMP6 Evidence-based decision making.

QMP7  Factual approach to decision QMP7 Relationship management.
making.

QMP8 Mutually beneficial supplier

relationship.

According to 1SO directives, standards should be reviewed every 5 years, and the
design and development of the new ISO 9001:2015 started in November 2012 by ISO/TC
176, with the aim of achieving an edition that remains stable for the next 10 years (Croft,
2012).

Fonseca (2015) presented the major changes in the 1ISO 9001:2015 released in the
following points:

e A high-level structure with identical text, terms, and definitions has been adopted.
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e Replacing the concept of the previous edition of management responsibility with the
concept of leadership requiring top management to engage and support the QMS.

e External and internal issues that may impact the organization QMS ability to deliver
its intended results, and the needs and expectations of relevant stakeholders, must be
identified, understood and monitored;

¢ Internal and external issues that may affect the quality management capability of the
organization, and the needs and expectation of stakeholders must be identified,
understood and monitored.

e According to risk- based thinking that requires at organizational and process level,
risks and opportunities, that affect the QMS and its intended results, must be
identified and managed;

e Emphasizing on process approach and intended results with less emphasis on
prescriptive requirements and on documentation.

e The consideration of knowledge management, and change management have been
introduced.

e Replaced the continual improvement concept with improvement concept, allowing

also for periodic breakthroughs, reactive change, or other sorts of improvements.

2.7 Quality Management Principles (QMP’s)

QMP’s are a comprehensive and fundamental set of rules or beliefs for leading and
operating an organization aimed at continually improving performance over the long term
by focusing on customers while addressing the needs of all stakeholders (Ludwig-

Becker,1999).
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According to 1SO (ISO, 2015) the QMPs can be defined as a set of fundamental beliefs,
norms, rules and values that are accepted as true and can be used as a basis for quality
management. Seven Principles are presented which are customer focus, leadership,
engagement of people, process approach, improvement, evidence-based decision making
and relationship management. A detailed explanation of each principle is provided in the
next subsections.

2.7.1 Customer Focus

The primary focus of quality management is to meet customer needs and strive to
exceed their expectations. This can be achieved by attracting the organization and retaining
the trust of customers and other stakeholders. Understanding current and future customer
needs and other stakeholders contributes to the organization's continued success. Customer
Focus achieves a combination of benefits: increased customer value, increased customer
satisfaction, improved customer loyalty, reinforced repeat business, enhanced organizations
reputation, and extended customer base (1SO, 2015).

2.7.2 Leadership

The unity of purpose and direction and the creation of the right conditions for
people to participate in achieving the quality goals in the organization are among the most
important responsibilities of leaders in organizations. The main focuses of this principle are
the creation of unity of purpose, direction and participation of people, which enables the
organization to adapt its strategies, policies, processes and resources to achieve its

objectives (1SO, 2015).
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2.7.3 Engagement of People
For enhancing capability of organizations to create and deliver services, there must be
empowered, competent and engaged people at all levels. It is important to involve all
people at all levels and to respect them as individuals to manage the organization
effectively and efficiently. To achieve quality objectives in the organization, recognition,

empowerment and promotion of individual participation should be facilitated (1SO, 2015).

2.7.4 Process Approach

When activities are understood and managed as interrelated processes acting as a
coherent system, then consistent and predictable results can be achieved more effectively
and efficiently. The quality management system consists of interrelated processes. System
optimization and performance, results from an understanding of how results are produced
through this system (ISO, 2015).

2.7.5 Improvement

Successful organizations have a continuous focus on improvement. Improvement is
necessary to maintain current levels of performance, and it is essential to respond to
changes in the internal and external conditions and create new opportunities. Improvement
is also important to improved process performance, enhanced focus on root-cause
investigation, enhanced ability to anticipate and react to internal and external risks and
opportunities, enhanced consideration of both incremental and breakthrough improvement,

and improved use of learning for improvement (1SO, 2015).
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2.7.6 Evidence-Based Decision Making
Decisions based on the analysis and evaluation of data and information produce the desired
results. Decision-making is often a complex process and always requires some uncertainty.
The decision-making process involves various types of sources and inputs, as well as their
interpretation. It is important to understand the relationships between cause and effect and
unintended consequences. Objectivity and confidence in decision-making are needed for
facts, evidence and analysis of data (1SO, 2015).

2.7.7 Relationship Management

To achieve continued success, the organization must manage its relationships with
interested parties, such as suppliers. Success is achieved when the organization manages
relations with all interested parties to improve its impact on its performance. The
organization should give relationship management with its suppliers and partner networks
special importance because of the impact of this relationship on the performance of the

organization directly (ISO, 2015).

2.8 Risk-Based Thinking
ISO 9001:2015 incorporates the term “risk-based thinking™ into its requirements to
establish, implement, maintain, and continuously improve the quality management system.
According to ISO 9000: 2015 (ISO, 2015), risks are defined as "the impact of
uncertainty”. The term "uncertainty" is defined as a lack of information or knowledge about
the event that can be expressed, and that it is usually expressed as a result of the likelihood

and outcome of this event. 1ISO 9000: 2015 also states that risks are associated with
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potential events and are usually expressed as a result of the likelihood and outcome of this
event.

It seems that risks in accordance with 1SO 9001:2015 requirements are more bound to
product and service conformity than to customer requirements and customer satisfaction.
Actually, according to ISO 9001:2015 clause 6.1.2, “actions taken to address risks and
opportunities shall be proportionate to the potential impact on the conformity of products
and services”. Furthermore, clause 5.1.2 states, “top management shall demonstrate

leadership and commitment (Aladwan and Forrester, 2016).

2.9 Quality Mark
QM can be defined as a mark on product label which guarantee minimal level of
quality for one or more product characteristics controlled by an independent institution.
QMs are very suitable in judging products (Box, 1979).
According to (SASO, 2015)the Saudi Standards, Metrology and Quality Organization
presented the following benefits of getting quality mark:
1. It is an important way to guide consumers to products that comply with
standards.
2. Gaining customer satisfaction.
3. Increase sales.
4. Improving export opportunities.
5. Encourages continuous, development, product improvement and
competitiveness in local and international markets.

6. Reinforces the reputation of institutions.
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2.10 Effective Quality Mark
In order to reach an effective QM policy, two related questions must be answered:
1- What are the quality mark requirements from the customer’s perspective, in order to
facilitate the evaluation of the service quality?
2- What are the demands of the service provider in order to be able to provide the
service at the required level?
To answer these questions, a distinction must be made between quality dimensions.
The quality dimensions vary significantly not only in ease of judgment by the customer, but
also in the ability of control by service organizations and quality mark institution. Using
input and output continuum, the quality dimensions can be highlighted. Input factors in
perspective dimensions are easy to manage because they are more or less objective and
customer independent. Output factors are more difficult dimensions to control. They are
interested in interactive communication between the provider and the customers, and

therefore they are more difficult to manage. (Roest and Verhallen, 1995)

2.11 PSI/PS-15

According to (Palestinian Economic Policy Institute, 2008), the Palestine Standards
and Metrology Institution (PSI) is the only body in Palestine charged with developing and
issuing Palestinian standards. Standards are developed by standardization committees,
composed of specialists from the public and private sectors, academic institutions,
Palestinian industries association, and consumer protection association.

PSI started its operations in 1997. The institution now employs more than 100

people spread over its core functions. PSI is governed by an independent board of directors
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chaired by the Minister of National Economy, comprising representatives of industry,
academic institutions and relevant Palestinian National Authority ministries.
The most active technical committees include those working in food, environment,
chemicals, plastics, petroleum products, construction and cosmetics. On average, PSI
adopts about 80 standards every year. Most of the standards adopted by PSI are
internationally harmonized (Palestinian Economic Policy Institute, 2008).

The PSI quality mark is the seal of confidence that local customers are looking for
in the Palestinian market. The PSI Quality Mark of products is awarded with two

conditions:

1. The product meets the requirements of applicable Palestinian standards (technical
standards)
2. The organization shall provide the quality management system as required by the
PSI according to PS-15.
However, quality management system required for the Palestinian Quality Mark PS-
15 was built in 1997, which means that the standard is consistent with ISO 9001/1995.
Hence, this research is important in order to develop and improve the standard to make it
compatible with ISO 9001/2015 to improve the product’s quality, organizations

performance and raise customer’s satisfaction.
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2.12 Previous Studies

Qandeel (2008) study the impact of applying TQM principles on competitive policies in the
industrial facilities in the Gaza Strip. The researcher targeted the ISO 9001- certified
companies.

To achieve the objectives of the study a questionnaire was designed to study the
variables of the study problem in order to test hypotheses.

The study concluded that there is a great interest by the industrial establishments targeted
by TQM variables and the application of these principles. Whereas the overall mean of all
total quality management principles are 4.12.

In another study, Al-Wardiyan (2007) investigated the effect of applying TQM
system variables on the competitive advantages of the Palestinian industrial establishments,
in addition to the reality of the principles of TQM in the Palestinian industrial
establishments, and to identify the policies followed by the establishments to reach the
competitive advantage.

To achieve the objectives of the study, a questionnaire was designed to study the
research problem. The population and sample of the study were managers and heads of
quality departments in the Palestinian industrial establishments in the West Bank, having
international ISO certificate.

This study found that there is a great interest by the industrial establishments in the
principles of TQM and the commitment of these companies to apply these principles to a
great extent. Whereas the overall mean of the application of principles is 4.19.

The study of Kakouris and Sfakianaki (2018) aimed to explore the relationship

between obtaining the ISO 9000 certification and business performance of Greek SME’s.
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The research used a qualitative approach based on a case study to investigate how
companies perceive I1SO 9001. Four companies were examined, and a total of 26 semi-
structured interviews were conducted with companies. Personal surveillance and informal
consultation with staff were also used to assess potential impacts and results.

The results showed that the certified companies have gained a number of internal
and external benefits, including: awareness of quality, increased productivity, increased
employee participation and efficiency, image enhancement and penetration in new markets.
As for the financial benefits of certification, the results are not convincing. Indisputably, it
can be said that SMEs that wish to obtain certification must certainly expect benefits.

Javorcik and Sawada (2018) study focused on analyzing the impact of 1ISO 9000 on
the organization performance. ISO 9000 evaluates international best practice of
management standards and emphasizes quality assurance through preventive measures,
continuous improvement process, and customer satisfaction tracking. While 1SO 9000
certification is costly in terms of financial and administrative effort, it can help
organizations to improve their performance, enhance their reputation and join global supply
chains.

The study was based on empirical analysis depends on propensity-score-matching
combined with a difference-in-differences approach.

The study concluded that the best performing companies are self-selected to obtain
the I1SO certificate. The study also showed that ISO 9000 certification enhances the
performance of organizations in terms of sales, exports, labor productivity, profits,

profitability, employment and wages. While most of these effects are felt almost
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immediately, the increase in workers' productivity, profitability and wages occurs only after
a few years.

Zahra et al. (2018) study focused on the importance of quality management system ISO
9001: 2015 and its impact on machinery breakdowns in the general company for the
manufacture of wool and carpets in Hama to reduce the machines stops and thus increase
production quantities in the company.

A field study was conducted in the company, in which a random sample of workers
was interviewed, taking into consideration the characteristics of the categories of workers.
Data obtained from the workers were analyzed using SPSS.

The statistical results of the study showed that there is a strong correlation between
the quality management system ISO 9001: 2015 and machinery breakdowns, which
necessitates giving greater attention to the ISO 9001 standard by the company’s
management and seeking ISO 9001 certification to achieve high performance of the

company.

Medié¢ et al. (2016) presented a paper to explain the basic updates in the new
standard: 9001: 2015. The paper focused on fundamental changes in quality understanding
in terms of context of the organization, risk-based thinking, knowledge as resource and
leadership.

The changes introduced in the 2015 version aim to ensure that ISO 9001 continues
to adapt to the changing environments in which organizations operate. Changes include

some key updates in the ISO 9001: 2015 context of the organization, the restructuring of
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some information, emphasize on risk-based thinking to enhance the application of process
approaches, increase leadership requirements, and improve applicability on service.
Changes in the structure of 1ISO 9001: 2015 sections increased from 8 to 10 in addition to
clause of performance management and evaluation. These 10 sections are:

1- Scope.

2- Normative References.

3- Terms and Definitions.

4- Context of the Organization.

5- Leadership.

6- Planning.

7- Support.

8- Operation.

9- Performance evaluation.

10- Improvement.

The paper also indicated that some requirements such as management review in
planned time periods or internal audit in the planned time periods are still not well defined.

It is left to the organization to define the period of management review or internal
audit, which should be considered in the next revision of 1ISO 9001.

Fonseca and Domingues (2017) evaluated 1SO 9001: 2015 after six months of
issuance, in order to study whether it has achieved its objectives of being in line with
modern concepts of management and quality management and if additional value for
organizations in all fields of industry and services worldwide had been achieved. A survey

and statistical analysis of results were conducted to support the assumption that 1ISO 9001:
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2015 is in line with modern business management concepts and quality and will be a useful

tool for companies.

The study concluded that the results of descriptive statistics support that 1ISO 9001:2015 is
in line with modern concepts of business management and quality management; ISO is a
useful tool and has added value to the organizations; top management must demonstrate
their ability to lead in addition to managing the quality management system in their
organizations; the context of the organization, and the needs and expectations of
stakeholders should be defined; the adoption of risk-based thinking requires that risks and
opportunities are defined and managed by the organization; and finally, the adoption of the
revised seven quality management principles has strengthened the compatibility of 1SO

with the concepts of modern business management and quality management.

Smith et al. (2018) in their research study “I1SO 9001:2015 Introduction of Explicit
Risk-Based Thinking -Benefit or Limitation?” presents the results of evaluating the impact
of applying the quality management standard 1SO9001: 2015, by introducing an explicit
risk-based thinking approach. Using interviews, the following four keys were identified:

impact, benefits, constraints, and training and change management.

The results showed that the introduction of 1ISO9001: 2015 for explicit risk-based
thinking will have an important beneficial impact on the organization and customers. This
paper provides additional early knowledge of the risk-based thinking approach and the
revised 1SO9001: 2015 quality management standard. It also points to the need for further

review after the revised standard has become fully integrated and ISO 9001:2008 has
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become quite old. The organizational value is also considered for organizations looking to
introduce an 1SO quality management system or modify the existing quality management

system to be able to meet revised requirements.

According to the literature of TQM and 1SO9000 quality management system, the
importance of applying TQM and 1SO 9001:2015 quality management systems and its
impact on improving organizations' performance in terms of productivity, customer
satisfaction, continuous improvement and the people engagement has become clear, and
thus the good effect for improving the Palestinian standard PS-15 according to 1SO

9001:2015.
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Chapter 3

Research Methodology
3.1 Overview:

This chapter includes a description of the research methodology followed in order to
improve the Palestinian Standard (PS-15). The work was carried out over three phases. In
phase 1, an evaluation of the status of the Palestinian Standard (PS-15) was conducted. In
phase 2, a questionnaire was developed in order to measure the extent of fulfilling the
quality management principles (QMPs) in the organizations that applied the Palestinian

Standard (PS-15). Finally phase 3 was the improving phase.

3.2 Phase 1: Status of PS-15

An evaluation of the status of the Palestinian standard (PS-15) was conducted. A
number of interviews held with the director of the PSI, Eng. Haidar Hajji and the Director
of Quality Department at the institution, Eng. Mohamed Zekri. SWOT analysis was carried
out by collecting information from specialized employees in the institution and those who
have direct contact with the market such as auditors in order to highlight the strengths,
weaknesses, opportunities and the threats of maintaining the standard on its current status.
Finally, one of the most important goals of this phase is to agree on an acceptable reference

to improve the Palestinian standard (PS-15).

3.3 Phase 2: Measuring the QMP’s
ISO 9001:2015 was unanimously identified as a reference to improve the

Palestinian standard (PS-15). This was achievable through interviews and SWOT analysis.
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Before addressing the requirements of both standards (PS-15, and 1SO 9001:2015), it was
necessary to examine the extent to which the quality management principles of 1SO
9001:2015 were achieved by applying the Palestinian standard (PS-15) (phase 2). To
achieve this, a questionnaire was designed and the key hypothesis is “There is statistical
indication that applying the Palestinian Standard (PS-15) does not lead to fulfilling the

principles of quality management for ISO9001:2015 .

According to 1ISO 9001:2015, the principles of quality management are:

e QMP1 Customers focus.

e QMP2 Leadership.

e QMP3 Engagement of people.

e QMP4 Process approach.

e QMPS Improvement.

e QMP6 Evidence-based decision making.

e QMP7 Relationship management

Based on these principles and the key hypothesis, 7 hypotheses could be formulated

as follows:

Hypothesis 1: There is statistical indication that applying Palestinian standard (PS — 15)

does not lead to fulfilling the principle of customer focus at a significance level a=0.05.

Hypothesis2: There is statistical indication that applying the Palestinian standard (PS — 15)

does not lead to fulfilling the principle of leadership at a significance level 0=0.05.
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Hypothesis 3: There is statistical indication that applying the Palestinian standard (PS — 15)
does not lead to fulfilling the principle of engagement of people at a significance level

0=0.05.

Hypothesis 4: There is statistical indication that applying the Palestinian standard (PS — 15)

does not lead to fulfilling the principle of process approach at a significance level 0=0.05.

Hypothesis 5: There is statistical indication that applying the Palestinian standard (PS — 15)

does not lead to fulfilling the principle of improvement at a significance level a=0.05.

Hypothesis 6: There is statistical indication that applying the Palestinian standard (PS — 15)
does not lead to fulfilling the principle of evidence-based decision-making at a significance

level 0=0.05.

Hypothesis 7: There is statistical indication that applying the Palestinian standard (PS — 15)
does not lead to fulfilling the principle of relationship management at a significance level

0=0.05.

To study the extent to which the quality principles of ISO 9001:2015 applied by the
Palestinian standard (PS-15), a data collection and analysis were carried out through
questionnaires distributed to the organizations applying the Palestinian standard (PS-15).

To complete this process it was necessary to go through the following three steps:

1- Questionnaire Development

The questionnaire was divided to 7 sections (Appendix B) according to the

principles of quality management (1ISO, 2015) as follows:
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e Section 1: Customer focus, which includes 13 items(practices);
e Section 2: Leadership, which includes 7 items(practices);
e Section 3: Engagement of people, which includes 7 items(practices);
e Section 4: Process approach, which includes 7 items(practices);
e Section 5: Improvement, which includes 7 items(practices);
e Section 6: Evidence-based decision making, which includes 6 items(practices); and
e Section 7: Relationship management, which includes 6 items (practices).
The Likert scale adopted in this questionnaire has five levels as follows: strongly agree,

agree, neutral, disagree, and strongly disagree. Certain value for each level has been

adopted:
Table 3-1: Likert Scale Level
Likert scale level strongly agree | agree | neutral | disagree | strongly disagree
Value 5 4 3 2 1

To measure the extent to which the principles have been achieved by those
organizations applying the PS-15, their practices and applications of these principles have

been studied.

2- Population and Sample size

Based on information obtained from the Palestinian standard and metrology

institution, there are 65 organizations that are applying the PS-15 to hold quality mark. All
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65 organizations were contacted to fill the questionnaire. However, only 45 of them have

responded and filled the questionnaire.

3- Analysis
e Descriptive Analysis
The statistical averages and standard deviations of fulfilling each principle of
quality management principles (QMPs) in the targeted organizations were extracted.
e Statistical Analysis
To test the hypotheses, the following statistical approaches were used:
1- Chronbach alpha to test reliability.
2- T-test for testing the research hypotheses. Confidence interval equal 95%
(0=0.05), sample size (n) is 45 and degree of freedom (df = n-1)) equal 44.

The null hypotheses assume that there is statistical indication that applying the
Palestinian Standard PS-15 leads to fulfilling the principles of quality management for 1ISO
9001:2015, while the alternative hypotheses assume that there is no statistical indication
that applying the Palestinian Standard PS-15 leads to fulfilling the principles of quality
management for ISO 9001:2015. To find out if there is statistical indication to fulfill the
principles or not, two approaches can be used:

Approach 1

There is no statistical indication if p > 2.6, where L is the calculated average of the

responses for each principle and 2.6is obtained from Likert scale used in the questionnaire.

Based on what has been suggested, the hypotheses can be formulated as follows:
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Hypothesis 1:

HO (u>2.6): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of customer focus at a.= 0.05.

Hypothesis2:

HO (u>2.6): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of leadership at o = 0.05.

Hypothesis 3:

HO (u>2.6): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of engagement of people at a = 0.05.

Hypothesis 4:

HO (u>2.6): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of process approach at a = 0.05.

Hypothesis 5:

HO (u>2.6): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of improvement at a = 0.05.

Hypothesis 6:

HO (u>2.6): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of evidence-based decision-making at o = 0.05.



35

Hypothesis 7:

HO (u>2.6): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of Relationship management at o. = 0.05.

Approach 2:

In this approach, the hypotheses of the study were tested by comparing the
responses averages of the fulfilling the quality management principles in the organizations
adopting the Palestinian standard PS-15 with the responses averages to the extent of
fulfilling the quality management principles in the Palestinian organizations adopting the
ISO standard.

Previous studies were used to obtain the responses averages to the extent of
fulfilling the quality management principles in the Palestinian organizations that adopting
the 1SO standard.

Al-Wardiyan (2007) studied the relationship between the application of TQM and
the competitive advantage of the Palestinian industrial establishments with a quality
certificate, and measured the extent of fulfilling the quality management principles of ISO
in the Palestinian organizations. The responses mean for each Quality Management

principles according to the Likert scale is shown in Table 3.2.

Table 3-2: Al-Wardyain Study’s Results

Principle Mean Standard
Deviation
Customer Focus 4.14 0.69

Improvement 4.26 0.79
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Management System 4.04 0.84
Operational 4.32 0.95
Procedure

While Qandeel (2008) in his master thesis “The impact of applying the TQM system to the
competitive policies of the ISO 9001-certified industrial establishments in the Gaza Strip”
get another results of the extent of fulfilling the principles of TQM which are illustrating in

Table 3-3:

Table 3-3: Qandeel Study's Results

principle mean
customer focus 4.33
improvement 4.25
management system 3.70
Top management 4.33
commitment

Operational 4.01
procedure

Through the averages taken from previous studies, the following information was
concluded that the studies did not cover the entire quality management principles
Discrepancy in the averages derived.

Therefore, the lowest values calculated in these studies (3.70) will be considered to be a
reference value for comparison. The lowest value was taken as a reference to ensure the
accuracy of the study results.

Based on what has been suggested, the hypotheses can be formulated as follows:
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Hypothesis 1:

HO (u>3.70): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of customer focus at a. = 0.05.

Hypothesis2:

HO (u>3.70): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of leadership at o = 0.05.

Hypothesis 3:

HO (u>3.70): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of engagement of people at a = 0.05.

Hypothesis 4:

HO (u>3.70): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of process approach at a = 0.05.

Hypothesis 5:

HO (u>3.70): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of improvement at a = 0.05.

Hypothesis 6:

HO (u>3.70): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of evidence-based decision-making at o = 0.05.



38

Hypothesis 7:

HO (u>3.70): There is no statistical indication that applying the Palestinian standard (PS —

15) does not lead to fulfilling the principle of relationship management at o = 0.05.

The test will be one tail t-test and the critical area will be on the left side (negative). Thus,

0=0.05 and df = 44.

3.4 Phase 3: Improvement

In this phase, gaps between the requirements of the Palestinian standard (PS-15) and
the requirements of 1ISO 9001:2015 were studied in order to determine the shortcomings in
the Palestinian Standards. By applying the SWOT analysis results and distribution of the
questionnaire; conclusion, suggestions and recommendations will be presented to improve
the Palestinian standards. In addition to that, a workshop was held with the experts of the
PSI to provide them with guidelines and recommendations for any development of

standards according to the valid protocols in the Palestinian Institutions.
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Chapter 4

PS-15 Evaluation from PSI Perspective

4.1 Overview

An evaluation of the status of the Palestinian standard (PS-15) was conducted. A number
of interviews held with the director of the PSI, Eng. Haidar Hajji and the Director of
Quality Department at the institution, Eng. Mohamed Zekri. SWOT analysis was carried
out by collecting information from specialized employees in the institution and those who
have direct contact with the market such as auditors in order to highlight the strengths,
weaknesses, opportunities and the risks of maintaining the standard on its current status.
Finally, one of the most important goals of this phase is to agree on an acceptable reference

to improve the Palestinian standard (PS-15).
4.2 Interviews with the PSI Employees

Interviews were held with the Director of the PSI and the Director of the Quality
Department in the PSI, in order to collect information’s on the current status of the
Palestinian standards PS-15, the possibilities available of improving the standard, and the
influence of developing the standard on the Palestinian products and the organizations

performance.
The Findings from these interviews were as follows:

1-There is a dire need of developing Palestinian standard (PS-15) in order to control the
quality of products and improve the efficiency of the Palestinian organizations

performance.
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2 - Since it was adopted in 1997, the Palestinian standard has not been subjected to any
amendments or development, which led to a loss of many modern concepts and principles

of quality management.

3 - Some Palestinian organizations are reluctant to obtain the quality mark because that the

Palestinian standard (PS-15) is not aligned with the related international standards.

4-Improvement of the Palestinian standard (PS-15) will guarantee enhancement of the

quality of products and hence increasing of the exports of Palestinian products.

5- 1SO 9001:2015 certificates should be considered as a basic reference for improving the

Palestinian standard (PS-15).

6. Making the requirement of the (PS-15) easy to apply will encourage organizations to

adopt it.

4.3 SWOT Analysis

Acknowledgement of strengths is vital element that should have been studied in order to
maintain the strengths of the standards. Whereas weaknesses were identified in order to
avoid them in the process of improving the standards, opportunities were developed, and
threats of maintaining the standard in its current status are things that have been studied in

this analysis.

4.3.1 SWOT Analysis Form:
A SWOT analysis form includes an introduction to the participants to clarify the

purpose of this study and to ensure the confidentiality of the information taken, to ensure
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the highest possible participation. The form design was to be attractive, comfortable for the

reader and is well divided so that the participants can express their views.

The SWOT analysis form used is attached in Appendix C and the English edition is shown

in Figure (4-1):

ausyyall au,ell dealal ﬁ

ARAB AMERICAN UNIVERSITY @‘A‘Ji

Greetings!
This form is intended to identify the strengths, weaknesses. opportunities and risks of PS-15,
which relates to the quality system requirements to be met by the organizations concerned with
obtaining the Palestinian Quality Mark (PS). This form is part of a master's thesis:
“Improving the Palestinian standard PS-15 of quality

system requirements needed to hold Palestinian quality mark (PS)."
‘We guarantee that the information provided is strictly confidential and any information used will
be for scientific research only.

Thank you for your cooperation
For your inquiries, please contact: ashraf_qasrawi_79@ yahoo.com

I 5]
ANALYSIS

Figure 4-1: SWOT Analysis Form

The SWOT was divided into four sections; each section contains a question to

determine the opinions on the point concerned.



42

The questions in the SWOT model translated into English are listed below:

1 - Strengths: What is unique in the quality system derived from the Palestinian standard
(PS-15) that makes it different from other quality systems, which in turn may motivate the

Palestinian organizations to implement it?

2. Weaknesses: What are the weaknesses in the Palestinian quality system derived from the

Palestinian standard (PS-15) required to obtain the Palestinian quality mark?

3- Opportunities: In your opinion, what are the possibilities of improving the Palestinian

standard (PS-15) for an effective quality system?

4 —Threats: What are the threats of maintaining the Palestinian standard (PS-15) in its

current status?

4.3.2 Targeted Group

In coordination with the Director of the Quality Department in the PSI, the SWOT
analysis form was distributed to the employees in the institution who are knowledgeable of
the PS-15. Among them are auditors and quality department’s employees in Ramallah,

Hebron and Nablus directorates, where 12 responses were received from them.
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4.3.3 SWOT Analysis Responses

Responses to the SWOT analysis are presented as follows:

1. Strengths: What is unique in the quality system derived from the Palestinian
standard (PS-15) that makes it different from other quality systems, which in turn
may motivate the Palestinian organizations to implement it?

* Easy to apply. (Repeated 7 times)

* Has Simple requirements.

* Flexible.

* Suitable for different sectors.

* Meets minimum quality limits.

« serve all industrial sectors.

» Facilitates the export of products.

* Gives a good reputation to organizations which own quality mark.

* Organizations which own quality mark have priority in government tenders and
bids.

* Helps to organize production according to the principles of total quality.
* Provides quality for the product.

* Provides procedures to control nonconformities.

* It is a comprehensive system taken from ISO 9001.

* Includes all products.

» It has simple composition.

* Easy to understand.
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* Only few requirements are needed, compared to global systems such as ISO.
« Covers all stages of production.

* Simple configuration.

* Includes all productive companies.

* Medium cost.

* It has priority in bidding.

. Weaknesses: What are the weaknesses in the PS-15 standard of the quality system
requirements required to obtain the quality mark?

« It is out of date (repeated 6 times).

» Some requirements must be mandatory.

* There is no risk analysis. (Repeated twice)

* There is no planning process.

* Not equivalent to ISO 9001: 2015.

* Non-coherence in procedures

* Poor formulation.

« Concepts are weak some concepts ambiguous.

* Does not meet the requirements of international standards.

* Industrial sectors have no clear boundaries.

* The reference of the Palestinian standard (ISO 9001) has been modified several
times while there has been no update on the PS-15.

* There is incompatibility.

» Weak drafting.

* Some concepts are unclear.
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3. Opportunities: In your opinion, what are the possibilities of improving the
Palestinian standard (PS-15) for an effective quality system?
+ Continuously updating the Palestinian standard.
« Dividing sectors according to the standard.
« Updating the Palestinian standard (PS-15) according to 1SO 9001: 2015.
(Repeated 6 times)
+ Updating the standard continuously.
« Updating the standard so that it can be linked with other quality systems.
* Updating some of the most influential factors on industrial sustainability and on
health and safety.
* The quality specifications are modified to include critical control points.
« Updating the quality specifications to include risk analysis.
* Highlighting the importance of quality assurance concept and clarify purpose of
applying it in different sectors.

4. Threats: What are the threats of maintaining the standard in its current status?
« It lacks legal basis and can be challenged. (Repeated twice)
* There is an increasing gap between the current standard and the requirements of
the international standard and thus affecting the sustainability of organizations.
(Repeated 3 times)
« It is not compatible with the updates on quality systems and methods of work.
* There is an increasing gap between the current standard and ISO 9001: 2015
requirements.

* Lack of applying the quality management system in organizations.
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* The standard is not applied effectively.

* Private sector is reluctant to implement quality specifications..

* Failure to reach the expected target of application.

* Number of organizations wishing to obtain quality assurance certificate is
decreasing.

* PS-15 does not cover requirements for the current status.

* The standard should be developed to ensure the sustainability of the organizations
who own quality mark.

* Sectors have no clear limits.

*Does not cover food safety requirements.

* Causes inefficiency and weakness in current quality system.

« It does not achieve the desired goal.

4.3.4 Analysis
The number of times a factor is repeated was adopted as the weight to reflect what most of
the participants focused on as the most influencing factor on the improvement process.
Noting that, responses with the same meaning have been collected under a single factor

name. The list of factors and their weights are shown in the following tables:
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Table 4-1: Strengths and cumulative weights

Factor Number of %  Cumulative
times %
a factor is
repeated
Easy to apply 8 27.6 27.6
Comprehensive and 5 17.2 44.8
appropriate for all sectors
Production process is 4 13.8 58.6
organized
Configuration is simple 2 6.9 65.5
Not expensive 2 6.9 72.4
Government Bid is given 2 6.9 79.3
priority
Flexible 1 3.4 82.8
Easy to export 1 3.4 86.2
Easy to understand 1 34 89.7
Provides procedures to 1 34 93.1
control nonconformities
Improve the reputation of 1 34 96.6
companies who own a quality
mark
Meets minimum requirements 1 3.4 100.0
for quality system
Total responses 29
Table 4-2: Weaknesses and cumulative weights
Factor Number of %  Cumulative
times %
factor is
repeated
The Palestinian standard PS- 6 30 30
15 is old and outdated
Problems in drafting and 4 20 50

ambiguity in concepts
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Not equivalent to 1SO 9001: 3 15 65
2015
Lack of risk analysis 2 10 75
There is no connection with 2 10 85
each other
Some procedures must be 1 5 90
mandatory
There is no planning process 1 5 95
No clear limits between 1 5 100
industrial sectors
Total responses 20
Table 4-3: Opportunities and cumulative weights
Factor Number of %  Cumulative
times %
factor is
repeated
Ability to update the standard 6 42.9 42.9
based on 1SO 9001: 2015
Ability to Continuously 2 14.3 57.1
update specification
Update the standard to 1 7.1 64.3
include improvements
continuously
Update the standard so that it 1 7.1 71.4
can be linked with other
quality systems
Update the standard to 1 7.1 78.6
include critical control points
Update the standard to 1 7.1 85.7
include risk analysis
Highlight the importance of 1 7.1 92.9

guality assurance concept and
clarify the objectives of
applying the standard
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Divide sectors according 1 7.1 100.0
within standard
Total responses 14

Table 4-4: Threats and cumulative weights

Factor Number of %  Cumulative
times %
factor is
repeated
There is an increasing gap 6 NS 33.3

between PS-15 and other
global quality systems such as

ISO
Quiality systems are poorly 3 16.7 50.0
developed in organizations
Lack of legal regulations and 2 11.1 61.1

the possibilities of appeal in
courts in such cases

Private sector is reluctant to 2 111 72.2
implement the standard
Failure to achieve the 2 11.1 83.3
objectives of applying the
standard
Failure to apply Palestinian 1 5.6 88.9
standard effectively
sectors are not divided 1 5.6 94.4
correctly
Existing standard does not 1 5.6 100.0

cover food safety
requirements
Total responses 18

4.4 Results
In this unit, an evaluation of the Palestinian standard PS-15 was carried out from the

perspective of the PSI through personal interviews and SWOT analysis. A series of
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important findings have been drawn which can be considered as an input to improve the

Palestinian standard.

The main findings from the interviews were:

-
1

There is a dire need of developing Palestinian standard (PS-15).

2- The Palestinian standard has not been amended or developed since 1997.

3- The Palestinian standard (PS-15) is not aligned with the related international
standards.

4- Improving the Palestinian Standard will enhance product’s quality and increase their
exports.

5- 1SO 9001:2015 certificates should be considered as a basic reference for improving

the Palestinian standard (PS-15).

6- Encouraging organizations to adopt PS-15 through making it easy to apply.

To derive the most important results from SWOT analysis, Pareto analysis was used
as a tool to determine the most important factors, where the factors in which the cumulative
weights reach approximately 80% are considered as the most important ones. Therefore, the
most important results (vital few) drawn from SWOT analysis of current Palestinian

standard PS-15 are:

1. Easy to apply.
2. Comprehensive and appropriate for all sectors.
3. Production process is organized.

4. Configuration is simple.
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11.

12.

13.

14.

15.

16.

17.
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Not expensive.

Government bid is given priority.

The Palestinian standard PS-15 is old and outdated.

Problems in drafting and ambiguity in concepts.

Not equivalent to ISO 9001: 2015.

Lack of risk analysis.

Ability to update the standard based on ISO 9001: 2015.

Ability to continuously update the standard.

There is an increasing gap between PS-15 and other global quality systems such as
ISO.

Quality systems are poorly developed in organizations.

Lack of legal regulations and the possibilities of appeal in courts in such cases.
Private sector is reluctant to implement the standard.

Failure to achieve the objectives of applying the standard.
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Chapter 5

Fulfillment of 1SO 9001:2015 Principles through PS-15

5.1 Overview

A different method does not necessarily lead to different results. This was the most
important goal that needs to be ascertained in this chapter. There are certainly significant
differences between the requirements of the Palestinian standard for the quality system
required to obtain the Palestinian quality mark and the requirement of ISO 9001:2015. The
most important reason for this difference is that the ISO passed several stages of
development and improvement during the previous years taking into consideration the most
important contemporary concepts of management and quality, while the Palestinian

standard remained unchanged since its adoption in 1997.

The questionnaire that was distributed to a sample of Palestinian organizations that
hold the Palestinian quality mark is intended to prove that applying the Palestinian Standard
PS-15 led to the failure in fulfilling the quality management principles of 1SO 9001: 2015,
by investigating what QMP’s practices of ISO 9001:2015 are applied at those Palestinian

organizations.

In addition, it was necessary to measure the extent of fulfilling the QMPs of ISO
9001:2015 through applying the current Palestinian standard, in order to identify what

principles to focus on during the improvement of Palestinian Standard.
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5.2 Questionnaire Development
According to the seven principles of the ISO quality management systems, the
questionnaire shown in Appendix (B) was divided into seven sections. Each section
contains one principle with a set of practices to achieve that principle.

The practices of each principle which are recommended by the ISO (ISO, 2015) are

summarized in Table 5-1:

Table 5-1: Quality Management Principles and their Practices

Principles Pij Practices
Identifying direct and indirect
P11 customers who receive the
value
Identifying current and future
P12 customer needs and

expectations

Communicating the objectives
P13 of the organization to the needs

and expectations of customers

Communicating customers’

P14 needs and expectations
throughout the organization.
Customer focus Meeting customer needs and
P15 expectations through planning

of goods and services provided
Meet customer needs and
P16 expectations through the
development of goods and
services provided
Meeting customer needs and
P17 expectations through the design
of goods and services provided
Meeting customers' needs and
P18 expectations through the
production of appropriate
goods and services
P19 Meeting customers' needs and
expectations by delivering
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Leadership

P110

P111

P112

P113

P21

P22

P23

P24

P25

P26

P27

P31

P32

goods and services properly
Meeting customers’ needs and
expectations by supporting
goods and services delivered
after sales

Measuring and controlling
customer satisfaction and take
appropriate actions.

Identifying and take action on
the needs and expectations of
parties that can affect customer
satisfaction.

Apply customer relationship
management (CRM) actively to
achieve continuous success

Connecting organization
mission, strategic vision,
policies and processes
throughout the organization.
Creating and sustaining shared
values, fairness and ethical
models.

Establishing a culture of trust
and integrity.

Encouraging organizational
commitment to quality.
Making sure leaders at all
levels are a positive example of
people

Providing people with the
required resources, training and
authority to enable
accountability.

Inspiring and encouraging
people and organize their
contributions to the
organization.

Communicating with
employees to promote
understanding of the
importance of their individual
contributions.

Strengthening cooperation
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Engagement of people

Process approach

P33

P34

P35

P36

P37

P41

P42

P43

P44

P45

P46

throughout the Organization.
Facilitating open discussion
and share knowledge and
experience

Empowering workers to define
constraints and determinants of
performance and take
initiatives without fear.
Recognizing and understanding
the contributions and
knowledge of employees and
the level of self-development.
Enabling self-evaluation of
performance

Conducting guestionnaires to
assess employee satisfaction,
inform them of results, and
take appropriate action
Identifying the system
objectives and the processes
needed to achieve them.
Identifying the authorities,
responsibilities and
accountability mechanisms for
operations management.
Understanding the capabilities
of the organization and identify
resource constraints before
taking action.

Identifying the
interdependence in the process
and analyze the impact of
adjustments on individual
processes on the system as a
whole.

Process management and
mutual relations as a system to
achieve the quality objectives
of the organization effectively
and efficiently.

Ensuring the availability of
information needed to operate
and improve processes,
monitor, analyze and evaluate
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Improvement

Evidence-based decision
making

P47

P51

P52

P53

P54

P55

P56

P57

P61

P62

P63

P64

P65

system performance.
Managing risks that can affect
process outputs and overall
results of QMS.

Creating goals of improvement
at all levels of the organization.
Educating and training people
at all levels on how to apply
basic tools and methodologies
to achieve improvement goals.
Ensuring that people are
qualified to successfully
promote and complete
improvement projects.
Developing and deploying
processes to implement
improvement projects
throughout the organization.
Tracking, reviewing and
auditing the planning,
implementation, completion
and results of improvement
projects

Integrating the considerations
of improvement into the
development of new or
modified goods, services and
processes.

Recognition of improvement.
Identifying, measuring and
monitoring the key indicators
to demonstrate the performance
of the organization.

Making all required data
available to the people
concerned.

Ensuring that data and
information are accurate,
reliable and safe enough.
Analyzing and evaluating data
and information using
appropriate methods.
Ensuring that people are
qualified to analyze and
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evaluate data as needed.
Decisions and actions taken are
P66 based on evidence, balanced
with experience and intuition
Identifying relevant
P71 stakeholders (suppliers,
partners, customers, investors,
employees, the community as a
whole) and their relationship
Relationship management with the organization.
Identifying and prioritizing
P72 relationships with stakeholders
that needs to be managed.
Creating relationships so that
P73 the balance between short-term
gains and long-term
considerations.
Collecting and sharing
P74 information, experiences and
resources with relevant
stakeholders.
Measuring performance and
P75 providing feedback to
interested parties to enhance
improvement initiatives.
Establishing cooperative and
collaborative development
P76 activities with suppliers,
partners and other
stakeholders.
Encouraging and recognizing
P77 the improvements and
achievements of suppliers and
partners.

Response Scale

A 5 points Likert scale format was adopted and the questions were written in Arabic

language according to the literacy of the targeted sample.



58

5.3 Questionnaire Evaluation
A pilot test was conducted to evaluate the questionnaire. 25 questionnaires were randomly
distributed for the purpose of final review of the questionnaire and also testing the

questionnaire reliability using SPSS.

Reliability is tested for each principle separately where Item total correlation in
reliability testing helps in identifying unimportant items to check better reliability if items

deleted in case of low reliability.

Reliability Testing:

Internal consistency as an estimate of reliability was conducted through Cronbach's
Alpha which indicates how highly the questions in the questionnaire are interrelated for

each principle.

Correlation analysis was conducted using SPSS software for each principle and the

results are shown below:

Cronbach's Alpha is recommended to be equal to or greater than 0.7(Rootman et al.,

2008).
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1- Customer Focus

Table 5-2: Reliability & Item-Total Statistics of Customer Focus

Cronbach's Cronbach's N of
Alpha Alpha Based Items
on
Standardize
d Items
778 779 13
Scale Mean Scale Corrected Squared Cronbach's

if Item Variance if Item-Total Multiple Alpha if

Deleted Item Deleted Correlation Correlation Item Deleted
P11 27.20 35.436 543 .625 749
P12 27.42 37.113 461 460 .758
P13 27.38 35.468 579 .617 746
P14 27.56 38.434 406 .393 164
P15 27.78 39.677 226 .616 779
P16 27.80 38.709 .353 547 .768
P17 27.84 38.225 .387 559 765
P18 26.87 35.527 437 .685 .761
P19 26.91 35.310 408 124 765
P11 27.49 36.483 481 .640 .756
0
P11 27.33 36.045 449 538 .759
1
P11 27.64 39.189 287 489 74
2
P11 27.84 39.589 241 372 778
3

Cronbach's Alpha is 0.778 which is greater than 0.7 and accepted.
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2- Leadership

Table 5-3: Reliability & Item-Total of Leadership

Cronbach's Cronbach's N of
Alpha Alpha Based Items
on
Standardize
d Items
.704 .676 4
Scale Mean Scale Corrected Squared
if ltem Variance if Item-Total Multiple
Deleted Item Deleted Correlation Correlation
P21 13.53 12.255 247 .108
P22 13.18 9.468 .622 545
P23 13.24 9.098 .689 .655
P24 13.24 9.962 537 417
P25 13.27 9.791 534 375
P26 13.11 11.510 257 170
P27 13.49 13.619 -.013 .041

Cronbach's
Alpha if
Item Deleted
707
.610
589
.636
.636
712
752

Cronbach'’s Alpha is 0.704 which is greater than 0.7 and accepted.
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3- Engagement of People

Table 5-4: Reliability & Item-Total Statistic of Engagement of People

Cronbach's Cronbach's N of
Alpha Alpha Based Items
on
Standardize
d Items
.813 .815 4
Scale Mean Scale Corrected Squared Cronbach's
if Item Variance if Item-Total Multiple Alpha if
Deleted Item Deleted Correlation Correlation Item Deleted
P31 12.64 14.507 594 544 782
P32 12.69 15.128 591 .697 781
P33 13.07 15.291 .561 .642 787
P34 13.18 16.104 .637 436 77
P35 13.20 16.073 531 550 792
P36 13.22 15.631 .610 576 179
P37 13.33 17.636 .356 .368 .818

Cronbach'’s Alpha is 0.813 which is greater than 0.7 and accepted.
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Table 5-5: Reliability & Item-Total Statistics of Process Approach

Cronbach's
Alpha Based

Standardize
d ltems

Cronbach's
Alpha
.861
Scale Mean
if ltem
Deleted
P41 16.33
P42 16.58
P43 16.93
P44 16.78
P45 16.80
P46 16.96
P47 17.36

N of
Items

Scale
Variance if
Item Deleted

25.955
25.522
24.473
26.040
26.118
24.634
31.007

Corrected

Item-Total

Correlation
.660
.697
173
752
.649
123
.207

Squared
Multiple
Correlation

832
.825
740
743
699
631
.383

Cronbach's
Alpha if
Item Deleted
.838
.832
821
.827
.839
.828
.896

Cronbach's Alpha is 0.861 which is greater than 0.7 and accepted.
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Table 5-6: Reliability & Item-Total Statistics of Improvement

Cronbach's
Alpha Based

Standardize
d ltems

Cronbach's
Alpha
.881
Scale Mean
if Item
Deleted
Rl 12.60
P52 12.82
P53 12.82
P54 13.04
P55 13.13
P56 12.98
P57 12.87

N of
Items

Scale
Variance if
Item Deleted

20.791
19.286
20.240
21.089
21.436
20.386
20.755

Corrected

Item-Total

Correlation
560
.715
714
.692
734
.684
.620

Squared
Multiple
Correlation
Lel
.610
582
.628
.661
546
449

Cronbach's
Alpha if
Item Deleted
879
.858
.858
.862
.859
.862
.870

Cronbach's Alpha is 0.881 which is greater than 0.7 and accepted.
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6- Evidence-based Decision Making

Table 5-7: Reliability & Item-Total Statistics of Evidence-Based Decision Making

Cronbach's Cronbach's N of
Alpha Alpha Based Items
on
Standardize
d Items
877 .880 6
Scale Mean Scale Corrected Squared Cronbach's
if Item Variance if Item-Total Multiple Alpha if
Deleted Item Deleted  Correlation Correlation Item Deleted
P61 12.51 19.437 647 491 .862
P62 12.49 18.756 .685 647 .856
P63 12.67 18.227 734 .659 .846
P64 13.22 20.722 .655 .618 .861
P65 13.09 20.719 691 724 .856
P66 13.13 19.255 704 .645 .852

Cronbach's Alpha is 0.877 which is greater than 0.7 and accepted.
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Table 5-8: Reliability & Item-Total Statistics of Relationship Management

Cronbach's
Alpha Based

Standardize
d ltems

Cronbach's
Alpha
784
Scale Mean
if ltem
Deleted
P71 13.18
P72 13.60
P73 13.56
P74 13.73
P75 13.56
P76 13.76
P77 13.82

N of
Items

Scale
Variance if
Item Deleted

14.468
14.064
15.253
15.609
15.980
15.098
16.240

Corrected
Item-Total
Correlation

532
633
587
439
432
.538
408

Squared
Multiple
Correlation

.606
.681
374
281
244
462
391

Cronbach's
Alpha if
Item Deleted

752
730
743
770
771
750
174

Cronbach's Alpha is 0.784 which is greater than 0.7 and accepted.
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5.4 Analyzing the Data Obtained from Survey:

5.4.1 Descriptive Analysis
Mean, standard deviation, and answers percentages were presented for each question. In
order to identify the scale of calculated overall mean of each section of questionnaire, the
intervals of 5 points likert scale was adopted as a reference for that purpose. These intervals

are (Khalil, 2018):

- Strongly disagree (1-1.79)
- Disagree (1.8-2.59)

- Neutral (2.6-3.39)

- Agree (3.4-4.19)

- Strongly agree (4.2-5)

e Customer Focus

By reviewing the results of Customer Focus shown in Table 5-9, it is noted that the
answers of the respondents to the questionnaire were concentrated in disagree in most
answers. The overall response mean is 2.29, and the standard deviation is 0.96. Therefore,
we can conclude that applying the Palestinian standard does not fulfill the principle of

customer focus.

Table 5-9: Descriptive Analysis of Customer Focus

Customer Focus Pij M 6 %of %of %of %of %of
1 2 3 4 5
Identifying direct and indirect P11 256 1.013 6.7 57.8 133 178 44
customers who receive the value
Identifying current and future P12 233 905 133 556 156 15.6 0

customer needs and expectations
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Communicating the objectivesof P13 238 .960 15.6 489 17.8 17.8 0
the organization to the needs and

expectations of customers

Communicating customers’ needs P14 220 .786 13.3 60.0 222 22 22
and expectations throughout the

organization.

Meeting customer needs and P15 198 .892 356 356 244 4.4 0
expectations through planning of

goods and services provided

Meet customer needs and P16 196 .824 289 533 111 6.7 0
expectations through the

development of goods and

services provided

Meeting customer needs and P17 191 .848 333 489 111 6.7 0
expectations through the design

of goods and services provided

Meeting customers' needs and P18 289 1.172 133 289 178 356 4.4
expectations through the

production of appropriate goods

and services

Meeting customers' needs and P19 2.84 1261 20.0 222 156 378 4.4
expectations by delivering goods

and services properly

Meeting customer needs and P10 227 963 222 422 222 133 0
expectations by supporting goods

and services delivered after sales

Measuring and control customer  P111 2.42 1.076 222 356 20.0 22.2 0
satisfaction and take appropriate

action.

Identifying and take actiononthe P112 2.11 .859 222 533 156 89 0
needs and expectations of parties

that can affect customer

satisfaction.

CRM actively to achieve P113 191 874 333 511 6.7 89 0
continuous success

e Leadership

Leadership principle results shown in Table 5-10, it was found that the percentages of

answers were all concentrated at disagree. This reflects a clear weakness in Palestinian
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standard PS-15 to present requirements that fulfill this principle. The overall response mean

is 2.22 and the standard deviation is 0.88.

Table 5-10: Descriptive Analysis of Leadership

Pij M c %o0f %of %of %of %of

Leadership 1 2 3 4 5
Connecting organization P21 198 .723 222 622 111 44 0
mission, strategic vision,
policies and processes
throughout the organization.
Creating and sustaining shared P22 2.33 953 156 533 133 178 0
values, fairness and ethical
models.
Establishing a culture of trust P23 227 963 2222 422 222 133 0
and integrity.

Encouraging organizational P24 227 939 20.0 46.7 200 133 O
commitment to quality.

Making sure leaders at all P25 224 981 244 400 222 133 O
levels are a positive example of

people

Providing people with the P26 240 939 133 511 178 178 O

required resources, training and

authority to enable

accountability.

Inspiring and encouraging P27 202 690 178 66.7 111 44 0
people and organize their

contributions to the

organization.

e Engagement of People

The answers in this principle (Engagement of People shown in Table 5-11) are
concentrated in disagree, but the percentages of the strongly disagree has risen significantly
here, which demonstrates the significant failure to present the standard any requirements to

fulfill this principle. The overall mean is 2.17 and the standard deviation is 0.94.
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Table 5-11: Descriptive Analysis of Engagement of People

Engagement of people Pij

u

(¢

%0f
1

%o0f
2

%o0f
3

%o0f
4

%o0f
5

Communicating with P31
employees to promote

understanding of the

importance of their individual
contributions.

Strengthening cooperation P32
throughout the Organization.
Facilitating open discussion and P33
share knowledge and

experience

Empowering workers to define P34
constraints and determinants of
performance and take initiatives
without fear.

Recognizing and understanding P35
the contributions and

knowledge of employees and

the level of self-development.
Enabling self-evaluation of P36
performance

Conducting questionnaires to P37
assess employee satisfaction,

inform them of results, and take
appropriate action

2.58

2.53

2.16

2.04

2.02

2.00

1.89

1.118

1.014

1.021

.796

917

.905

.832

15.6

13.3

28.89

26.7

33.33

33.3

35.56

42.2

44.4

42.2

444

37.8

40.0

44.4

12

17.8

13.3

26.7

22.2

20.0

15.6

26.7

24.4

15.6

2.2

6.7

6.7

4.4

2.2

Process Approach

A slight difference is found in the principle of process approach (Table 5-12), where the

percentages of agree answers have increased with the overall mean remains low. This

demonstrates that the standard present requirements that help in understanding the system

and processes, identifying the inputs and output for each process and to determine

responsibilities and authorities. The overall mean is 2.8 and the standard deviation is 1.14.
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Table 5-12: Descriptive Analysis of Process Approach

Process Approach Pij M c %o0f %of %of %of %of
1 2 3 4 5
Identifying the system P41 329 1.141 44 311 44 511 89

objectives and the processes

needed to achieve them.

Identifying the authorities, P42 3.04 1.147 133 222 111 533 0
responsibilities and

accountability mechanisms for

operations management.

Understanding the capabilities P43 2.69 1.184 20.0 289 133 37.8 0
of the organization and identify

resource constraints before

taking action.

Identifying the P44 284 1.021 4.4 422 222 267 44
interdependence in the process

and analyze the impact of

adjustments on individual

processes on the system as a

whole.

Process management and P45 282 1.134 1333 289 244 289 44
mutual relations as a system to

achieve the quality objectives

of the organization effectively

and efficiently.

Ensuring the availability of P46 2.67 1225 20.0 311 156 289 44
information needed to operate

and improve processes,

monitor, analyzing and

evaluate system performance.

Managing risks that can affect P47 227 1136 31.1 333 133 222 0
process outputs and overall

results of QMS.

e Improvement

The answers are concentrated in the principle of improvement as illustrated in Table 5-13

on (disagree) and (strongly disagree). This means that the standard did not provide any
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requirements to fulfill the continuous improvement. The overall mean is 2.15 and the

standard deviation is 0.97.

Table 5-13: Descriptive Analysis of Improvement

Improvement

Pij

K

(g

%0f
1

%of
2

%0f
3

%o0f 9%oof
4 5

Creating goals of improvement at
all levels of the organization.
Educating and training people at
all levels on how to apply basic
tools and methodologies to
achieve improvement goals.
Ensuring that people are qualified
to successfully promote and
complete improvement projects.
Developing and deploying
processes to implement
improvement projects throughout
the organization.

Tracking, reviewing and auditing
the planning, implementation,
completion and results of
improvement projects

Integrating the considerations of
improvement into the
development of new or modified
goods, services and processes.
Recognition of improvement.

P51

P52

P53

P54

P55

P56

P57

244

2.22

2.22

2.00

1.91

2.07

2.18

1.078

1.106

974

879

793

.986

1.007

20.0

33.3

22.2

28.9

28.89

33.33

26.67

37.8

28.9

46.7

51.1

57.8

37.8

42.2

22.2

20.0

20.0

111

6.7

17.8

20.0

17.8 2.2

17.8 0

8.9 2.2

8.9 0

6.7 0

111 0

8.9 2222

Evidence-based Decision Making

In the evidence-based decision making principle (Table 5-14), the answers were

concentrated on (agree) for identifying the measuring and monitoring the organization

performance, making all the data required available to people and ensuring that the data and

the information are accurate and reliable. But the answers were concentrated for the others
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practices on (disagree), which means that the standard present some helpful requirements to

fulfill this principle. The overall mean is 2.57 and the standard deviation is 1.10.

Table 5-14: Descriptive Analysis of Evidence-Based Decision Making

Evidence-based Decision Making Pij 1 o %o0f %o0f %of %of %of
1 2 3 4 5

Identifying, measuring and P61 29 12 111 356 6.7 444 22

monitoring the key indicators to

demonstrate the performance of the

organization.

Making all required data availableto P62 2.9 12 178 20.0 156 444 22

the people concerned.

Ensuring that data and information P63 2.8 1.2 200 244 200 311 44

are accurate, reliable and safe

enough.

Analyzing and evaluating data and P64 22 1.0 244 422 244 6.7 22

information using appropriate

methods.

Ensuring that people are qualifiedto P65 23 .9 133 556 178 11.1 22

analyze and evaluate data as needed.

Decisions and actions taken are P66 2.3 11 244 444 133 133 44

based on evidence, balanced with

experience and intuition

Relationship Management

All answers in the principle of relationship management “as shown in table 5-15” were
concentrated on (disagree), which means that a significant failure of standard to fulfill this

principle. The overall mean is 2.27 and the standard deviation is 0.97.

Table 5-15: Descriptive Analysis of Relationship Management

Relationship Management Pij u c %o0f %of %of %of %of
1 2 3 4 5
Identifying relevant stakeholders P71 2.69 1.08 6.7 533 89 26.7 4.44
(suppliers, partners, customers,
investors, employees, the
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community as a whole) and their
relationship with the organization.

Identifying and prioritizing P72 227 103 244 422 156 178 0
relationships with stakeholders

that needs to be managed.

Creating relationships so thatthe P73 231 .87 13.3 556 17.8 13.3 0
balance between short-term gains

and long-term considerations.

Collecting and sharing P74 213 99 26.7 489 8.9 156 0
information, experiences and

resources with relevant

stakeholders.

Measuring performance and P75 231 .92 178 46.7 222 133 0
providing feedback to interested

parties to enhance improvement

initiatives.

Establishing cooperative and P76 211 96 289 422 178 11.1 0
collaborative development

activities with suppliers, partners

and other stakeholders.

Encouraging and recognizing the P77 2.04 90 289 46.7 156 8.9 0
improvements and achievements

of suppliers and partners.

The overall means and the standard deviations of all principles are illustrated in Table 5-16

and Figure 5-1:

Table 5-16: Overall Means & Standard Deviations for all Principles

QMPs M c

customer focus 2.29 0.96
Leadership 2.22 0.88
Engagement of people 2.17 0.94
Process Approach 2.80 1.14
Improvement 2.15 0.97
Evidence-based decision making 2.57 1.10

Relationship Management 2.27 0.97
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Figure 5-1: Overall Means and Standard Deviations for all Principles

5.4.2 Hypothesis Testing
Minitab software was adopted to carry out hypothesis testing using two approaches. In the
first approach, one sample T-test was carried out by comparing the means of the responses
with 2.6 according to the intervals of the 5-points Likert Scale. While in the second
approach one sample T-test was carried out by comparing the means of the responses by

3.70 taken from previous studies.
First Approach

Results obtained from Minitab are presented in Table 5-17.

Null hypothesis Ho: n>2.6

Alternative hypothesis H,: n<2.6
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Table 5-17: First Approach T & P values

Principle Sample T-Value P-Value Hypotheses (HO)
Customer Focus AVGP1 -2.81 0.004 Rejected
Leadership AVGP2 -2.16 0.018 Rejected
Engagement of People AVGP3 -3.35 0.001 Rejected
Process Approach AVGP4 2.40 0.990 Fail to rejected
Improvement AVGP5 -3.15 0.001 Rejected
Evidence-based Decision AVGP6 0.54 0.704  Fail to rejected
Making

Relationship Management AVGP7 -2.45 0.009 Rejected

According to one sample T-test with 5% significance level, if the P value is less than 5%
then the null hypothesis is rejected, while if the P value is greater than 5% then we fail to

reject the null hypothesis.

Hypothesis 1:

P value = 0.004 which is less than 0.05 so we have a strong evidence that the
applying the Palestinian standard (PS — 15) does not lead to fulfilling the principle of

customer focus.

Hypothesis2:

P value = 0.018 which is less than 0.05 so we have a strong evidence that applying

the Palestinian standard (PS — 15) does not lead to fulfilling the principle of leadership.
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Hypothesis 3:

P value = 0.001 which is less than 0.05 so we have a strong evidence that applying the
Palestinian standard (PS — 15) does not lead to fulfilling the principle of engagement of

people.

Hypothesis 4:

P value = 0.99 which is greater than 0.05 so we conclude that applying the

Palestinian standard (PS — 15) leads to fulfilling the principle of process approach.

Hypothesis 5:

P value = 0.01 which is less than 0.05 so we have a strong evidence that applying

the Palestinian standard (PS — 15) does not lead to fulfilling the principle of improvement.

Hypothesis 6:

P value=0.704 which is greater than 0.05 so we conclude that applying the Palestinian

standard (PS — 15) leads to fulfilling the principle of evidence-based decision-making.

Hypothesis 7:

P value= 0.009 which is less than 0.05 so we have a strong evidence that applying
the Palestinian standard (PS — 15) does not lead to fulfilling the principle of relationship

management.

As a result principles 1, 2,3,5,7 are not fulfilled and principles 4 and 6 are fulfilled.
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Second Approach

Null hypothesis Ho: n>3.70

Alternative hypothesis H,: n<3.70

Table 5-18: Second Approach T & P values

Principle Sample T-Value P- Hypotheses
Value (HO)

Customer Focus AVGP1 -18.79 0.000 Rejected
Leadership AVGP2 -17.40 0.000 Rejected
Engagement of People AVGP3 -15.70 0.000 Rejected
Process Approach AVGP4 -7.13 0.000 Rejected
Improvement AVGP5 -13.91 0.000 Rejected
Evidence-based Decision AVGP6 -8.68 0.000 Rejected
Making

Relationship Management AVGP7 -15.03 0.000 Rejected

The P values of all principles in Table 5-18 are approximately zero which is less
than 0.05 and accordingly we conclude that applying the Palestinian Standard PS-15 does
not lead to fulfilling any of the seven QMP’s.

5.5 Results

In order to measure the extent to which the principles of quality management have
been fulfilled through applying the Palestinian standard PS-15, a survey has been used for
this purpose. Descriptive results have been extracted and hypotheses have been tested using
two approaches. In the first approach, means of all the principles fulfilled in the
organizations applying the Palestinian Standard were compared with 2.5 and the results

were that process approach and evidence-based decision-making are fulfilled while other
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principles are not fulfilled. These results can be justified by the fact that the current
Palestinian Standard is concerned with operations and documentation. While in the second
approach, means of all principles fulfilled in the organizations applying the Palestinian
Standard PS-15 were compared with 3.70 and the result is that applying the current

Palestinian standard does not fulfill any of the principles of quality management.
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Chapter 6

ISO 9001 Requirements vs. PS 15 Requirements

6.1 Overview
In this chapter, the gaps between the requirements of the Palestinian standardPS-15 and the
requirements of 1ISO 9001:2015 were studied in order to determine the shortcomings in the

Palestinian Standard.

6.2 1SO 9001:2015 Clauses

The latest version of ISO 9001 is 1SO 9001:2015, is divided into 10 clauses with
supporting sub clauses. Clauses 1-3 include scope, normative references, and terms and
definitions respectively. Clauses 4-10 include the requirements of quality management
system of the organization which were studied in this chapter. The successful
implementation of 1ISO 9001:2015 must satisfy these requirements along with meeting

customer requirements and any other regulatory and statutory requirements.
ISO 9001:2015 Clauses are:

1- Scope.

2- Normative references.

3- Terms and definitions.

4- Context of the organization.
5- Leadership.

6- Planning.

7- Support.
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8- Operation.
9- Performance evaluation.

10- Improvement.

Clauses 4-10 and their sub-clauses are presented in Figure 6-1:

;) 5 6 7 8 9
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Figure 6-1: 4-10 Clauses of 1SO 9001:2015

Whereas the Palestinian standard PS-15 is not divided into specific, regular, and
homogeneous clauses, the requirements are listed sequentially without grouping similar

requirements in clauses. PS-15 is attached in appendix (A).
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To identify the gap between the 1ISO9001:2015 standard and the Palestinian standard (PS-

15), comparison matrix was prepared.

6.3 Comparison Matrix

The aim of this matrix is to identify which requirements are fulfilled by PS-15 and
which ones are not fulfilled. Accordingly the gap between PS-15 and ISO 9001:2015 will
be identified (Appendix D). The comparison matrix was prepared showing the projections

of similar requirements between the Palestinian standard PS-15 and ISO 9001: 2015.

The preparation of this matrix is divided into three steps:

1- The requirements of QMS according to ISO 9001:2015 which are clauses 1-10 are
presented in first column.

2- ldentifying the fulfilled requirements of PS-15 by comparing each one to 1SO
requirements and the fulfilled one was presented beside the matching one in ISO in
the second column.

3- The missing requirements in PS-15 are considered as unfulfilled requirements and

were presented in the third column.

To validate results obtained from this matrix, it was reviewed and approved by two
parties. The first party was an auditor from the PSI and the second party was an external

auditor Mr. Issa Beitouni, a certified QMS consultant.
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6.4 Matrix Summary

6.4.1 Clause 4: Context of Organization
When applying the QMS in any organization that adopts the 1SO 9001:2015, the alignment
between the objectives of the organization and its purpose accurately in the quality system

Is considered as the first step, this process is called (the context of the organization).

The context of the organization is concerned with identifying:

Factors affecting the organization in all its forms and levels, and the impact of these
factors on the quality system.
- Goals and objectives.
- Product complexity.
- Company culture.
- Organization size and market.
- Customers and parties involved.

- Risks and opportunities and linking them to the quality system.

Clause 4 is divided into 4 sub clauses as follow:

4-1  Understanding the organization and its context. This sub clause is not fulfilled
by PS-15.

4-2  Understanding the needs and expectations of interested parties. This sub clause
is not fulfilled by PS-15.

4-3  Determining the scope of the QMS. This sub clause is not fulfilled by PS-15.

4-4  QMS and its processes: this sub clause deals with :
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4-4-1 this section includes:
- Establish, implement, maintain and improve a process-based QMS.
- Determine the needed processes and their application.

4-4-2 this section includes:
- Maintain documented information on process operation.

- Retain documented information on process operation.

Referring to the comparison matrix, it was found that (4-4-1) is fulfilled and (4-4-2) in not

fulfilled by PS-15.

6.4.2 Clause 5: Leadership

ISO emphasizes the role of leadership and defined its responsibilities and
obligations. The leadership was required to manage quality rather than delegating it. It also
emphasized the leadership's commitment to defining responsibilities at all levels of the
organization to ensure quality improvement. Adopting leadership to focus on customers is
one of the things that ISO has focused on through its commitment to customer
requirements, customer satisfaction, and risk identification. ISO has mandated leadership to

develop quality policy, communications, responsibilities and authorities.

Clause 5 is divided into 3 sub clauses as follow:

5-1  Leadership and commitment. This sub clause deals with :
5-1-1 General.

5-1-2 Customer focus
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Referring to the comparison matrix, it was found that this sub clause is not fulfilled by PS-

15

5-2  Policy. This sub clause deals with :
5-2-1 Establishing the quality policy.
This sub clause is fulfilled by PS-15.
5-2-2 Communicating the quality policy.
This sub clause is not fulfilled by PS- 15.
5-3  Organizational roles, responsibilities and authorities.
This sub clause is not fulfilled by PS-15 except the responsibilities of quality

manager.

6.4.3 Clause 6: Planning

Planning brings forward risk-based thinking. Once the organization highlights risks
and opportunities, it needs to determine how these problems are addressed through
planning. The planning looks at what, who, when and how these risks should be addressed,
establishment of quality goals and how to achieve them, planning of action if any changes
to the QMS are made and updating the QMS based on measuring the impact of

opportunities and risks.

Clause 6 is divided into 3 sub clauses as follow:

6-1  Action to address risks and opportunities.

6-2  Quality objectives and planning to achieve them.
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Planning of changes.

Referring to the comparison matrix, clause 6 (planning) is not fulfilled by PS-15.

6.4.4 Clause 7: Support

Right resources, people and infrastructure support organizations to achieve their

goals and objectives. Support looks at:

7-1

- Providing necessary assets, resources and systems.

- Providing controlling the resources.

- Determining and maintaining organizational knowledge

- People competencies and training needs.

- Communicating the quality policy and objectives and employees contribution to
the QMS.

- Documenting information

Clause 7 is divided into 5 sub clauses which are:

Resources : this sub clause deals with:

7-1-1 People.

7-1-2  Infrastructure.

7-1-3  Environment for the operation of process.
7-1-4 Monitoring and measuring resources.

7-1-5 Organizational knowledge.


http://the9000store.com/iso-9001-2015-requirements/iso-2015-requirements-for-leadership/quality-policy/
http://the9000store.com/iso-9001-2015-requirements/what-is-iso-9001-quality-management-system/
http://the9000store.com/iso-9001-2015-requirements/iso-9001-2015-required-support-resources/so-9001-2015-detail-documented-information/
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People are the only resource that was fulfilled by the PS-15.

7-2  Competence: fulfilled by PS-15

7-3  Awareness: not fulfilled by PS-15

7-4  Communication: not fulfilled by PS-15

7-5  Documented information: creating, updating and controlling the documented

information are fulfilled by PS-15.

6.4.5 Clause 8: Operation

The importance of operations is to address internal processes and transactions with
external resources in the organization. This clause provides appropriate requirements to
control these processes, as well as ways to manage planned and unintended changes. Plan
and control processes needed to meet the requirements for products and services (design
and development, external providers, production and service provision, release of products

and services, nonconforming outputs).

Clause 8 is divided into 7 sub clauses as follows:

8-1  Operational planning and control. This sub clause is not fulfilled by PS-15.
8-2  Requirements for product and services. This sub clause deals with:

8-2-1 Customer communication.

8-2-2 Determination of requirements for product and services.

8-2-3 Review of requirement for the product and services.

The reviewing is divided into two sections:
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8-2-3-1Ensuring that the organization has the ability to meet the
requirements for products and services.
8-2-3-2Retaining documented information.
8-2-4 Changes to requirements for product and services.
All these requirements are not fulfilled by PS-15 except one requirement
concerning how to handle orders with specific request to a particular customer.
8-3 Design and development of products and services: this sub clause deals with:
8-3-1 General.
8-3-2 Design and development planning.
8-3-3 Design and development input.
8-3-4 Design and development control.
8-3-5 Design and development outputs.
8-3-6 Design and development changes.

Referring to the comparison matrix it can be concluded that PS-15 has not fulfilled
any of these requirements except that it required the organization to inform the PSI of any
fundamental modification of the product and, this modification of the product must be
properly recorded.

8-4  Control of externally provided products and services. This sub clause deals
with:
8-4-1 General.
8-4-2 Type of extent of control.

8-4-3 Information for external providers.
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Referring to the comparison matrix, it was found that the PS-15 has fulfilled all the

requirements in these sub clauses except the information for external providers (8-4-3).

8-5  Production and service provision. This sub clause deals with:
8-5-1 Control of production and service provision.
8-5-2 Identification and traceability.
8-5-3 Property belonging to customers or external providers.
8-5-4  Preservation.
8-5-5 Post-delivery activities.
8-5-6 Control of changes.

Referring to the comparison matrix, it was found that all requirements are fulfilled
by PS-15 except the requirements related to: property belonging to customers or external
providers (8-5-3), post- delivery activities (8-5-5) and control of changes (8-5-6).

8-6  Release of products and services. This sub clause is fulfilled by PS-15.
8-7  Control of nonconforming outputs. This sub clause deals with:
8-7-1 Identifying and controlling the outputs that do not conform to
requirements.

8-7-2 Retaining of documented information.

Referring to the comparison matrix, it was found that the PS-15 has fulfilled the
process and procedure for addressing the nonconformity (8-7-1) but it has not fulfilled

documenting information of non conformity (8-7-2).
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6.4.6 Clause 9: Performance Evaluation

Performance evaluations can be considered one of the most important processes in
organizations, as the benefit of the performance evaluation process belongs to both
individuals and organizations. To achieve that, organizations should determine what, how,
when and by whom results will be measured and evaluated, determine methods for
obtaining, monitoring and reviewing customer satisfaction, have an objective, planned and
effectively implemented internal audit program and reviewing the QMS at planned
intervals.

Clause 9 is divided into 3 sub clauses as follow:

9-1  Monitoring, measurement, analysis and evaluation. This sub clause deals with:
9-1-1 General.
9-1-2 Customer satisfaction.

9-1-3 Analysis and evaluation.

Referring to the comparison matrix , it was found that the general requirements (9-
1-1) such as determining what data needs to be collected, how that data is collected and
interpreted, and what results should be acted upon from a variety of inputs at various points
in the quality management process are fulfilled by the PS-15. However, customer

satisfaction (9-1-2) and, analysis and evaluation (9-1-3) are not fulfilled by PS-15.

9-2  Internal audit : this sub clause deals with:
9-2-1 Conducting of internal audits at planned intervals.

9-2-2 The organization shall:
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a) Plan, establish, implement and maintain an audit program(s)
including the frequency, methods, responsibilities, planning
requirements and reporting, which shall take into consideration the
importance of the processes concerned, changes affecting the

organization, and the results of previous audits;

b) Define the audit criteria and scope for each audit;

c) Select auditors and conduct audits to ensure objectivity and the
impartiality of the audit process;

d) Ensure that the results of the audits are reported to relevant
management;

e) Take necessary correction and corrective actions without undue delay;
f) Retain documented information as evidence of the implementation of

the audit program and the audit results.

Referring to the comparison matrix, we found that PS-15 has not fulfilled this sub clause.

9-3

Management review. This sub clause deals with:

9-3-1 The requirements of reviewing the organizations quality management
system by top management.

9-3-2 Management review inputs.

9-3-3 Management review.
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Referring to the comparison matrix, it was found that the PS-15 has not fulfilled

this sub clause.

6.4.7 Clause 10: Improvement

Improvement is vital for the organization to maintain current performance levels, to
deal with weaknesses, risks and create new opportunities. To achieve this, organizations
should determine and select opportunities for improvement, react to nonconformities and
take action to eliminate the cause, implement corrective actions as appropriate and review
their effectiveness, keep records of nonconformities and corrective actions and continually

improve their QMS.

Clause 10 is divided into 3 sub clauses as follow:

10-1 General. This sub clause is not fulfilled by PS-15.
10-2  Nonconformity and corrective action. this sub clause deals with :
10-2-1 Actions required in case of nonconformity.

10-2-2 Retaining of documented information as evidence.

Referring to the comparison matrix, it was found that PS-15 has fulfilled the first

part of this sub clause (10-2-1) but it has not fulfilled the other (10-2-2)

10-3  Continual improvement: this sub clause is not fulfilled by PS-15.

6.5 Gap Analysis Results

The fulfilled clauses and their sub clauses are presented in Figure 6-2:


http://the9000store.com/iso-9001-2015-requirements/iso-9001-2015-improvement/nonconformity-corrective-action/
http://the9000store.com/iso-9001-2015-requirements/iso-9001-2015-improvement/root-cause-analysis/
http://the9000store.com/iso-9001-2015-requirements/iso-9001-2015-improvement/nonconformity-corrective-action/
http://the9000store.com/iso-9001-2015-requirements/iso-9001-2015-required-support-resources/iso-9001-2015-detail-documented-information/
http://the9000store.com/iso-9001-2015-requirements/iso-9001-2015-improvement/continual-improvement/
http://the9000store.com/iso-9001-2015-requirements/iso-9001-2015-improvement/continual-improvement/
http://the9000store.com/iso-9001-2015-requirements/what-is-iso-9001-quality-management-system/
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Figure 6-2: 1ISO 9001:2015 Clauses fulfilled by PS-15

The missing clauses and their sub clauses are presented in Figure 6-3.
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From Figure 6-3, it can be concluded that 17 sub clauses out of 27 were not fulfilled by
PS-15. Since these sub clauses are mandatory to achieve the principles of quality
management system, this gap is used to present recommendations to improve the
Palestinian specifications to meet the requirements of 1SO 9001:2015 and thus achieving

the principles of quality management system.
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Chapter 7

Conclusions, Recommendations and Future Researches

7.1 Overview
In order to improve the Palestinian Standard PS-15, three phases were conducted:
Evaluation of PS-15 from PSI’s perspective using interviews and SWOT analysis,
measuring the fulfillment of ISO 9001:2015 principles through applying PS-15 from
customer’s perspective using a survey, and a comparison study between the 1SO 9001:2015
requirements and PS-15 requirements using comparison matrix. These studies confirmed
the research problem in terms of the need to improve the Palestinian standard and what are
the needed improvements.

This chapter aims to provide the conclusions based on the results of the three
studies mentioned above in addition to recommended guidelines for preparing the new

Palestinian Standard.

7.2 Conclusions

This research provides a set of conclusions concerning the most important feedback
from the PSI about the current PS-15, the principles of the quality management system
which have not been fulfilled by applying the Palestinian standard, and the missing
requirements in the Palestinian Standard PS-15 in comparison with the 1SO 9001: 2015
requirements.

These conclusions are:

1- The Palestinian standard has not been subjected to any amendments or development

since its adoption.
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ISO 9001:2015 certificates should be considered as a basic reference for improving

the Palestinian standard (PS-15).

Weak drafting and ambiguity in some concepts of PS-15.
Making the requirements of the (PS-15) easy to apply will encourage organizations

to adopt it.

A guality management system built based on current PS-15 is weak in comparison
with the quality management system built based on ISO 9001:2015.

Necessity of continuously updating the Palestinian standard PS-15.

Applying the Palestinian standard (PS — 15) does not lead to fulfilling the following
Quality Management Principles of ISO 9001:2015 (according to approach 2 of
hypothesis testing):

e Customer focus.

e Leadership.

e Engagement of people.

e Process approach.

e Improvement.

¢ Relationship management.

Evidence-based decision-making.

The missing requirements in the Palestinian Standard PS-15 in comparison with the
ISO 9001: 2015 requirements are the requirements related to:

e Understanding of the organization and its context.

e Needs and expectations of interested parties.
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e Scope of the QMS.
e Leadership and commitment.
e Action to address risk and opportunity.
e Quality objectives.
e Planning of changes.
e Resources.
e Awareness.
e Communication.
e Operation planning and control.
e Determination of requirements of products/ services.
e Design and development.
e Monitoring, measurement, analysis and evaluation.
e Internal audit.
e Management review.
e Continual improvement.
9- The Palestinian Standard PS-15 will become applicable to both products and
services if the 1ISO9001:2015 standard is the primary reference for the improvement

process of PS-15.

7.3 Recommendations
This section provides set of recommendations for the PSI. These recommendations are
guidelines that must be taken into consideration when developing the Palestinian Standard.

A meeting was held with the Director of the Quality Department and the Director of
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Standardization Department at the institution and a document containing the research
results and recommendations was presented to them, and their feedback was provided
through the attached letter in Appendix E.
These recommended guidelines are as follow:

1. Developing the Palestinian standard (PS-15) in order to better control the quality of

products and improve the performance of the Palestinian organizations.

2. Employing the process approach in the new Palestinian standard, as well as
integrating PDCA cycle (Plan-Do-Check-Act). Process approach enables the
organization to manage their processes. Whereas the PDCA cycle assures providing
required resources of processes and opportunities for improving that processes.

3. Adopting risk-based thinking in the new Palestinian Standard, as risk-based
thinking provides preventive controls that reduce the deviations from what has been
planned.

4. Including the missing requirements in the Palestinian Standard according to a
comparison study with 1ISO 9001:2015 to ensure fulfilling the quality management
principles.

5. Dividing the Palestinian standard into clauses. Each clause consists of a set of
identical and homogeneous requirements that serve the same objective.

6. Clauses must begin with requirements that deal with the voice of customers and
ends by requirements which measure the satisfaction of customers.

7. Each clause should contain an introduction that explains the importance of this

clause and its objectives.
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8. Each requirement should represent one task (measuring, recording, analyzing...) in
order to facilitate understanding and applying this requirement.

9. Requirements formulation should be simple and clear.

10. Using clear terminologies, agreed upon, and have clear meaning to avoid
confusion when applying the requirements.

11. The standard should contain a clear explanation of used terminologies.

12. To facilitate applying the Palestinian standard, the following verbal forms can be
used (as used in 1SO 9001:2015):
e shall : requirement
e should: recommendation
e may: permission

e can: possibilities

7.4 Future Researches
e Study obstacles of applying the Palestinian Standard PS-15 in the Palestinian
organizations.
e Improving the steps of obtaining the Palestinian Quality Mark using Lean Six
Sigma (DMAIC) Methodology.
e Study the obstacles of adopting ISO 9001:2015 as a substitute to PS-15 required

to obtain the Palestinian Quality Mark.
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Appendices

Appendix A: The Palestinian Standard PS-15 Arabic/English Editions

Arabic Edition:
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The Palestinian Standard PS-15 English Edition

Requirements for marking products with PS Mark (Quality Mark)

1. General
1.1These instructions specify the requirements of the quality system of
producers who have obtained a permit from the Standards and Metrology
Institution (henceforth called the Corporation) to mark their products with the

specification mark or with producers concerned with obtaining such a permit.

1.2These requirements shall apply to producers in addition to their other
obligations to the Corporation as provided for in the Standards Act - the
agreement between the producer and the enterprise - and the management

procedures.

1.3The effective implementation of the requirements of these instructions can
ensure that the products comply with the technical specification for a long
period of time, reduce the possibility of producing non-conforming products,
and prevent taking steps against producers who produce non-conforming

products.
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1.4The requirements of these instructions are the minimum requirements.
With regard to special products, it is necessary to specify other requirements

specified by the competent technical committee.

1.5The use of the Product Mark by the Product is a product declaration that
the Product conforms to the Technical Specifications. For this reason it is
necessary that the product can inspect its own production and identify the
non-conforming products and seek to repair the detected defect and identify
the reasons that led to the imbalance and take the necessary steps to remove

these reasons so as not to recur the occurrence of the imbalance.

1.6The function of the Foundation's representatives shall ensure that the
requirements detailed in these Instructions are effectively implemented.
Failure to implement these requirements, regardless of whether or not the
product meets the technical standard, can result in the revocation of the

product specification badge.

2. Definitions:
2.1 Products: Includes materials, parts, and sub-systems, etc., marked with
specifications or prepared to mark specifications.
2.2 Product: as defined by the standard badge legislation.
2.3 Specifications: The specifications and technical specifications published

by the Foundation.
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2.4 Representative of the Foundation: The person appointed
by the Director of the Quality and Certification Department to

represent the Corporation in a particular order.

3. Requirements.

3.1 Product management responsibilities

3.1.1 Product management shall define and document its

quality policy. Within the framework of this policy, product

management shall comply with the requirements of product
specifications and the requirements of these instructions.

3.1.2 Product management must appoint an official for the

quality system of its staff or be able to report directly to it.

(Henceforth, that called the Product Management
Representative).

3.1.3The management of the product shall grant its representative the
freedom of action and the appropriate authority to carry out his duties and to
implement the requirements of these instructions.

3.1.4 The representative of the Product Department shall be the liaison with
the Corporation in all matters relating to granting the permit, in particular

the implementation of the requirements of these instructions.
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3.1.5 The management of the product shall employ adequate sources and
qualified working hands, to the extent necessary, to apply the requirements

of these instructions.

3.2 Quality system

3.2.1 The product shall establish and maintain an effective and reliable
quality system that ensures that the products conform to the requirements of
technical ~ specifications.  This  documented  system includes:
Procedures, work instructions, inspection instructions, and any documents
relating to the requirements specified in these instructions and technical

specifications.

3.2.2 The product shall prepare a detailed quality plan for each product to be
approved by the representative of the institution. The quality plan should

include, but is not limited to, the following details:

1- A detailed plan for the production process from the beginning of the
receipt of the raw materials until the final product, the packaging and storage

process.

2-Statement of inspection points in the production process.

3. If necessary, the details of the stops in the production process (the test
points that the product should not be converted to the next stage until the

results of a positive examination).
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4. Details of the items to be examined at each inspection point.

5. Details of tools and method of examination at each point.

6. Description of the models for which the test results are recorded.

7- Sample size and frequency of inspection at each point.

8. The specifications of the person responsible for conducting the tests.

3.3 Product file

3.3.1 Each product shall be equipped with a file that clearly describes its
design. Generally, the product file includes, if necessary, the following

items:

1. A scheme of the product containing a general description of it and its

main dimensions.

2. General photographs of the product (from different angles) and its main

parts.

3 - In the case of electrical products - maps of the main electrical circuits, if
any relationship, including the scheme of wiring connections, explaining the

colors of wires, marking connectors and similar.

4 - List of the main parts that illustrate: Part type, Product name of the part,
Model, The names of institutions, laboratories that have ratified the part (if

any), and the basic technical characteristics of the part.
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Note: The main parts are those that affect the safety of the product and the
features that can affect the conformity of the product to the standard.
5 - Characteristics of the basic materials from which the product was made,
with  special emphasis on toxic and flammable substances.
6. Catalogs, instructions and any other technical publications that can help

describe the product.

3.3.2 The product must be kept on the product file. In certain cases, the
enterprise representative may request the file to be kept in the organization, or
the product should deliver the file to the enterprise representative for
inspection  and  evaluation for a short period of time.
3.3.3 The Product shall feel that the Corporation shall have any fundamental
modification to the Product. This modification of the product file must be

properly recorded. The organization must approve changes to the file.

3.4 Quality procedures.

3.4.1 The product shall provide detailed and documented quality procedures
describing the quality system that it maintains in accordance with the

requirements of these instructions.

3.4.2 Quality procedures shall specify the responsibilities, competencies and
interrelationship between all product employees who are related to the

products.
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3.4.3The company manager and the product management representative shall

certify and sign the quality procedures.

3.4.4Quality procedures shall be prepared according to the standard of writing

the quality procedures and the instructions of the institution.

Note: The specification was under preparation during the publication of this

standard.

3.5 Review of Orders

When a product is produced according to a specific request to a particular
customer, the product must review the order to ensure (among other things)
that the order does not contradict the technical specification of the product.
When there is any contradiction, the product must reject the order only if it

receives the prior approval of the Quality Mark Board.

3.6 Documentation

3.6.1 The product shall have all the necessary modern documentation
necessary for the production and inspection of the products, including the
technical specifications of the product, the drawings, production instructions,

inspection ... etc.

3.6.2 The Product shall establish and maintain documented documentation

control procedures, including (but not limited to) the following:



116

1. Ensure that all required documentation is available at all locations where it
is necessary to conduct operations related to the production and inspection of

products.

2. A way to update the documentation when necessary.

3. Adequate arrangements for the disposal, destruction or different

discrimination of all completed documentation.

3.7 Procurement Control

3.7.1 All purchase orders must be made by suppliers and subcontractors in
writing and contain an accurate description of the required materials, parts,
sub-assemblies, procedures, etc. (henceforth referred to as materials). The
applicant should also describe the tests that the supplier or subcontractor must

perform and the accompanying recordings of the consignment.

Note: Supplier: is an enterprise that supplies finished goods.

Subcontractor: An organization that produces material for the customer

according to its specifications.

3.7.2 The product shall specify the quality requirements and regulations of the
subcontractor in order to maintain them to the necessary extent. In such cases,
the producer must ensure that the subcontractor has already met these
requirements. The producer shall establish procedures for the selection of

secondary contractors on the basis of the quality of their work and shall be
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verified by a follow-up inspection. The Product shall refuse to deal with any
subcontractor who proves that the quality of his work is not in conformity

with his requirements.

3.7.3 The product shall take all necessary steps to ensure that the purchased
material will not cause the product to deviate from the technical specification.
If the technical specification meets the requirements of the materials, the

product must verify the conformity.

3.8 Diagnosis and follow-up of the product

The product shall establish, develop and operate a documented method for
diagnosing the product during all stages of production, distribution, and
installation. This diagnosis contains as required the following:

1- Diagnosis of the production schedule.

2 - Diagnosis of all stages of production, the date of the stage and responsible

for it.

3- Diagnosis of the materials and parts added to the product.

4 - Quantity of products with a meal.

5- A diagnostic number for each product, if the specification so requests.

3.9 Inspection and Testing

3.9.1 General:
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3.9.1.1 The inspection shall be carried out in accordance with the detailed and
correct  specifications,  specifications and inspection instructions
3.9.1.2The inspection results shall be documented on approved forms and
signed by the person responsible for conducting the examination.
3.9.1.3 Sampling for inspection shall be based on an acceptable statistical

program for taking samples.

3.9.1.4 The product shall ensure that the conditions surrounding the place of
inspection are appropriate for the inspection and examinations carried out,
taking into account the product, the accuracy of the inspection and the

requirements of the technical specification.

3.9.2 Inspection of receipt:

3.9.2.1 The product shall carry out inspection procedures on materials sent by
suppliers and secondary contractors. The inspection shall be carried out in
accordance with documented instructions which specify, inter alia, the size of
the inspection, the subjects to be inspected, inspection / inspection methods,

the standard of acceptance and rejection.

3.9.2.2 The size of the sample and the topics to be examined based on the
nature of the material shall determine the credibility of the supplier or
subcontractor, the previous quality records supplied from the same source, the

accompanying inspection reports and the like.
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3.9.2.3 At the very least, the product must perform a visual inspection to
detect any apparent defects, ascertain the quantity received, and inspect the

inspection reports of the supplier or subcontractor.

3.9.3 Production line tests:

3.9.3.1 The product shall carry out inspection of the product at the inspection

points specified in the product quality plan.

3.9.3.2 A positive result of the inspection shall be obtained at the stops
specified in the product quality plan for the transition to the next production

stage.

3.9.4 Final Inspection:

3.9.4.1 The product shall carry out a final inspection in accordance with (and
not limited to ...) the quality plan in order to ensure that the final product
conforms to the technical specification. When the technical specification
requires specific tests for the final product, the product must carry out these

tests.

3.9.4.2 The final inspection shall ensure that all tests specified for the

production process are performed properly.

3.10 Inspection, Testing and Measurement Tools.

3.10.1 The product shall ensure the presence of all inspection, inspection and

measurement tools required (henceforth referred to as inspection tools) for
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specific tests and at the specified accuracy and according to the quality plan of
the product. Specifically, the product must provide the testing equipment that

enables it to determine the product's suitability for the specification.

* Note: In order to achieve a match and match between the product tests and
the institution tests, the product is recommended to consult with the
representative of the institution in any purchase of new screening devices.
3.10.2 When inspection equipment is expensive and not in the possession of
the producer, it shall make appropriate and acceptable arrangements by the
enterprise to perform the required tests at the required pace with a laboratory
acceptable to the enterprise.
3.10.3 Inspection devices shall be calibrated by certified calibration equipment
having a known and correct relationship with the national standard.
Conditions determine the calibration frequency. In general, calibration is
performed annually unless it is proved possible to increase or decrease this

frequency.

3.10.4 In the development of the use of templates, models or others to
determine the conformity of the product to the requirements,
3.10.5 Calibration shall be carried out in an accredited laboratory.
3.10.6 Testing devices shall carry means for diagnosis of calibration status -
this  diagnosis shall include at least the following details:

1. The date of the last calibration.
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2. The next calibration date.

3. Name of the laboratory and the person who calibrated.

3.10.7 The product shall ensure that non-calibration or faulty devices are not
used and are not in the possession of the product agents.
3.10.8 The product shall ensure that the transfer, storage and storage of the
inspection equipment does not affect its accuracy and suitability
3.10.9 The product shall maintain a payroll index for the inspection equipment
that records the technical information of the equipment and the calibration

information, and contains the complete record of repairs and re-operation.

3.10.10Despite the foregoing, it is permitted to use only general purpose test
devices, not for measurement purposes. These devices do not need periodic
calibration, provided they carry a clear indication that these devices are not for

measurement purposes.

3.11 Testing and Inspection Status.

3.11.1 The mode of inspection and inspection shall determine the status of the

product according to two criteria:

1. Have the products been examined or are they being tested?

2 - The success of products after examination or failure.

3.11.2 The marking shall be done by appropriate means of the product and for

the production method, such as, the product seal itself, the label of the product,
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the sign of an attachment card and the like.
3.11.3 In the event that the product cannot be labeled for technical reasons, it
shall be marked by other appropriate means such as placing it in a special

place, and coloring storage facilities.

3.11.4 Products that do not conform to requirements are marked differently.

3.11.5 Inspection and inspection records shall specify the person who has

determined the status of the product.

3.11.6 Product procedures shall specify the persons authorized to change the

status of products that do not meet the requirements.

3.12 Products Nonconformity Control.

3.12.1 All products (of different stages of production) that are found to be
non-identical to the rest of the production process and stored in an
appropriately designated warehouse shall be isolated. If these requirements
cannot be applied for objective reasons, strict steps should be taken to ensure

that these products are not used unless authorized by an authorized person.

3.12.2 The product shall establish procedures for the carriage of non-
conforming products, which shall individually determine the person

authorized to act.

3.12.3 The producer shall establish and maintain regular records of non-

conforming and disclosed products during the inspection of the receipt, the
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production process, the final inspection, or that are found to be defective by

the customers (either through complaints or during the warranty period).

3.12.4 Inspection of non-conforming products shall be carried out if they are

re-operated or repaired.

3.13 Transportation, storage, packaging, and delivery

3.13.1The product shall provide adequate means of transport to prevent any
damage to movable products or other products in the transport phase. The
person accompanying the mechanical transport must be eligible for this
method. In the text of the law, he must have an appropriate certificate that

qualifies him to carry out this work.

3.13.2 The product shall provide adequate storage facilities, taking into
account the conditions of the products stored to prevent any damage or
deterioration of the status of the products or raw materials. Raw materials

should also be separated from finished products.

3.13.3 Raw materials shall be properly labeled to ensure their complete and
unambiguous distinction. In general, the method (inside first out first) is used

to prevent any deterioration in the quality of raw materials.

3.13.4 The product shall ensure that only identical finished products are stored
in finished product stores. Products that do not conform to the technical

specification shall not be marked.
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3.13.5 The product shall be inspected for finished products and raw materials

stored at an appropriate rate in order to diagnose any possible deterioration.

3.13.6 The producer shall establish and maintain special control measures for
raw materials with low storage time, and shall be disposed of at the expiry of

their terms of reference.

3.13.7 Packaging of finished products shall be considered to provide adequate
protection against damage during transportation at the factory, during delivery
to the customer, and storage conditions of the customer. The product must
achieve these conditions even if not mentioned in the technical specification.
The package must contain all accompanying materials such as operating

instructions and installation additives (if any).

3.14 Correction Procedures

3.14.1The producer shall take corrective action in the event of repeated quality
problems, in particular those related to the conformity of the product to the
technical specification. Product quality problems (during the different stages
of the production process) can be detected after a complaint has been made by
the customer or by the results of the examinations conducted by the

institution.

3.14.2 Correction procedures shall include an investigation to diagnose the
causes of quality problems, develop a method to remove these causes, and

take all necessary measures to prevent the recurrence of such causes.
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3-15 quality records

3.15.1All inspections and inspections, from raw materials to final product,

shall be accompanied by appropriate records.

3.15.2 The product shall maintain inspection and inspection reports in such a
way as to refer to them based on the following elements such as: date, meal
number, product type and the like. Records must be kept in a convenient place

to prevent any damage, degradation or loss of records.

3.15.3 The producer shall establish and maintain a special complaint file for
customers, specifying the corrective measures taken after such complaints.
3.15.4 Quality records shall be kept for at least a year, unless otherwise

requested by the customer, the standard, the law or the institution.

3.15.5 Quality records shall be available to the representative of the institution

for the conduct of inspection and examination.

3.15.6 Add the requirements of this paragraph to the special instructions for

records mentioned in other paragraphs of these instructions.

3.16 Training and qualification of employee’s.

3.16.1The product shall train those workers whose business may affect the
quality of the product. The training program should cover (if necessary)

product quality procedures, production methods, inspection and inspection
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methods, technical specification requirements, and requirements of these

instructions.

3.16.2 The producer shall provide certificates to the employees that require the

standard or the law to be authorized for their business.

3.16.3 The product shall specify the special works that significantly affect the
quality of the product and shall provide certificates to the employees of such

works.

3.16.4 The product shall maintain appropriate records for the training and

authorization of personnel.

3.16.5 When the physical characteristics of the production personnel affect the
quality of the product, they shall undergo periodic medical examinations. The
product must take all precautions in order to prevent workers who have
limited capabilities of working in jobs that may lead to an unmatched

production.
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Appendix B: Questionnaire

aenyalifl auyell aealyl

ARAB AMERICAN UNIVERSITY \%

Clitkialps-15 dxidacddll diual gall Cpaad ) Ciagd dpale daljal daly) das) ¢ gl b
Jalil) aSiabuw (pa a Sl sla ) | Adldacddl) Bagadl Adle o Jganll 2 U Bagal) allai
Al ol Lo clilad) aaad Ll Gl G sy o3 DLauY) oda jualic eligiuly

G b | bl Gagll al 8 B Y Laladia) Ay of ALEa) B Bl el clityll

 Aalil) & puall g guad

JSA i Aaasly
alil) g Sl iy Gald)
0599393075 : O $al

ashraf_qasrawi_79@yahoo.com : (49,58 &



128

A8t s el aglaa

o -2 £ i)
Lé50 -5 49-40 -4 39-30 -3 29-22 -2 e -1
JJQ 22 and)
Suala -5 GRS -4 asha -3 Ry -2 e 8 -1
e D Jaaadl)
g.d.d\
b)) -5 owddl) -4 Qi -3 Jad -2 Ay -1
daal FEWA] 3uallg OSadl (S
Jardl (\Sa
s A -5 abglas -4 il -3 L) 22 EAPIA{ I | Janl) gUab
YY)
saal
."Inj‘
1daad) a8 19l
Cila glaa
i 9 RSN &y ) Juay)




129

Loaadal) gsal) (B )(V Ade pud g aludl) ABS o L)

Gahaal) 33 gadl Al Cile) ol JOA e GibN o Aaliial) 3S  alaty ALY (e £ o) 10
.(PS-15) Arishauuldl) ddua) gall Ui sall g

e (Bl Bagal) Al cile )l cuelu

Gilsa s | Gllse 58 | Mlaa| (sllsa| (3hlse PR KR
(A bl

Gdliadl ey Gapdlall I Je capll |
Akl (e (e iie) a5y (530

dalisudally Adladl AL colalia) pass 2

peiladgig

S Clalial Luwpal) Calaal Layy [ 3

pgiladgig

daid) o)

DA (e agilaigiy eDleal) cilalial 4l | 5
Aatiall cilarally alodl Jaylasil

Aasial) cilasdlly 2Ll ke

DA (e agilaigiy e Dleall cilalial gl | 7
desiall Sleralls aludl) asecss

DA e agiledgig oDanll cilaliinl k| 8
dauliall claaally alul) oLl

P Ga piladsiy eSlaall lalial Bl | 9

e DA e agiladsis ¢Slandl Cilalial 4yt [ 10
lgealas 2ay adiall iladdlly Ll




130

t_\\g\_)az)(.\ JlAJ\jC«M\ L'AJ :\_\g\fj u-“\-ﬁ 11
ERTEA|

Cilad ¢ g calaliial s cile) ja) MA3) g maad | 12
e Shaall La ) i of Sy Al il ylaY)

C\A.ﬂ\ é.\s;ﬂkm ¢ ezl & Sk 513 13
il

Clsl ) JYA e daiiall & BALAY 4 ggda do daiiall 3 i ahaiy ALLY) (e 5 ol 138
.(PS-15) 4xidacdil) diua) gall Linda (il g (dadaall 83 gad) allas

i (Galaall Sagal) Al Gig)al ey

Blga & |yl @lsa | (@l L jlaall b))
Bady

dadaidll Al o Jlal) Jae 1

& Lbilee 5 Leilalan 5 daail iy ileig
Aabidlelail e

A i) ol e Lalaally el | 2
aea o oLl AENAY) 3kl daell
il i s

Aa) ol g A8 A8 s 3

_'&JJM\ ng.u..\m ‘_A.Q e“)ﬂ\}“ @mﬁ 4

3938 ab il sivsall aen Ao 33 o)) e Sl | 5
Aaliiall 8 Lalll dplayl

ool Tl sl i w55 | 6
RAPSINN| ¢l ) e uSASﬂ M\}

RO




131

33 gadl alaS il ) DA e Cplaladl &)l Jo daliial) 58y ahady ALY (e 5 o) 138
.(PS-15) dsihadil) ddua) gall lda (sall g (Godaal)

i (Galaall Sagal) alla Gig)al ey

@Bl oS | Blsa | Nlaa| @lga | (3l dylaal) PO
Bady Bady

pelan Ll sanl agiong 5 51 Cplelal) o Jusl sl | 1

RESH
Aabiialleladl gan b ogladll | 2
43 ya QJIAS L g Aa gidal) 4580 (g 3

B oaall g
)Y Ciladaa g 058 poadl cplalal) (Sl 4

RE PEQ Fr| R VR I e
A ey Glaalie e (ol g &l ) 5

(A sl (e cylelal
Calaall aael S A apill Sai | 6
¢ Oalalal) Ly sl ULl ) ja) 7

danliall le) a Yl AR g milinlliege Sh)
Basadl alaS cilp) ol DA (e cilpalad) gl dadiial) Slaicly (b ALY e £ a1 128
.(PS-15) dsihalil) ddua) gall lsda (sall g (Godaal)

e (Bahaall Bagal) alll cile )l Celu
Giloa 58 | Bllsa s | Mlaa| (allsa| (sllse IR Al
Bady Bada

Leiatl 3 53 Gilidaall 5 aUadl) calaal yaad 1
3olaY Aeluall il 5 il g el g caldalial) pas3 2

hleall
5&\@3)\}A\:}£§q§&}m§d\a\ﬁ§e@j 3

£y
5 s ¢ dleall s Jaliiall Alaie W) pass 4

WSS alaidl) e i) cililead) e el
Gaiatl aUaiS Alaliall Llide 5 Sllaall 350 5

5ol 5 Aullady Aadaiall 53 gal) Calaal




132

e 5 Jil) e 30 il shaall il g8 (Jlana
eua.'d\ ;\Jie:\gﬁ}d:\u)m‘)}&w‘

Gila sde o Jigi ol oSar Al a5 )
Basall 5l AUl ddlen ) il 5 cililaal)

Chabaall 335201 aUSS Cilp) ) JMA (e Cpeenil] o Aadilall S i (gl ALl (e 5 o) 138
.(PS-15) 4sidaalil) ddual gall ks (sall g

e (Bl Bagal) alll cilp )l cuelu

Blsa s | GBloe 2 | | s

Blsa

dslanl)

oy

L sise aen o Cuuadl) Cilaal o L)
- I.. X\

Q\.J M | pas L_;G ‘u»u\ —u J.ﬁ 5 L_Q.\s.\.i'::w
Cliagiall 5 @l 52V Baakai 448 J o
Omentll Calaal adailioudluY)

8 zlaill (b 5 alas) () o S
il ag e JaS) a3

@M\@meuw\ﬂa};}#
Aadiall slail ren

2uidl) g Jayladtl) dulee (385 9 Anal pa g @il
Openill a Ll il Slady

Al o saaall cillaall 5 cilandll

ol ) AV 5 ol eyl




133

Cils sl DA e A Ao Lisall @l i 8l o dalaial) 508 i gl ALY (e 5o 10
.(PS-15) 4ihaudil) ddua) gall Wada sl g (Gadaal 83 gad) alki

i (Galaall Sagal) alla Gig)al ey

Ghlsa £ | e | @lge | (3l dylaal) PO
dady dady

Al Dl gl A8l ey uliig a1

Oiaall

48 g ga g A0 il glaall g bl o e BN | 3
AL 4 Loy Al

A2l i shaally bl iy B3 | 4
Aulie il

ULl Jalal pla e Gl A3 o) e W | 5
Anlall s lgandi

‘_“Jx: H Q\;\ﬁ:}[\ 3&\} Q\J\)ﬂ\ NN 6
u.uA;J\J 3‘)..\53\ & 4..1‘)\)1@ ¢ Z\JS‘}“ u.u\.u\

33 gadl alal el ) A (ha cildMal) 3130 Ao daliial) 3uS s gl ALY e £ 5ad) 128
.(PS-15) dsishacdil) diua) gall Usks (sall g (Gudaal)

e Gahaall Bagall Al clp ) cielu

@Blsa s | (Blsa | Mlaa | @llge| (s L jlaal) PO

Cro sl Jia) Aliall @l Zuiadll Cal kY paas 1
U:\SJQ}AS\}L).I)M\} ;M\};S)ﬂ\}
Aabiially agBle 5 (JSS aainally

Gl Y ae B iy gl sl i i paas | 2
Lol ) zlas 3l dgeal)

3l €l G o)) 8 Gy Bl (L) [ 3
JaV al b e s dall

Alall cald dgaal cal LY




134

Gl I ) e 1ol laadle anaiig elaY) Lkl
C'_a\)i.'m u.\.m;.d ¢ oLaiay| A ¢ 2‘.«1@.‘45\
_Qé.m;:\”

) sl e A slat 4y gl 5 4 la Aniil o L)
GAY) Biaadl Gl Y s o1 58

o Y5 el Gl e Y1y il
SSA o) gall Lgsia




135

Appendix C: SWOT Analysis
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Appendix D: Comparison matrix of 1509001.2015 and PS-15 requirement

1SO 9001.2015

PS-15

What’s missed

0.1 General

The adoption of a quality management
system is a strategic decision for an
organization that can help to improve its
overall performance and provide a sound
basis for sustainable development
initiatives.

The potential benefits to an organization
of implementing a quality management
system based on this International
Standard are:

a) The ability to consistently provide
products and services that meet customer
and applicable.

statutory and regulatory requirements;

b) Facilitating opportunities to enhance
customer satisfaction.

c) Addressing risks and opportunities
associated with its context and
objectives.

d) The ability to demonstrate conformity
to specified quality management system
requirements.

This International Standard can be used
by internal and external parties.

It is not the intent of this International
Standard to imply the need for:

1.3  The effective implementation of
the requirements of these instructions can
ensure that the products comply with the
technical specification for a long period
of time, reduce the possibility of
producing non-conforming products, and
prevent taking steps against producers
who produce non-conforming products.
1.4 The requirements of these
instructions are the minimum
requirements. With regard to special
products, it is necessary to specify other
requirements specified by the competent
technical committee.
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— Uniformity in the structure of
different quality management systems.
— Alignment of documentation to the
clause structure of this International
Standard.

— The use of the specific terminology of
this International Standard within the
organization.

The quality management system
requirements specified in this
International Standard are
complementary to requirements for
products and services.

This International Standard employs the
process approach, which incorporates the
Plan-Do-Check-Act (PDCA) cycle and
risk-based thinking.

The process approach enables an
organization to plan its processes and
their interactions.

Ensure that its processes are adequately
resourced and managed, and that
opportunities for improvement are
determined and acted on.

Risk-based thinking enables an
organization to determine the factors that
could cause its processes and its quality
management system to deviate from the
planned results, to put in place
preventive controls to minimize negative
effects and to make maximum use of
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opportunities as they arise (see Clause
Ad).

Consistently meeting requirements and
addressing future needs and expectations
poses a challenge for organizations in an
increasingly dynamic and complex
environment. To achieve this objective,
the organization might find it necessary
to adopt various forms of improvement
in addition to correction and continual
improvement, such as breakthrough
change, innovation and re-organization.
In this International Standard, the
following verbal forms are used:

— “shall” indicates a requirement;

— “should” indicates a recommendation;
— “may” indicates a permission;

— “can” indicate a possibility or a
capability.

Information marked as “NOTE” is for
guidance in understanding or clarifying
the associated requirement.

0.2 Quality management principles

0.2Quality management principles

0.3 Process approach

0.3Process approach

0.3.1 General

0.3.1 General
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0.3.2 Plan-Do-Check-Act cycle

0.3.2 Plan-Do-Check-Act cycle

0.3.3 Risk-based thinking

0.3.3 Risk-based thinking

0.4 Compatibility with other
management system standards

0.4 Compatibility with other
management system standards

Quality management systems —
Requirements

1 Scope

This International Standard specifies
requirements for a quality management
system when an organization:

a) needs to demonstrate its ability to
consistently provide product or service
that meets customer and applicable
statutory and regulatory requirements,
and

b) aims to enhance customer satisfaction
through the effective application of the
system, including processes for continual
improvement of the system and the
assurance of conformity to customer and
applicable statutory and regulatory
requirements.

All requirements of this International
Standard are generic and are intended to
be applicable to all organizations,

1.1  These instructions specify the
requirements of the quality system of
producers who have obtained a permit
from the Standards and Metrology
Institution (henceforth called the
Corporation) to mark their products with
the specification mark or with producers
concerned with obtaining such a permit.
1.2 These requirements shall apply to
producers in addition to their other
obligations to the Corporation as
provided for in the Standards Act - the
agreement between the producer and the
enterprise - and the management
procedures.
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regardless of type, size and product
provided.

NOTE 1

In this International Standard, the terms
“product” or “service” only apply to
products and services intended for, or
required by, a customer.

NOTE 2

Statutory and regulatory requirements
can be expressed as legal requirements.

2 Normative references

2 Normative references

3 Terms and definitions

For the purposes of this document, the
terms and definitions given in ISO
9000:2015 apply.

2.1 Products: Includes materials, parts,
and sub-systems, etc., marked with
specifications or prepared to mark
specifications.

2.2 Product: as defined by the standard
badge legislation.

2-3 Specifications: The specifications
and technical specifications published by
the Foundation.

2.4 Representative of the Foundation:
The person appointed by the Director of
the Quality and Certification Department
to represent the Corporation in a
particular order

4 Context of the organization
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4.1 Understanding the organization
and its context

4.1 Understanding the organization
and its context

4.2 Understanding the needs and
expectations of interested parties

4.2 Understanding the needs and
expectations of interested parties

4.3 Determining the scope of the
quality management system

4.3 Determining the scope of the
guality management system

4.4 Quality management system and
its processes

4.4.1The organization shall establish,
implement, maintain and continually
improve a quality management
system, including the processes needed
and their interactions, in accordance
with the requirements of this
International Standard.

The organization shall determine the
processes needed for the quality
management system and their
application throughout the
organization and shall:

a) determine the inputs required and
the outputs expected from these
processes;

b) determine the sequence and

1.6 The function of the Foundation's
representatives shall ensure that the
requirements detailed in these
Instructions are effectively implemented.
Failure to implement these requirements,
regardless of whether or not the product
meets the technical standard, can result
in the revocation of the product
specification badge.

3.2.1 The product shall establish and
maintain an effective and reliable quality
system that ensures that the products
conform to the requirements of technical
specifications. This documented system
includes:

Procedures, work instructions, inspection
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interaction of these processes;

c) determine and apply the criteria
and methods, (including monitoring,
measurements and related
performance indicators) needed to
ensure the effective operation, and
control of these processes;

d) determine the resources needed and
ensure their availability;

e) assign the responsibilities and
authorities for these processes;

) address the risks and opportunities
in accordance with the requirements
of 6.1,

g) evaluate these processes and
implement any changes needed to
ensure that these processes achieve
their intended results;

h) improve the processes and the
quality management system

instructions, and any documents relating
to the requirements specified in these
instructions and technical specifications.
3.2.2 The product shall prepare a detailed
quality plan for each product to be
approved by the representative of the
institution. The quality plan should
include, but is not limited to, the
following details: -

1- A detailed plan for the production
process from the beginning of the receipt
of the raw materials until the final
product and the packaging and storage
process.

2 - Statement of inspection points in the
production process.

3. If necessary, the details of the stops in
the production process (the test points
that the product should not be converted
to the next stage until the results of a
positive examination).

4. Details of the items to be examined at
each inspection point.

5. Details of tools and method of
examination at each point.

6. Description of the models for which
the test results are recorded.

7- Sample size and frequency of
inspection at each point.

8. The specifications of the person
responsible for conducting the tests.
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3-4 quality procedures

3.4.1 The product shall provide detailed
and documented quality procedures
describing the quality system that it
maintains in accordance with the
requirements of these instructions

3.4.2 Quality procedures shall specify the
responsibilities, competencies and
interrelationship between all product
employees who are related to the
products.

3.4.3 The company manager and the
product management representative shall
certify and sign the quality procedures
3.4.4 Quality procedures shall be
prepared according to the standard of
writing the quality procedures and the
instructions of the institution.

Note: The specification was under
preparation during the publication of this
standard.

4.4.2

To the extent necessary, the
organization shall:

a) maintain documented information
to support the operation of its
processes;

b) retain documented information to
have confidence that the processes are
being carried out as planned

4.4.2

To the extent necessary, the
organization shall:

a) maintain documented information
to support the operation of its
processes;

b) retain documented information to
have confidence that the processes are
being carried out as planned
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5 Leadership

5.1 Leadership and commitment

5.1 Leadership and commitment

5.1.1 General

5.1.1 General

5.1.2 Customer focus

5.1.2 Customer focus

5.2 Policy

5.2.1 Establishing the quality policy
Top management shall establish,
implement and maintain a quality policy
that:

a) is appropriate to the purpose and
context of the organization and supports
its strategic direction;

b) provides a framework for setting
quality objectives;

c) includes a commitment to satisfy
applicable requirements;

d) Includes a commitment to continual
improvement of the quality management
system.

3.1.1 Product management shall define
and document its quality policy. Within
the framework of this policy, product
management shall comply with the
requirements of product specifications
and the requirements of these
instructions.

5.2.2 Communicating the quality
policy

5.2.2 Communicating the quality
policy

5.3 Organizational roles,
responsibilities and authorities
Top management shall ensure that the

3.1.3 The management of the product
shall grant its representative the freedom
of action and the appropriate authority to

1 53 520 J 3 puan ) ) 5
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responsibilities and authorities for
relevant roles are assigned,
communicated and understood within the
organization.

Top management shall assign the
responsibility and authority for:

a) ensuring that the quality management
system conforms to the requirements of
this International Standard,;

b) ensuring that the processes are
delivering their intended outputs;

c) reporting on the performance of the
quality management system and on
opportunities for improvement (see
10.1), in particular to top;

d) ensuring the promotion of customer
focus throughout the organization;

e) ensuring that the integrity of the
quality management system is
maintained when changes to the quality
management system are planned and
implemented

carry out his duties and to implement the
requirements of these instructions.

3.1.4 The representative of the Product
Department shall be the liaison with the
Corporation in all matters relating to
granting the permit, in particular the
implementation of the requirements of
these instructions.
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6 Planning

6 Planning

6.1 Actions to address risks and
opportunities

6.1 Actions to address risks and
opportunities

6.1.2 The organization shall plan

6.1.2 The organization shall plan

6.2 Quality objectives and planning to
achieve them.

6.2 Quality objectives and planning to
achieve them.

6.2.1 The organization shall establish
quality objectives at relevant
functions, levels and processes needed
for the quality management system.
The quality objectives shall:

a) be consistent with the quality policy,
b) be measurable;

c) take into account applicable
requirements;

d) be relevant to conformity of
products and services and the
enhancement customer satisfaction;
e) be monitored;

f) be communicated;

g) Be updated as appropriate.

The organization shall maintain
documented information on the

6.2.1 The organization shall establish
quality objectives at relevant
functions, levels and processes needed
for the quality management system.
The quality objectives shall:

a) be consistent with the quality policy,
b) be measurable;

c) take into account applicable
requirements;

d) be relevant to conformity of
products and services and the
enhancement customer satisfaction;
e) be monitored;

f) be communicated;

g) Be updated as appropriate.

The organization shall maintain
documented information on the
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quality objectives.

quality objectives.

6.2.2 When planning how to achieve its
quality objectives, the organization
shall determine:

a) what will be done;

b) what resources will be required;

c¢) who will be responsible;

d) when it will be completed;

e) how the results will be evaluated

6.2.2 When planning how to achieve its
quality objectives, the organization
shall determine:

a) what will be done;

b) what resources will be required;

c) who will be responsible;

d) when it will be completed;

e) how the results will be evaluated

6.3 Planning of changes

6.3 Planning of changes

7 Support

7.1 Resources

7.1.1 General

7.1.1 General

7.1.2 People

The organization shall determine and
provide the persons necessary for the
effective implementation of its quality
management system and for the
operation and control of its processes.

3.1.2 Product management must appoint
an official for the quality system of its
staff or be able to report directly to it.
(Henceforth called the Product
Management Representative)

3.1.5 The management of the product
shall employ adequate sources and
qualified working hands, to the extent
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necessary, to apply the requirements of
these instructions.

7.1.3 Infrastructure

7.1.3 Infrastructure

7.1.4 Environment for the operation of
processes

7.1.4 Environment for the operation of
processes

7.1.5 Monitoring and measuring
resources

7.1.5 Monitoring and measuring
resources

7.1.5.1 General

7.1.5.1 General

7.1.5.2 Measurement traceability

7.1.5.2 Measurement traceability

7.1.6 Organizational knowledge

7.1.6 Organizational knowledge

7.2 Competence

The organization shall:

a) Determine the necessary competence
of person(s) doing work under its control
that affects the performance and
effectiveness of the quality management
system.

b) Ensure that these persons are
competent on the basis of appropriate

3.16 Training and qualification of
employees

3.16.1 The product shall train those
workers whose business may affect the
quality of the product. The training
program should cover (if necessary)
product quality procedures, production
methods, inspection and inspection
methods, technical specification
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education, training, or experience.

¢) Where applicable, take actions to
acquire the necessary competence, and
evaluate the effectiveness of the actions
taken.

d) Retain appropriate documented
information as evidence of competence.

requirements, and requirements of these
instructions

3.16.2 The producer shall provide
certificates to the employees that require
the standard or the law to be authorized
for their business.

3.16.3 The product shall specify the
special works that significantly affect the
quality of the product and shall provide
certificates to the employees of such
works.

3.16.4 The product shall maintain
appropriate records for the training and
authorization of personnel.

3.16.5 When the physical characteristics
of the production personnel affect the
quality of the product, they shall undergo
periodic medical examinations. The
product must take all precautions in order
to prevent workers who have limited
capabilities of working in jobs that may
lead to an unmatched production.

7.3 Awareness

7.3 Awareness

7.4 Communication

7.4 Communication

7.5 Documented information

3.6.1 The product shall have all the
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7.5.1 General

The organization’s quality management
system shall include:

a) Documented information required by
this International Standard.

b) Documented information determined
by the organization as being necessary
for the effectiveness of the quality
management system.

NOTE The extent of documented
information for a quality management
system can differ from one organization
to another due to:

a) the size of organization and its type of
activities, processes, products and
services;

b) the complexity of processes and their
interactions;

¢) The competence of persons.

necessary modern documentation
necessary for the production and
inspection of the products, including the
technical specifications of the product,
the drawings, production instructions,
inspection ... etc.

3.15.1 All inspections and inspections,
from raw materials to final product, shall
be accompanied by appropriate records.
3.15.3 The producer shall establish and
maintain a special complaint file for
customers, specifying the corrective
measures taken after such complaints.
3.15.6 Add the requirements of this
paragraph to the special instructions for
records mentioned in other paragraphs of
these instructions.

7.5.2 Creating and updating

When creating and updating documented
information the organization shall ensure
appropriate:

a) identification and description (e.g. a
title, date, author, or reference number);
b) format (e.g. language, software
version, graphics) and media (e.g. paper,
electronic);

¢) Review and approval for suitability
and adequacy.

3.15.2 The product shall maintain
inspection and inspection reports in such
a way as to refer to them based on the
following elements such as: date, meal
number, product type and the like.
Records must be kept in a convenient
place to prevent any damage, degradation
or loss of records.
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7.5.3 Control of documented
Information

7.5.3.1 Documented information
required by the quality management
system and by this International

Standard shall be controlled to ensure:

a) it is available and suitable for use,
where and when it is needed;

b) It is adequately protected (e.g. from
loss of confidentiality, improper use,
or loss of integrity).

3.3.2 The product must be kept on the
product file. In certain cases, the
enterprise representative may request the
file to be kept in the organization, or the
product should deliver the file to the
enterprise representative for inspection
and evaluation for a short period of time.
3.15.5 Quiality records shall be available
to the representative of the institution for
the conduct of inspection and
examination.

7.5.3.2 For the control of documented
information, the organization shall
address the following activities, as
applicable:

a) distribution, access, retrieval and
use;

b) storage and preservation, including
preservation of legibility;

c) control of changes (e.g. version
control);

d) Retention and disposition.

3.6.2 The Product shall establish and
maintain documented documentation
control procedures, including (but not
limited to) the following:

1. Ensure that all required documentation
is available at all locations where it is
necessary to conduct operations related
to the production and inspection of
products.

2 - A way to update the documentation
when necessary.

3. Adequate arrangements for the
disposal, destruction or different
discrimination of all completed
documentation

3.15.4 Quality records shall be kept for at
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least a year, unless otherwise requested
by the customer, the standard, the law or
the institution.

8.1 Operational planning and control

8.1 Operational planning and control

8.2 Requirements for products and
services

8.2.1 Customer communication

8.2.1 Customer communication

8.2.2 Determination of requirements
for products and services

8.2.2 Determination of requirements
for products and services

8.2.3 Review of requirements for
products and services

8.2.3 Review of requirements for
products and services

8.2.3.1 The organization shall ensure
that it has the ability to meet the
requirements for products and
services to be offered to customers.

3.5 Review of Orders

When a product is produced according to

a specific request to a particular
customer, the product must review the
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The organization shall conduct a
review before committing to supply
products and services to a customer, to
include:

a) Requirements specified by the
customer, including the requirements
for delivery and post-delivery
activities.

b) Requirements not stated by the
customer, but necessary for specified
or intended use, when known.

¢) Requirements specified by the
organization.

d) Statutory and regulatory
requirements applicable to the
products and services.

d) Contract or order requirements
differing from those previously
expressed.

order to ensure (among other things) that
the order does not contradict the
technical specification of the product.
When there is any contradiction, the
product must reject the order only if it
receives the prior approval of the Quality
Mark Board.

8.2.3.2 The organization shall retain
documented information, as
applicable:

a) on the results of the review;

b)on any new requirements for the
products and services

8.2.3.2 The organization shall retain
documented information, as
applicable:

a) on the results of the review;

b)on any new requirements for the
products and services

8.2.4 Changes to requirements for
products and services

8.2.4 Changes to requirements for
products and services
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8.3 Design and development of
products and services

8.3.1 General

8.3.1 General

8.3.2 Design and development
planning

In determining the stages and controls for
design and development, the
organization shall consider:

a) The nature, duration and complexity
of the design and development activities.
b) The required process stages, including
applicable design and development
reviews.

c) The required design and development
verification and validation activities.

d) The responsibilities and authorities
involved in the design and development
process.

e) The internal and external resource
needs for the design and development of
products and services.

f) The need to control interfaces between
persons involved in the design and
development process.

g) The need for involvement of
customers and users in the design and
development process.

h) The requirements for subsequent

3.3.3 The Product shall feel that the
Corporation shall have any fundamental
modification to the Product. This
modification of the product file must be
properly recorded. The organization must
approve changes to the file.

8.3.2 d-i-j
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provision of products and services.

i) The level of control expected for the
design and development process by
customers and other relevant interested
parties.

J) The documented information needed to
demonstrate that design and development
requirements have been met.

8.3.3 Design and development Inputs

8.3.3 Design and development Inputs

8.3.4 Design and development controls

8.3.4 Design and development controls

8.3.5 Design and development outputs

8.3.5 Design and development outputs

8.3.6 Design and development changes

8.3.6 Design and development changes

8.4 Control of externally provided
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products and services

8.4.1 General

The organization shall ensure that
externally provided processes, products,
and services conform to requirements.
The organization shall determine the
controls to be applied to externally
provided processes, products

and services when:

a) products and services are provided by
external providers for incorporation into
the organization’s own products and
services;

b) products and services are provided
directly to the customer(s) by external
providers on behalf of the organization;
C) a process or part of a process is
provided by an external provider as a
result of a decision by the organization.
The organization shall determine and
apply criteria for the evaluation,
selection, monitoring of performance,
and re-evaluation of external providers,
based on their ability to provide
processes or products and services in
accordance with requirements.

The organization shall retain documented
information of these activities and any
necessary actions arising from the
evaluations.

3.7.1 All purchase orders must be made
by suppliers and subcontractors in
writing and contain an accurate
description of the required materials,
parts, sub-assemblies, procedures, etc.
(henceforth referred to as materials). The
applicant should also describe the tests
that the supplier or subcontractor must
perform and the accompanying
recordings of the consignment.

Note: Supplier: is an enterprise that
supplies finished goods.

Subcontractor: An organization that
produces material for the customer
according to its specifications.

3.7.2 The product shall specify the
quality requirements and regulations of
the subcontractor in order to maintain
them to the necessary extent. In such
cases, the producer must ensure that the
subcontractor has already met these
requirements. The producer shall
establish procedures for the selection of
secondary contractors on the basis of the
quality of their work and shall be verified
by a follow-up inspection. The Product
shall refuse to deal with any
subcontractor who proves that the quality
of his work is not in conformity with his
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requirements.

3.9.2.1 The product shall carry out
inspection procedures on materials sent
by suppliers and secondary contractors.
The inspection shall be carried out in
accordance with documented instructions
which specify, inter alia, the size of the
inspection, the subjects to be inspected,
inspection / inspection methods, The
standard of acceptance and rejection.
3.9.2.2 The size of the sample and the
topics to be examined based on the
nature of the material shall determine the
credibility of the supplier or
subcontractor, the previous quality
records supplied from the same source,
the accompanying inspection reports and
the like.

3.9.2.3 At the very least, the product
must perform a visual inspection to
detect any apparent defects, ascertain the
quantity received, and inspect the
inspection reports of the supplier or
subcontractor.

8.4.2 Type and extent of control

The organization shall ensure that
externally provided processes, products
and services do not adversely affect the
organization’s ability to consistently
deliver conforming products and services
to its customers.

3.7.3 The product shall take all necessary
steps to ensure that the purchased
material will not cause the product to
deviate from the technical specification.
If the technical specification meets the
requirements of the materials, the
product must verify the conformity.
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The organization shall:

a) ensure that externally provided
processes remain within the control of its
quality management system;

b) define both the controls that it intends
to apply to an external provider and those
it intends to apply to the resulting output;
c) take into consideration:

1) the potential impact of the externally
provided processes, products and
services on the organization’s ability to
consistently meet customer and
applicable statutory and regulatory
requirements;

2) the effectiveness of the controls
applied by the external provider.

d) Determine verification or other
activities necessary to ensure the
externally provided processes, products
and services meet requirements.

8.4.3 Information for external
providers

8.4.3 Information for external
providers

8.5 Production and service provision

8.5.1 Control of production and
service provision

The organization shall implement
production and service provision under

1.5  The use of the Product Mark by
the Product is a product declaration that
the Product conforms to the Technical
Specifications. For this reason it is

B+C+F
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controlled conditions.

Controlled conditions shall include, as
applicable:

a) The availability of documented
information that defines:

1) The characteristics of the products to
be produced, the services to be provided,
or the activities to be performed.

2) The results to be achieved.

b) The availability and use of suitable
monitoring and measuring resources.

¢) The implementation of monitoring and
measurement activities at appropriate
stages to verify that criteria for control of
processes or outputs, and acceptance
criteria for products and services, have
been met.

d) The use of suitable infrastructure and
environment for the operation of
processes.

e) The appointment of competent
persons, including any required
qualification.

f) The validation, and periodic
revalidation, of the ability to achieve
planned results of the processes for
production and service provision, where
the resulting output cannot be verified by
subsequent monitoring or measurement.
g) The implementation of actions to
prevent human error.

necessary that the product can inspect its
own production and identify the non-
conforming products and seek to repair
the detected defect and identify the
reasons that led to the imbalance and
take the necessary steps to remove these
reasons so as not to recur the occurrence
of the imbalance.

3.3.1 Each product shall be equipped
with a file that clearly describes its
design. Generally, the product file
includes, if necessary, the following
items:

1- A scheme of the product containing a
general description of it and its main
dimensions.

2. General photographs of the product
(from different angles) and its main
parts.

3 - In the case of electrical products -
maps of the main electrical circuits, if
any relationship, including the scheme of
wiring connections, explaining the colors
of wires, teaching clamps and similar.

4 - List of the main parts that illustrate -
Part type - Product name of the part -
Model - The names of institutions /
laboratories that have ratified the part (if
any) - The basic technical characteristics
of the part.

Note: The main parts are those that affect

851A1
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h) The implementation of release,
delivery and post-delivery activities.

the safety of the product and the features
that can affect the conformity of the
product to the standard.

5 - Characteristics of the basic materials
from which the product was made - with
special emphasis on toxic and flammable
substances.

6. Catalogs, instructions and any other
technical publications that can help
describe the product.

3.9.1.1 The inspection shall be carried
out in accordance with the detailed and
correct specifications, specifications and
inspection instructions

3.9.1.2 The inspection results shall be
documented on approved forms and
signed by the person responsible for
conducting the examination.

3.9.1.3 Sampling for inspection shall be
based on an acceptable statistical
program for taking samples.

3.9.1.4 The product shall ensure that the
conditions surrounding the place of
inspection are appropriate for the
inspection and examinations carried out,
taking into account the product, the
accuracy of the inspection and the
requirements of the technical
specification.

3.9.3 Production line tests:

3.9.3.1 The product shall carry out
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inspection and inspection of the product
at the inspection points specified in the
product quality plan.

3.9.3.2 A positive result of the inspection
shall be obtained at the stops specified in
the product quality plan for the transition
to the next production stage.

3.13.6 The producer shall establish and
maintain special control measures for
raw materials with low storage time, and
shall be disposed of at the expiry of their
terms of reference.

8.5.2 Identification and traceability
The organization shall use suitable
means to identify outputs when it is
necessary to ensure the conformity of
products and services.

The organization shall identify the status
of outputs with respect to monitoring and
measurement requirements throughout
production and service provision.

the organization shall control the unique
identification of the outputs, when
traceability is a requirement, and shall
retain the documented information
necessary to enable traceability.

3.8 Diagnosis and follow-up of the
product

The product shall establish , develop and
operate a documented method for
diagnosing the product during all stages
of production, distribution, and
installation. This diagnosis contains as
required the following:

1- Diagnosis of the production schedule.
2 - Diagnosis of all stages of production,
the date of the stage and responsible for
it.

3. Diagnosis of the materials and parts
added to the product.

4 - Quantity of products with a meal.

5- A diagnostic number for each product,
if the specification so requests.

3.11 Test and Inspection Status

3.11.1 The mode of inspection and
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inspection shall determine the status of
the product according to two criteria:

1. Have the products been examined or
are they being tested?

2 - The success of products after
examination or failure.

3.11.2 The marking shall be done by
appropriate means of the product and for
the production method, such as, the
product seal itself, the label of the
product, the sign of an attachment card
and the like.

3.11.3 In the event that the product
cannot be labeled for technical reasons, it
shall be marked by other appropriate
means such as placing it in a special
place, coloring storage facilities and the
like

3.11.4 Products that do not conform to
requirements are marked differently.
3.11.5 Inspection and inspection records
shall specify the person who has
determined the status of the product.
3.11.6 Product procedures shall specify
the persons authorized to change the
status of products that do not meet the
requirements.

8.5.3 Property belonging to customers
or external providers

8.5.3 Property belonging to customers
or external providers
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8.5.4 Preservation

The organization shall preserve the outputs
during production and service provision, to
the extent necessary to maintain conformity
to requirements.

NOTE

Preservation can include identification,
handling, contamination control, packaging,
storage, transmission or transportation, and
protection.

3.13 Transportation, storage, packaging,
and delivery.

3.13.1 The product shall provide
adequate means of transport to prevent
any damage to movable products or other
products in the transport phase. The
person accompanying the mechanical
transport must be eligible for this
method. In the text of the law, he must
have an appropriate certificate that
qualifies him to carry out this work.
3.13.2 The product shall provide
adequate storage facilities, taking into
account the conditions of the products
stored to prevent any damage or
deterioration of the status of the products
or raw materials. Raw materials should
also be separated from finished products.
3.13.3 Raw materials shall be properly
labeled to ensure their complete and
unambiguous distinction. In general, the
method (inside first out first) is used to
prevent any deterioration in the quality of
raw materials.

3.13.4 The product shall ensure that only
identical finished products are stored in
finished product stores. Products that do
not conform to the technical specification
shall not be marked.

3.13.5 The product shall be inspected for
finished products and raw materials
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stored at an appropriate rate in order to
diagnose any possible deterioration.
3.13.7 Packaging of finished products
shall be considered to provide adequate
protection against damage during
transportation at the factory, during
delivery to the customer, and storage
conditions of the customer. The product
must achieve these conditions even if not
mentioned in the technical specification.
The package must contain all
accompanying materials such as
operating instructions and installation
additives (if any).

8.5.5 Post-delivery activities

8.5.5 Post-delivery activities

8.5.6 Control of changes

8.5.6 Control of changes

8.6 Release of products and services
The organization shall implement the
planned arrangements at appropriate
stages to verify that product and service
requirements have been met.

The release of products and services to
the customer shall not proceed until the
planned arrangements have been

3.9.4 Final Inspection:

3.9.4.1 The product shall carry out a final
inspection in accordance with (and not
limited to ...) the quality plan in order to
ensure that the final product conforms to
the technical specification. When the
technical specification requires specific
tests for the final product, the product
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satisfactorily completed, unless
otherwise approved by a relevant
authority and, as applicable, by the
customer.

The organization shall retain documented
information on the release of products
and services. The documented
information shall include:

a) evidence of conformity with the
acceptance criteria;

b) traceability to the person(s)
authorizing the release.

must carry out these tests.

3.9.4.2 The final inspection shall ensure
that all tests specified for the production
process are performed properly.

8.7 Control of nonconforming outputs

8.7.1The organization shall ensure that
outputs, that not conform to
requirements are identified and
controlled to prevent their unintended
use or delivery

The organization shall take
appropriate corrective action based on
the nature of the nonconformity and
its effect on the conformity of products
and services. This applies also apply to
nonconforming products and services
detected after delivery of the products,
during or after the provision of the
service.

3-12 Control Nonconforming Products
3.12.1 All products (of different stages of
production) that are found to be non-
identical to the rest of the production
process and stored in an appropriately
designated warehouse shall be isolated. If
these requirements cannot be applied for
objective reasons, strict steps should be
taken to ensure that these products are
not used unless authorized by an
authorized person.

3.12.2 The product shall establish
procedures for the carriage of non-
conforming products, which shall
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The organization shall deal with
nonconforming outputs, in one or
more of the following ways:

a) correction;

b) segregation, containment, return or
suspension of provision of products
and services;

¢) informing the customer;

d) Obtaining authorization for
acceptance under concession.
Conformity to the requirements shall
be verified when nonconforming
outputs are corrected.

individually determine the person
authorized to act.

3.12.3 The producer shall establish and
maintain regular records of non-
conforming and disclosed products
during the inspection of the receipt, the
production process, the final inspection,
or that are found to be defective by the
customers (either through complaints or
during the warranty period).

3.12.4 Inspection of non-conforming
products shall be carried out if they are
re-operated or repaired.

8.7.2

The organization shall retain
documented information that;

a) Describes the nonconformity.

b) Describes the actions taken.

c) Describes any concessions obtained.
d) Identifies the authority deciding the
action in respect of the nonconformity.

8.7.2

The organization shall retain
documented information that;

a) Describes the nonconformity.

b) Describes the actions taken.

c) Describes any concessions obtained.
d) Identifies the authority deciding the
action in respect of the nonconformity.

9 Performance Evaluation

9.1 Monitoring, Measurement,
Analysis And Evaluation
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9.1.1 General

The organization shall determine:

a) What needs to be monitored and
measured.

b) The methods for monitoring,
measurement, analysis and evaluation,
needed to ensure valid results.

¢) When the monitoring and measuring
shall be performed.

d) When the results from monitoring and
measurement shall be analyzed and
evaluated.

The organization shall evaluate the
performance and the effectiveness of the
quality management system.

The organization shall retain appropriate
documented information as evidence of
the results.

3.10 Inspection, Inspection and
Measurement Tools

3.10.1 The product shall ensure the
presence of all inspection, inspection and
measurement tools required (henceforth
referred to as inspection tools) for
specific tests and at the specified
accuracy and according to the quality
plan of the product. Specifically, the
product must provide the testing
equipment that enables it to determine
the product's suitability for the
specification.

* Note: In order to achieve a match and
match between the product tests and the
institution tests, the product is
recommended to consult with the
representative of the institution in any
purchase of new screening devices.
3.10.2 When inspection equipment is
expensive and not in the possession of
the producer, it shall make appropriate
and acceptable arrangements by the
enterprise to perform the required tests at
the required pace with a laboratory
acceptable to the enterprise.

3.10.3 Inspection devices shall be
calibrated by certified calibration
equipment having a known and correct
relationship with the national standard.
Conditions determine the calibration
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frequency. In general, calibration is
performed annually unless it is proved
possible to increase or decrease this
frequency.

3.10.4 In the development of the use of
templates, models or others to determine
the conformity of the product to the
requirements,

3.10.5 Calibration shall be carried out in
an accredited laboratory.

3.10.6 Testing devices shall carry means
for diagnosis of calibration status - this
diagnosis shall include at least the
following details:

1- The date of the last calibration.

2. The next calibration date.

3. Name of the laboratory and the person
who calibrated.

3.10.7 The product shall ensure that non-
calibration or faulty devices are not used
and are not in the possession of the
product agents.

3.10.8 The product shall ensure that the
transfer, storage and storage of the
inspection equipment does not affect its
accuracy and suitability

3.10.9 The product shall maintain a
payroll index for the inspection
equipment that records the technical
information of the equipment and the
calibration information, and contains the
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complete record of repairs and re-
operation.

3.10.10 Despite the foregoing, it is
permitted to use only general purpose
test devices, not for measurement
purposes. These devices do not need
periodic calibration, provided they carry
a clear indication that these devices are
not for measurement purposes.

9.1.2 Customer satisfaction

9.1.2 Customer satisfaction

9.1.3 Analysis and evaluation

9.1.3 Analysis and evaluation

9.2 Internal Audit

9.2 Internal Audit

9.2.1 The organization shall conduct
internal audits at planned intervals to
provide information on whether the
quality management system;

a) conforms to:

1) the organization’s own
requirements for its quality
management system;

2) the requirements of this
International Standard;

b) is effectively implemented and
maintained

9.2.1 The organization shall conduct
internal audits at planned intervals to
provide information on whether the
guality management system;

a) conforms to:

1) the organization’s own
requirements for its quality
management system;

2) the requirements of this
International Standard;

b) is effectively implemented and
maintained
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9.2.2 The organization shall

9.2.2 The organization shall

9.3 Management review

9.3 Management review

9.3.1 Top management shall review the
organization's quality management
system, at planned intervals, to ensure
its continuing suitability, adequacy,
and effectiveness and alignment with
the strategic direction of the
organization.

9.3.1 Top management shall review the
organization’s quality management
system, at planned intervals, to ensure
its continuing suitability, adequacy,
and effectiveness and alignment with
the strategic direction of the
organization.

9.3.2 Management Review Inputs

9.3.2 Management Review Inputs

9.3.3 Management review outputs

9.3.3 Management review outputs

10 Improvement

10.1 General

10.1 General

10.2 Nonconformity and corrective
action

10.2.1 When a nonconformity occurs,
including any arising from complaints,
the organization shall:

a) react to the nonconformity, and as

3.14 Correction Procedures

3.14.1 The producer shall take corrective
action in the event of repeated quality
problems, in particular those related to
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applicable:

1) take action to control and correct it;
2) deal with the consequences;

b) evaluate the need for action to
eliminate the cause(s) of the
nonconformity, in order that it does
not recur or occur elsewhere, by:
1) reviewing and analyzing the
nonconformity;

2) determining the causes of the
nonconformity;

3) determining if similar
nonconformities exist, or could
potentially occur;

c¢) implement any action needed,;
d) review the effectiveness of any
corrective action taken;

e) update risks and opportunities
determined during planning, if
necessary;

f) make changes to the q

the conformity of the product to the
technical specification. Product quality
problems (during the different stages of
the production process) can be detected
after a complaint has been made by the
customer or by the results of the
examinations conducted by the
institution.

3.14.2 Correction procedures shall
include an investigation to diagnose the
causes of quality problems, develop a
method to remove these causes, and take
all necessary measures to prevent the
recurrence of such causes.

10.2.2 The organization shall retain
documented information as evidence
of:

a) the nature of the nonconformities
and any subsequent actions taken;

b) The results of any corrective action.

10.2.2 The organization shall retain
documented information as evidence
of:

a) the nature of the nonconformities
and any subsequent actions taken;

b) The results of any corrective action.

10.3 Continual improvement

10.3 Continual improvement
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