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ABSTRACT:

The importance of internal audit within an organization is apparent, as it plays a critical
role in assessing and enhancing operational effectiveness and ensuring compliance with
regulatory requirements. The objective of this work is primarily to conduct an internal
audit in accordance with the requirements of ISO 9001:2015 within the company
INAMED . Using a qualitative approach, we conducted semi-structured interviews with
the employees to understand stakeholders' influence and interests, complemented by
documentary analysis, observation, and an observation grid. Our findings detail the process
of the internal audit of the Quality Management System and the subsequent actions taken

to implement it effectively.

Keywords: Internal Audit, Quality management system, ISO 9001, ISO 19011,

Nonconformity, quality
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Résumeé :

L'importance de l'audit interne au sein d'une organisation n'est plus a prouver, car il joue
un role essentiel dans I'évaluation et l'amélioration de l'efficacité opérationnelle et la
conformité aux exigences réglementaires. L’objectif de ce travail est principalement de
réaliser un audit interne conformément aux exigences de la norme ISO 9001 :2015 au sein
de l'entreprise INAMED. En utilisant une approche qualitative, nous avons mené des
entretiens semi-structurés avec les employés pour comprendre l'influence et les intéréts des
parties prenantes, complétés par une analyse documentaire, une observation et une grille
d'observation. Nos résultats détaillent le processus d'audit interne du Systéme de
Management de la Qualité et les actions subséquentes prises pour le mettre en ceuvre de

manieére efficace.

Mots clés : Audit interne, systéme de management de la qualité, ISO 9001, ISO 19011,

Non-conformité, qualité.
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ABBREVIATION LIST

ISO: International Standards Organization.

QMS:Quality Management System.

TQM: Total Quality Management.

QC :Quality control.
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IMM: Integrated Management Manager
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INTRODUCTION



The quality management system is an essential tool for companies to enhance through
documented procedures, facilitates continuous measurement of quality, ensures corrective and
preventive actions, and ultimately leads to reduced defect rates and lower production costs. It
helps organizations detect and correct problems early, thereby minimizing costs, and aids new
employees in becoming effective quickly. Through these mechanisms, a quality management
system enables companies to maintain or increase their market share and competitiveness.

their competitiveness and ensure economic success. (J anis, 2012)

The ISO 9001 certifications enable organizations to meet the needs of customers and
stakeholders while following regulatory requirements. They enhance customer satisfaction, by
committing to quality and continuous improvement, organizations with these certifications
achieve higher productivity, better resource management, and improved employee morale,

gaining a competitive advantage across various industries.(Jappreet Kaur, 2021)

Planning and conducting internal audits are crucial steps in evaluating the effectiveness of the
Quality Management System. This involves meticulously scheduling the audits, selecting and
training auditors, and thoroughly assessing all aspects of the quality management system
against ISO 9001:2008 and ESG standards. During these audits, any non-conformities or
areas for improvement are identified. Addressing these findings requires a structured
approach to propose and implement corrective actions, ensuring that the issues are resolved
and improvements are made. The successful implementation of the quality management
system goes beyond mere formal compliance; it must be deeply integrated into the
organization's processes and culture. This integration is essential for the quality management
system to be beneficial, as it aligns with the organization's objectives and significantly
enhances the quality of education, leading to better outcomes for students and

stakeholders.(Kral'ova, 2015)

The study context:

The dissertation focuses on the application of internal audits within INMAED, a
Mediterranean agric-food company. The research aims to explore the implementation of
internal audits as part of the QMS, diagnose the current state of the organization’s processes,
and develop an action plan to address identified non-conformities. The methodological
approach adopted in this study includes action research, which combines practical problem-
solving with the generation of new knowledge through iterative cycles of planning, action,

observation, and reflection.



The dissertation is structured to provide a comprehensive understanding of the internal audit
process, starting with an overview of the theoretical framework and methodology. The
interpretive paradigm is employed to delve into the complexities of organizational systems
and practices, emphasizing the importance of qualitative insights and subjective

interpretations in understanding non-conformities and stakeholder perspectives.

Through detailed documentation and analysis, this study aims to contribute to the existing
body of knowledge on internal auditing and quality management. By highlighting the
practical application of ISO standards in a real-world setting, the research underscores the
significance of internal audits in driving continuous improvement and ensuring organizational

excellence.

To conduct our work, we will aim to address the following research question:

«How to successfully conduct an internal audit in accordance with the guidelines for
auditing management systems and address the non-conformities within the company

INAMED ?»
To elucidate our research topic, we have formulated the following sub-questions:

- How can the existing quality management system be effectively diagnosed in
compliance with the requirements of the ISO 9001 standard?

- What is the appropriate action plan to be executed post-audit report within INAMED?

Therefore, to answer our research question, we structured our dissertation into three chapters:

Chapter One : begins with a literature review that explores various methodologies and
practices for conducting internal audits, the limitations organizations face, and the advantages
of these audits in terms of efficiency and improvement. Key studies are examined to highlight
the strategic benefits of implementing quality management system , the performance impacts
of ISO 9001 certification, and the motivations, benefits, and barriers experienced by

companies in adopting the ISO 9001:2015 standard.

Additionally, the conceptual framework delves into the internal audit process itself, outlining
the sequential steps involved, from initiating the audit to conducting follow-up actions. This
includes defining the purpose, scope, and objectives of the audit, preparing for the audit,
conducting the audit activities, preparing and distributing the audit report, and completing and

following up on the audit. Each step is crucial for ensuring a thorough, effective, and



systematic audit process that provides valuable insights and drives improvements within the

organization.

Chapter two: we explored the implementation of a Quality Management System at INMAED
through a qualitative, action research methodology. The research employs the SW1H method
to structure the project, aiming to diagnose non-conformities and enhance the quality
management system in accordance with ISO 9001 standards. Data collection methods include
semi-structured interviews with process drivers, checklists, and observations. Guided by the
interpretivist paradigm, this research acknowledges the subjective and socially constructed
nature of organizational realities. The chapter provides an in-depth overview of INMAED's
history and organizational structure, culminating in a comprehensive analysis designed to

ensure continuous improvement and adherence to quality standards.

Chapter three: is divided into two comprehensive sections. In the first section, we initiate a
thorough audit of the existing Quality Management System. This internal audit involves
evaluating compliance with ISO 9001 standards, identifying non-conformities, and assessing
areas for improvement. The results of this audit are then meticulously analysed and presented
in a detailed report, which serves as the foundation for an action plan aimed at addressing the
identified issues and enhancing the overall system. The second section of the chapter focuses
on the implementation phase, detailing the specific actions, strategies, and projects undertaken

to establish and integrate an improved Quality Management System.



CHAPTER 01: SYNTHESIS OF
REASEARCHERS AND
THEORICAL FRAMEWORK



Internal Quality audits are a critical component of the ISO 9001 standard that ensure an
organization's processes comply with the requirement and that QMS is effectively

implemented and maintained.

Section 01: Synthesis of researchers

The literature review explores the role and impact of internal quality audits within the
framework of QMS, It examined the methodology and practices with conducting internal
audits, the limits organizations face and the advantages of audits in terms of efficiency and
improvement by synthesizing findings from numerous studies to provide us a comprehensive

understanding of our work

1. Quality management system

The paper «Implementation of Quality Management System ISO 9001 in the World and its
Strategic Necessity ‘discusses the strategic importance of implementing the ISO 9001 Quality
Management System (QMS) globally.» .(Priede, 2012) Begins by explaining the significance
of quality management as a crucial factor for enhancing the competitiveness of economies.
Which defines competitiveness in terms of productivity, prosperity, and economic growth.
This work highlights that economies with higher productivity levels tend to generate higher
income. The researcher delves into the strategic benefits of implementing quality management
systems like ISO 9001 for companies. It underscores that well-documented procedures
improve consistency, quality measurement, and corrective actions, ultimately reducing defect
rates and production costs. It is important to mention that the researcher point out that ISO
9001 certification is perceived as a strategic tool for improving processes and accessing
foreign markets.

(Mehmet Sitki Ilkay, 2012) Published «the effect of the ISO 9001 quality management system
on the performance of SMEs» aiming to determine whether there is a difference in
performance between ISO 9001 certified and non-certified small and medium-sized
enterprises (SMEs) in Turkey, to do so a survey was conducted with 255 SMEs,
encompassing certified, seeking certification, and non-certified companies, examining
motivations for certification, quality practices, and performance. The data collected was
analyzed using one-way analysis of variance to compare between the variables, the
researchers found that there is no significant difference in terms of performance between
certified and non-certified companies whereas higher quality practices were exhibited by

certified companies, likewise it was detected that those seeking certification for intrinsic



benefits showed partially higher performance than the ones seeking certification for external
pressures or benefits.

(Laura Bravi, 2019) In his titled work «The ISO 9001:2015 Quality Management System
Standard: Companies’ Drivers, Benefits, and Barriers to Its Implementation» discusses the
motivations, benefits, and barriers experienced by Italian companies in implementing the ISO
9001:2015 standard. Based on a survey of 493 companies, the study finds that the main
motivations for adopting the standard are internal improvements and external market
pressures. The benefits include enhanced quality management and customer satisfaction,
while barriers include excessive costs and bureaucratic hurdles. The study emphasizes the
importance of a quality culture, particularly in Northern Italy. t also investigated at how
companies interpreted their transition from ISO 9001:2008 to ISO 9001:2015, highlighting
the value put on continuous improvement, risk management, and ease of interaction with

other standards

2. Internal audit

- A research paper titled The determinates on internal audit quality , Aiming to examine the
behaviour of internal audit and investigate if there is factors that influence audit
quality ,(Samagaio & Teresa Felicio, 2023) used partial least squares (PLS-SEM)to analyze
the data collected from a web-based survey questionnaire submitted to Portuguese internal
auditors from 3 moths yielding a total of 187 responses with a sample of112 responses , the
variables were measured as follow ; “Perceived Organizational Support ,Organizational
Commitment , Risk Profile and Organizational Independence were measured using a seven-
point Likert-typescale ranging between one (strongly disagree) and seven strongly agree)

Thus, first it was determined that the Organizational Commitment have a negative effect on
reduced audit quality practices hence the researchers found that it is persuasive for
organizations to prioritize addressing problems that influence internal auditor’s identity ,
involvement and loyalty .On the contrary perceived Organizational Support has a positive
impact , After a little research attention it’s appear that according to (Rittenberg & LE,
2015) the profession ordinarily draws people with high individual and ethical standards .
Recognizing the esteem of internal auditing in advancing organizational administration might
anticipate internal auditors from feeling undervalued in their work, they may prioritize their
proficient satisfaction in completing tasks appropriately and proficiently over the esteem set
due to their generosity. Moreover, reduced audit quality increase depends on time factor. In
addition, this work ensures that the determinants of internal audit quality are the ones

associated with both the individual and the entity .Sustaining this paper. (Cheng.RH &



Engstrom, 2002)In their published work, stated that knowledge and behaviorare the two main
factor of the auditor’s proficiency

-To illustrate and demonstrate how the internal audit contribute in improving the global
performance of a company. A published work «STUDY OF THE INFLUENCE OF
INTERNAL AUDIT ON THE COMPANIES OVERALL PERFORMANCE IN SOUSS MASSA
REGIONY» utilized a questionnaire conducted to sixty: medium and large-sized enterprises in
Food-processing sector, Industry, Buildings / construction. Applying PLS (Partial least
square),

As a result,(Mustapha &Samia, 2019)proved that:

o An internal auditor's qualifications significantly impact social and economic
performance.

o The internal audit background could enhance the company’s performance.

o The qualifications and the criteria of an internal audit assist in evaluating the economic
performance.

Noted: The researchers faced a limitation due to sample size.

-Based on forgoing (E. CHRISTENSEN, STEVEN M., OMER, &«MARJORIE, 2016) argued
that a strong audit quality depends the characteristics and the behavior of auditor after
conducting a survey to both auditors and investors, done in 2012. To illustrate the precise
definition of audit quality and to offer supplementary perspectives about what has been found,

the researchers use what we called “Follow-up interviews “on their published paper.

-The study of factors affecting the internal audit effectiveness in public administration
(BOUTHACH & Taouab) . the objective of this research is to provide empirical evidence of

the effectiveness of internal audit, the researchers used a quantitative method through a

questionnaire with a sample of 43 Companies in Morocco, as findings it was determined that
internal audit is independent approach argued and the support of the first management has a
significant impact on the realization and effectiveness of the entire process.

Within the current period, a few researchers have turned their research lens on the added
value on internal audit

- (Masoud, 2021) picked to discuss the effect of internal audit and how it can impact the
performance, for this matter they have employed a quantitative method ( a questionnaire was
distributed to 712 heads of departments from three units in Dar salaam — Tanzania but only

258 were selected , to study the degree of agreement of the respondents therefor they were



asked to give a number from 1 to 5 as this work used 5 point Likert scales :(1= strongly
disagree ) , (5=strongly agree)to three expression suggested .after discussing the result it was
determined that internal audit does have influence the procurement performance , and detect
risks , by the end of the paper the researches recommended that the organization case of
study should guarantee all the essential requirements for internal auditors to deliver a high-

quality audit .

3. Internal quality audit

The article titled «The Role of Internal Quality Auditing in Improving Process Performance
Under Applications of ISO 9001 - A Field Study in Cement Company SCAEK» investigates
how internal quality audits contribute to continuous improvement in companies that have
adopted quality management systems. The study focuses on SCAEK, a prominent Algerian
cement company that has achieved ISO 9001 certification¢ indeed (Kechat, 2019) The data
collection tool that (Kechat, 2019) used was a questionnaire survey This survey was
distributed in two sections to the process leaders at SCAEK .in order to gather insights from
those directly involved in the internal auditing process and its impact on process performance.
to analyses the received result (17 over 19 respondent ) the researcher used using SPSS

model .

The literature consistently shows that:

o Internal quality auditing is a strategic tool for organizations to drive continuous
improvement.

o Internal quality auditing help maintain the effectiveness of the quality management
system

o SCAEK provides all the essential elements to execute an internal quality audit
frequently; this involves regular evaluations and updates to maintain the effectiveness of the
quality management system.

o SCAEK considers the audit process a tool for controlling processes. This ensures that

the company's operations align with the ISO 9001 standards and continually improve.

-The article «Total Quality Management and Its Relationship with the Internal
Audity, (Haronet, 2012) published in the Australian Journal of Basic and Applied Sciences,
explores the intricate relationship between Total Quality Management (TQM) and internal
audit functions. The study emphasizes that TQM systems are widely implemented because

they allow internal audit departments to focus on overall objectives, thereby improving

7



performance and maintaining quality standards. which has become a top priority. This
transformation necessitates internal auditors to develop new skills, including understanding
TQM theoretical aspects and statistical quality control methods. The internal auditor's role
evolves from an independent reviewer to a cooperative participant and consultant, working
closely with production management to ensure quality. The study underscores the importance
of continuous improvement, adherence to high ethical standards, and alignment with
organizational goals through TQM. The incorporation of IT systems and the human element
in quality control is seen as crucial for the effectiveness of TQM and internal audit functions.
Recommendations include updating methods and standards to evaluate internal audit
performance in relation to overall quality and fostering a collaborative environment for

achieving long-term organizational.

(Al-Mahawili, 2023) The document explores the Internal Audit Quality Management System
(QMS) at the Iraqi Drilling Company (IDC) in Baghdad, specifically evaluating its
conformity with the ISO 9001: 2008 standards and the ISO 19011: 2002 guidelines. The
research highlights notable weaknesses in IDC's implementation and documentation of its
QMS. It aims to diagnose these issues and suggest corrective and preventive measures to
enhance quality management. IDC, which holds an ISO 9001: 2008 certification , has
committed to regular internal audits to identify non-conformities and opportunities for
improvement. However, the study finds that while IDC’s QMS largely meets the ISO 9001:
2008 standards, it does not fully adhere to the ISO 19011: 2002 guidelines during internal
audits, revealing specific areas for improvement. The research concludes that stricter
compliance with ISO 19011: 2002 is necessary to strengthen IDC’s internal audit processes

and ensure continuous improvement in its QMS.

-The article «The Impact of the Internal Audit for Quality Management System on Improving
the Quality Management System in Companies that Obtained the ISO 9001/2015 Certificate
in the Energy Sector in Sudany by Dr. Mohammed Al-Amin Ahmed Al-Mabhi explores the
influence of internal audits on continuous improvement in Sudan's energy sector. The study,
involving 38 internal auditors, found that while internal audit practices are highly
implemented according to ISO 19011:2018 standards—including audit implementation,
preparation, planning, auditor qualification, and follow-up—the level of continuous
improvement remains low. Internal audits positively impact continuous improvement, with
69.2% of audit procedures showing a strong positive correlation. Specifically, a one-degree

increase in internal audit levels results in a 47.8% enhancement in continuous improvement.



Auditor qualifications have a significant effect, with a 60.8% positive correlation, where a
one-degree increase in qualifications leads to a 36.9% improvement. Audit preparation also
significantly impacts continuous improvement with a 54.8% positive correlation. However,
audit planning does not show a significant statistical impact on continuous improvement.
Recommendations from the study include enhancing follow-up on non-conformities,
developing comprehensive improvement plans, focusing on internal audit processes to
uncover improvement opportunities, and improving auditor training and qualifications to

better leverage internal audits for continuous improvement.

-Our current study distinguishes itself from previous research by concentrating on the
methodology of internal audits within quality management systems, as specified by ISO
19011:2018 standards. This investigation delves deeply into the internal audit process,
specifically within the context of quality management systems. While prior research has
addressed related themes, such as the critical role of internal quality audits in ensuring
compliance with ISO 9001 standards, driving continuous improvement, and enhancing overall
organizational performance, this study aims to elucidate the intricacies of internal audit

methodology within the ISO 19011:2018 framework.

Internal quality audits are pivotal in identifying non-conformities, facilitating improved
internal communication, and contributing to more efficient process control. Although studies
present mixed results regarding the direct impact of ISO 9001 certification on performance,
they consistently highlight the strategic benefits of quality management, including enhanced
customer satisfaction and greater access to international markets. However, significant
challenges such as excessive costs, bureaucratic hurdles, and the necessity of a strong quality

culture remain.

Effective internal audits demand qualified auditors, robust documentation, and regular
evaluations. Emphasizing continuous improvement is essential for maintaining the
effectiveness of a Quality Management System (QMS) and achieving long-term

organizational goals.

By concentrating on these aspects, this study enhances the understanding of internal audit
practices within quality management systems, aligning with contemporary ISO standards.
Additionally, internal audits serve as a crucial first step in visualizing the state of an

organization, thereby significantly aiding in the effectiveness of its improvement efforts.



Section 02: Theoretical Framework
1. Presentation of quality management

Quality management is a systematic approach that ensures products or services meet or
exceed customer expectations through meticulous planning, continuous monitoring, and
consistent improvement of processes. It encompasses key components such as quality, quality
control, quality assurance, and quality improvement. Quality control involves operational
techniques to fulfil quality requirements, while quality assurance focuses on systematic
activities to maintain standards. Quality improvement drives continuous enhancement of
products, services, and processes. ISO 9001, a widely recognized QMS standard, provides
requirements for effective quality management, emphasizing a process-oriented approach, the
Plan-Do-Check-Act cycle, and risk-based thinking. This section explores the theoretical

aspects of quality management, essential for organizations aiming for sustained success.

1.1Quality

1.1.1Definition of Quality :

There is a variety of definitions, here are a few that seem more appropriate:
> ISO 8402 define Quality as «The totality of features and characteristics of a product
or service that bear on its ability to satisfy stated or implied needs»(ISO 8402 , 1994)

> «The uniform level of the quality of the products that we wish to produce to provide
our customers with what they expect with understanding that we are costly working to
improve quality, but always remaining competitive »(Gould, 2013)

> Deming «Good quality means a predictable degree of uniformity and dependability
with the quality standard suited to the customery.

In simple words quality ensure to meet explicit or implicit customer requirements. It
encompasses a consistent level of excellence and reliability, aligning with customer
expectations while acknowledging the ongoing pursuit of improvement and competitiveness

within cost constraints.
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1. 1.2Quality evaluation

(Garvin, 1988)Stated that the era of quality management relates to time, from the Inspection
period to the Statistical Quality Control Era, Quality Assurance Era, and the most recent

Strategic Quality Management Era.

Quality evolution can be traced back to the 1920, guided by a statistical theory Related with
the quality of products.

-Shewhart invented an innovative approach in the field of statistical processes in 1924, which

recently marked its 100th anniversary: the 'control chart'.

However, his method encountered substantial obstacles since it was not possible to detect all
the defects draining effort, time and operational personnel started to ignore the chart, later his
work was developed by Deming. In early 1950s the quality management was spread in Japan.
Deminghas tough Japanese engineers and executive methods and control quality to help
advancing the industry and adopt quality commitment, by then in 1970 Japanese companies
made a leapfrogging in production and importing their products to USA and Europe.
Adherents to (Bedaida, 2024) the evolution of quality lead us to two concepts of quality
management: quality assurance and total quality management.

To continue with the mainstream of quality, (Ellis, 1993) stated that the term quality is

associated with:

» Quality control

Quality control is a key element on quality assurance as it is a process to correct the errors in
product.

And ISO (ISO 8402 , 1994) define it as «the operational techniques and activities that are
used to satisfy quality requirement»

In a simpler word, Quality control is the process of verifying, evaluating a products or service
whether it is conform to requirements.

-A quality control process must be developed and implemented to track all activities in a
survey’s life cycle before getting to the point of assessing potential issues and to propose
potential solutions.

-The first worldwide quality control conference, held in Tokyo in 1969, was sponsored by
Japan, America, and Europe. Feigenbaum first used the term "total quality” referring to a
range of issues such as planning, organisation, and managerial accountability. Ishikawa gave a

presentation outlining the differences between "total quality control" in Japan and
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"companywide quality control," as well as how all employees, from top management to
employees, must study and engage in quality control. By the late 1970s, Japanese firms had
implemented company-wide quality management. (The Evolution of Qality)

» Quality assurance

An approach for preventing mistakes and defects in goods or services by guaranteeing that
quality standards have been adhered to.

-«Quality refers to the standards the must be met to achieve specified purposes to the
satisfaction of customers»(Ghobadian, 1993)

-«Quality assurance is a methodology used in the development of products or services that
ensure a level of quality in productiony»(journaldunet)

-Quality assurance: «All those planned and systematic actions necessary to provide adequate
confidence that a product or service will satisfy given requirements for quality» (ISO 8402 ,
1994)

Quality is defined as the adherence to standards designed to fulfil specific purposes and meet
customer expectations, ensuring that the end product or service delivers the promised value
and satisfaction, on the other hand quality assurance is a comprehensive methodology
applied during the development of products or services to maintain and control quality
throughout the production process, ensuring consistency and reliability .This involves a series
of planned and systematic activities necessary to provide confidence that a product or service
will satisfy given quality requirements. These activities include monitoring and controlling
the production process, implementing preventive measures to avoid defects, and ensuring
continuous improvement. By integrating these practices, organizations can achieve higher

standards of quality, enhancing customer satisfaction and achieving long-term success.

» Total quality management

(Powell, 1995) Confirms that “TQM’s origins can be traced to 1949, when the Union of
Japanese Scientists and Engineers formed a committee of scholars, engineers, and government
officials devoted to improving Japanese productivity, and enhancing their post-war quality of
life” and “American firms began to take serious notice of TQM around 1980.”

To express the breadth of TQM, several theories have first put in the picture quality gurus
contribution to the movement,Deming (1986), Juran (1979), Crosby (1979), Feigenbaum
(1983).

-Deming Proposed 14 points and it considered as a core concept on implementing TQM. In
short is asset of management practices to help companies increasetheir quality and

productivity.
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‘TQM is a structured attempt to refocus the organization's behaviour, planning and working
practices towards a culture which is employee driven, problem solving, customer oriented,
and open and fear-free. Furthermore, the organization's business practices are based on
seeking continuous improvement, devolution of decision making, removal of functional
barriers, eradication of sources of error, team working, and fact-based decision making

“(Ghobadian, 1993)

“TQM is a holistic management philosophy that strives for continuous improvement in all
functions of an organization, and it can be achieved”.(Kaynak, 2003)

It cab argued that TQM is the responsibility of providing good services and quality products
to ensure full client satisfaction lies with every employee, from the lower level to the upper

level, through complete and organized activities called “total quality management.”

Total Quality Management (TQM) is an all-encompassing management philosophy focused
on achieving continuous improvement in every aspect of an organization to ensure high
quality and customer satisfaction. Pioneers of the TQM movement include renowned quality
experts such as Deming, Juran, Crosby, and Feigenbaum. Deming's 14 points, which are
fundamental to TQM implementation, provide a framework of management practices
designed to improve quality and productivity. TQM seeks to reshape organizational behavior,
planning, and work practices toward a culture that is employee-driven, oriented around
problem-solving and customer needs, and characterized by openness. It prioritizes continuous
improvement, decentralized decision-making, elimination of functional barriers, eradication
of errors, teamwork, and decisions based on factual data. By adopting these principles,
organizations can elevate their quality standards, enhance customer satisfaction, and achieve

sustained success.
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Figure 1 : the four levelsevaluation of the quality management
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Source:(Shahin, 2004)

The figure delineates the hierarchical progression of quality management, encompassing four
distinct levels: Inspection, Quality Control (QC), Quality Assurance (QA), and Total Quality
Management (TQM). At the foundational level, Inspection focuses on defect identification,
corrective measures, and compliance verification. Advancing to QC, the scope broadens to
include the development of quality manuals, implementation of basic statistical methods, and
product testing. The QA level introduces sophisticated techniques such as Statistical Process
Control (SPC), Failure Mode and Effects Analysis (FMEA), and comprehensive quality
systems that integrate non-production operations and quality cost analysis. At the apex, TQM
embodies a holistic approach, emphasizing continuous improvement, process management,
performance measurement, and extensive stakeholder involvement, including suppliers and
customers. This evolution signifies a paradigm shift from reactive inspection and blame

allocation to proactive, systemic quality enhancement and employee empowerment.
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1.1. Quality management system

1.2.1Definition of Quality management system :

The quality management system is “the element of the organization's management system that
focuses on achieving results, based on quality objectives, to satisfy, as appropriate, the needs,
expectations or requirements of interested parties “(Audit Interne - Qualite , 2004 )

According to (ISO 9000, 2015) A Quality Management System (QMS) is a framework
through which an organization identifies objectives, determines and manages the processes
and resources needed to achieve desired results, optimizes resource use taking taken into
consideration long and short-term impacts, and addresses both intended and unintended
consequences in providing products and services to interested parties.

Quality management has been demonstrated as “philosophy or an approach to management”
made up of a “set of mutually reinforcing principles, each of which is supported by a set of
practices and techniques”

Based on these definitions : A Quality Management System (QMS) is a comprehensive
framework within an organization's management system that focuses on achieving quality
objectives to meet the needs, expectations, and requirements of interested parties. It identifies
objectives, manages processes and resources, optimizes resource use considering both long
and short-term impacts, and addresses intended and unintended consequences in providing
products and services. It is based on a philosophy or approach to management comprising a

set of mutually reinforcing principles supported by specific practices and techniques.

1.2.2Evaluation of ISO 9001

The adoption of a quality management system and subsequent certification has been
significantly influenced by internal motivations, objectives, and policies. Initially, the
introduction of ISO 9001 certification emerged prominently in Europe, where it was first
adopted. European companies, recognizing the strategic advantage of certification, began to
encourage their global suppliers to pursue ISO 9001 certification as well. At that time, ISO
9001 certification was viewed as a crucial tool to mitigate trade barriers and facilitate

smoother international trade.

This proactive approach by European firms created a ripple effect, compelling numerous
countries to implement ISO 9001 standards. The drive for certification was largely fueled by

competitive pressures and the desire to meet client demands within international supply
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chains. Companies saw the certification to gain a competitive edge—adopting the mindset
that if a competitor was certified, they too needed to achieve certification to remain viable and
attractive in the market. Additionally, downstream clients in the global supply chain
increasingly demanded ISO 9001 certification from their suppliers, further intensifying the

pressure on companies to comply.

As a result, the widespread implementation of ISO 9001 standards became a common
business practice, driven by both the need to stay competitive and the necessity to meet
evolving client expectations in the international marketplace. This trend highlights the
interconnected nature of global trade and the role of quality management systems in
enhancing business operations and fostering international cooperation (Corbett, Luca, & Pan,

2003). (Corbett, Luca, & Pan, 2003)

1.2. Audit :

1.3.10rigin and evolution

Back in the 1990s, with the spread of international ISO 9000 family. The quality auditing
process was utilized for companies with elevated risk activates to provide additional

assurance and security,

The quality audit was carried out in accordance with the quality assurance thatemphasizes

documentation and formalization.

From 1995 to 2000, there was less formalization and a focus on the content of writing rather
than the quality of documentation. On the other side, we have shifted from methodical to

introspective writing.

In 2000s The ISO 9001 standard shifted our focus from quality assurance to quality

management systems. This standard directs the company to:

J Focus on the customer;
. Employee empowerment;
o Management as leadership;

((Christophe), 2003)
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1.3.2Definition of Audit :

It has been argued that there is a wide and varied definitions of Audit whether it’s internal or

external yet they all share common ideas.
Regardless of its type according to (CAMBRIDGE Dictionary)
Audit : «to make an official examination of the accounts of a business and produce a report »

In The organizations: «Systematic, independent and documented process for obtaining audit

evidence and evaluating it objectively to determine the extent to which the audit criteria are

fulfilled»(1SO 19011 : 2018)

To gain insight into an organization’s efficiency and performance (Eden & Moriah , L, 1996)

Suggest that internal audits within necessary actions.

(CLAUDE, 2009)« A monitoring tool that will enable the enterprise to maintain in the right
direction , its QMS and the use made of it. In the right direction. It is a quality management

tool, and a tool for improvement. »

(FEY, 1991)«4 quality audit is a methodical examination of a system with a view to rapidly
verifying its degree of conformity or suitability. to rapidly verify its degree of conformity or
suitability, and then to gather, if necessary, all the data needed to draw up recommendations
for action to prevent, reduce or eliminate prevent, reduce or eliminate the causes of non-

quality »

Audit is a structured process aimed at evaluating and verifying the financial records,
operational procedures, and overall performance of a business or organization. It involves
systematically examining accounts and operations to ensure compliance with established
criteria or standards. Audits are conducted independently and documented to provide an

objective assessment of the extent to which the audit criteria are met.

1.3.3 The objectives of a quality audit:

- Evaluate Compliance: Assess the ability of the quality management system (QMS) to
ensure adherence to specified quality requirements.

- Integration Measurement: Determine the extent to which the QMS is integrated within

the company, ensuring it is known, understood, and applied by personnel.
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- Deviation Assessment: Identify any discrepancies between the QMS and the
established quality audit criteria.

- Improvement Identification: Detect sensitive areas and potential opportunities for
improvement within the QMS.

- Resource Verification: Verify that the organization has the necessary resources to
achieve its quality objectives.

- Effectiveness Check: Evaluate the effectiveness of the QMS by determining whether
the quality objectives are being met.

- Continuous Improvement Monitoring: Ensure that the QMS is continually improving

and operating satisfactorily.(n.d)

1.3.4 The distinguishing features of approaches generally used in conducting audits

Auditing approaches vary widely in their methodologies, objectives, and scope, each tailored
to address specific aspects. The following table presents an overview of the key
characteristics of various auditing approaches, highlighting their unique attributes and

applications.

Table 1: features of approachesused in the audit activity

Audit Features of approaches
activity
The element | The departmental The task-based The process approach
approach
PP Approach Approach
Planning The auditor uses the | The auditor starts | The auditor The auditor examines
the audit elements of  the | with the the wa
identifies the work Y
governing organisation's
. processes are managed
Standard ,eg | departments areas to visit and on .
. to achieve results and
1S09000:2000, as the arrival seeks to ,
and seeks improve  performance.
basis for plannin, .
P 8 conformity with | establish what tasks are | The plan is based on
and conducting The
. 8 | those performed there. The plan | processes and not on
audit.  The  audit starts ~ with  customer | ¢lements. The
schedule may not requirements of the

follow the elements
in numerical order as
this will depend upon

location and timing,

Standard that apply

to each

department. The

audit plan is based

requirements proceeds
through all the

works areas that

organisation structure is
useful only in

identifying who to

interview. The plan
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but, in principle, each

element is matched

on the organisation

chart, with those

lead to completed

output, regardless

shows a path through

main processes that cut

with the person or | departments across departmental
department within the . in which department they | poundaries.
that come within the
organisation. were
scope of
located .
registration.
Preparing | The checklist tends Checklist cites A flaw chart is used in | The process
the i _ planning
to be complied by | questions taken approach does not
checklist taking each 'shall' from the | the checklist, ) )
require a detailed
requirement of the | |
statement and either taken from the .
Standard, but will o checklist, as the
iti th organisation's
rewritin e | pi it
8 pick up additional framework used can
requirement of the procedure or
uestions from the
standard in the form | 0 be adapted to any
drawn by the
of departmental process.
auditor.
a question. procedures.
Conducting | The auditors tend to | The objective is to The auditor uses a task | The audit starts
. . ) element )
the audit look for specific establish whether with top
) ) ) framework as the basis
evidence in the belief | the department management and
for revealin
that, if they find it, g _ .
staff follows the examines all main
the organisation is evidence.
documented processes first and
compliant
procedures make linkages.
Reaches The auditor seeks If the evidence The auditor reveals not | The auditor is
the ) ) only . .
non-conformity and | presented in looking for evidence
reaches a conclusion whether the procedures L
response to the that the organisation's
. have been
conclusions | on the number of processes are

non-conformities

found in the simples
taken. Non-
conformities are
classified on the basis

that if a requirement

questions conforms
to the procedure, the
procedure is

assumed to

be implemented

followed, but whether the

procedures adequately
address the

requirement  of  the

governing

being managed

effectively and in

doing so will touch
almost every
requirement in ISO
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of the Standard has | and effective. Standard. 9001:2000 Standard.

not been met.

Source:(Kazilitinas, 2008)

The comparative analysis delineates four distinct audit methodologies: element-based,
departmental, task-oriented, and process-centric, with each approach evaluated across key
audit phases including planning, checklist formulation, execution, and conclusion. The
element-based approach synchronizes audit planning with fundamental elements, constructing
checklists from imperative 'shall' statements and scrutinizing specific evidence of conformity.
In contrast, the departmental approach conducts audits by department, employing checklists
amalgamated from standard requisites and departmental protocols, with a focus on procedural
adherence. The task-oriented methodology orchestrates audit planning around discrete work
areas and tasks, utilizing flowcharts to structure checklists and assessing task-specific
evidence. Conversely, the process-centric approach accentuates process management,
employing adaptable checklists, commencing audit activities with senior management
involvement, and appraising cross-departmental processes for efficient management, thereby

encompassing a broad spectrum of ISO 9001:2000 stipulations.

1.3.5Different types of audits :

Table presents an overview of several types of audits categorized into first-party, second-party,

and third-party audits, as outlined in ISO 19011:2018.

Table 2: Different types of audits

1 st party audit 2nd party audit 3 rd party audit

Internal audit External provider audit Certification and /or

accreditation audit

Other external interested | Statutory , regularity and

party audit similar audit

Source:(ISO 19011 : 2018)

v First-party audit: This type of audit, also known as an internal audit, is conducted by or
on behalf of the organization itself to assess its own management systems, processes, and

performance.
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v Second-party audit: External provider audits fall under this category, where audits are
performed by entities external to the organization but are directly engaged by the
organization, such as suppliers or contractors. These audits typically assess conformance
to contractual requirements or supplier agreements.

v' Third-party audit: This category includes certification and/or accreditation audits,
conducted by independent external auditors. Certification audits determine if an
organization's management system conforms to specified requirements, while
accreditation audits assess the competence and impartiality of certification bodies

themselves.

2. Internal Audit

2.10rigin :
For many authors, internal audit’s appearance is associated with United States 1929 great

economic depression.

Back to the past, the British, whose nations were occupying American land, introduced
investments that helped establish the practice of external auditing in the United States
throughout the 19th century. The United States' external audit function began when these
English external auditors imposed their methods and procedures, was going through the 1929
economic crisis; American corporations were experiencing a recession during the 1929 Great
Depression. At the time, American businesses wanted to save as much money as possible,
thus accounts were closely examined to cut expenses. Large American companies were

already using external auditing firms.(Renard, 2017)

Almost all over the country, they were searching for methods to cut expenses and discovered
that the external auditors needed to complete several preparation activities, such as account
analysis and other types of inventory, before they could begin their audit job. If these
responsibilities were delegated to outside audit firms, American businesses would suffer
significant financial losses. These would be extremely costly for American corporations to
outsource to outside auditing firms, on top of the fact that they are already facing a crisis. So
it made sense to recommend that some of these setup duties be completed by corporate

personnel.

These internal auditors, who were employees of the company, at the time since they were
conducting audit work in the traditional sense and were considered "internal" since they were

full members of the team.

Once the economic meltdown ended, internal auditors were still employed by US corporations.
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After that, in 1941, the Institute of Internal Auditors was founded, “The mission of The
Institute of Internal Auditors is to provide dynamic leadership for the global profession of

internal auditing "(The Insititute of Internal Auditors )

Due to this historical background as (JacquesRENARD, 2010) mentioned in his book “Many

still think in function of finance and accounting, when we talk about internal audit “

Over time, the internal audit concept has developed with various categories:”

o Financial audit

. Operational audit
o Tax audit

o IT audit

o Technical audit

o Legal audit

. Quality audit “ (Boudriga, 2012)

2.2 Definition of internal audit :

From then Published definition in 1947 by the Institutes of internal auditors

Internal auditing serves as an independent evaluation process conducted within an
organization, aimed at reviewing accounting, financial, and operational functions. Its purpose
is to provide management with both protective and constructive insights. Acting as a control
mechanism, it assesses the efficiency of various control methods. While its focus is
predominantly on accounting and financial domains, it can also extend to operational

areas..(Boudriga, 2012)

The second edition of Guidelines for auditing management system ISO 19011 :2011

«Internal audit can form the basis for an organization’s self-declaration of conformity. In
many cases, particularly in small organizations, independence can be demonstrated by the
freedom from responsibility for the activity being audited or freedom from bias and conflict of

interest»
(ISO 19011 : 2011 Guidelines for auditing management system, 2009 / 2008) .
Building upon IIA’s International Professional Practices Framework

«Internal auditing is an independent, objective assurance and consulting activity designed to

add value and improve an organization’s operations. It helps an organization accomplish its
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objectives by bringing a systematic, disciplined approach to evaluate and improve the

effectiveness of risk management, control and governance processes»(About Internal Auditor):

- Risk management: as the main activates of internal auditors is to facilitate and
assessing the implementation of the four phases management ( Identifying , analyzing and
evaluating the risk )

In short the auditor aim to advance the RM procedures,” Internal auditors the company’s risk
profile and play a key role in identifying areas for risk management “ (E, Lindow , & Jill ,
2002).

- Internal control:are policies, procedures, and processes designed to protect firm assets
and reduce risk. To achieve the company’s objective.

The Components of Internal Controls

- governance processes : “To enhance the role of internal audit in corporate governance,
emphasis should be placed on the capability of internal audit in providing assurance to
management and the board on the integrity of information flows, including the monitoring of
all internal systems which generate information “(Leung, Cooper, & Robertson).

From these definitions, it is evident that internal auditing is a multifaceted function that
encompasses independence, appraisal, and advisory roles within organizations. It operates as
an independent appraisal activity directed at assessing accounting, financial, and operational
processes, serving both protective and constructive functions by assessing control
effectiveness. Moreover, internal audit serves as the foundation for an organization's self-
declaration of conformity, which is particularly pertinent for smaller entities, where
independence is demonstrated by the absence of responsibility for audited activities or biases.
Additionally, internal auditing is distinguished by its objective assurance and consulting
functions, aimed at enhancing organizational operations through systematic evaluation and
improvement of risk management, control, and governance processes, thereby contributing to

the attainment of organizational objectives.

2.3 The approach of internal audit
-Audit client

Is the person or organization requesting an audit.

Following to the guidelines of ISO 19011 this definition is followed with note in Case of

internal audit:
-The audit client can also be the auditee or the person, managing the audit

-Auditee: ‘Organization being audited *
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-Auditee responsibilities

o Share pertinent information with auditors, answering questions clearly.

. Comprehend the standard which the audit client we be ask and evaluate about
. Preparing documents to facilitate the audit process

o Implanting corrective action plans

-Auditor: «person who conduct an audit»

Noted that an auditor may only audit beyond his\her processes.

-Audit team:means a team or a group of auditors. The audit team number is not set, it

could differ depending on multiple factors.
And it may be also ‘supported if needed by technical experts “ (ISO 19011 : 2018)

In Line With (Bamber, 1983) “an audit is usually conducted by an audit team, which is
characterized by a hierarchical structure and division of labor.” Observer and technical expert

do not act as auditors. Each team has a leader, thus an auditor should be appointed as one.

2.4 The principals of internal audit

In accordance with (The Institute of Internal Auditors : INTERNATIONAL STANDARDS
FOR THE PROFESSIONAL PRACTICE OF INTERNAL AUDITING (STANDARDS) ,
2016)"the internal audit activity must be independent, and internal auditors must be objective

in performing their work."
o Independence

“Independence is the freedom from conditions that threaten the ability of the internal audit
activity to carry out internal audit responsibilities in an unbiased manner. To achieve the
degree of independence necessary to effectively carry out the responsibilities of the internal
audit activity, the chief audit executive has direct and unrestricted access to senior

management and the board" Ibid
o Objectivity

The objectivity of internal audit is related to the professionalism of auditors. They must
perform audits in such a manner that they evaluate and communicate all processes objectively,

and they won't be influenced by anything or anyone.

Objectivity is an unbiased mental attitude that allows internal auditors to perform
engagements in such a manner that they believe in their work product and that no quality

compromises are made. Objectivity requires that internal auditors do not subordinate their
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judgment on audit matters to others. Threats to objectivity must be managed at the individual

auditor, engagement, functional, and organizational levels" Ibid
o Universality

Internal auditing can be performed in organizations of all sizes, all sorts of businesses, and all

sectors.
o Continuity

An organization regularly performs internal auditing, which is a permanent and continuous

activity.

As previously mentioned, an internal auditor is already employed by the company and cannot

audit their own processes.

-Jacques RENARD “It's worth pointing out at this point that the permanent nature of the
internal auditor's work means that he or she is ineligible for any operational responsibilities
outside the auditing function. This rule is both a practical necessity and a professional ethics

requirement. “

It's a practical necessity, because you can't be both judge and jury, auditor and operational

manager. It is also a deontological requirement, since it is imposed by the need to audit

everything, and to do so without any subjectivism.”(Jacques RENARD, 2010)
However this audit has six main stages mentioned in the standard:

I. Plan, establish, implement and maintain an audit programme(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;

II. Define the audit criteria and scope for each audit.
III.  Select auditors and conduct audits to ensure objectivity and the impartiality of the
audit process.
IV. ensure that the results of the audits are reported to relevant management.
V. Take appropriate correction and corrective actions without undue delay.
VI. Retain documented information as evidence of the implementation of the audit

programme and the audit results. Ibid
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2.5 Audit according to Guidelines for auditing management systems ISO 19011: 2018

These guidelines emphasize a structured approach to auditing, including planning, conducting,
reporting, and following up on audits. The standard highlights the importance of impartiality,
competence, and confidentiality in audit activities, ensuring that audits are conducted
objectively and with integrity. ISO 19011:2018 encourages auditors to adopt a risk-based
approach, tailoring audit processes to the organization's context and objectives while
considering the significance of risks and opportunities. By promoting consistency and
effectiveness in audit practices, this standard facilitates the enhancement of organizational

performance and the achievement of strategic objectives.(ISO 19011 : 2018)

2.5.1Internal audit planning and preparation

Internal audit planning and preparation are crucial steps in the internal audit process, ensuring
that audits are conducted efficiently and effectively. This phase involves defining the scope
and objectives of the audit, identifying the resources required, and developing a detailed audit
plan. Preparation includes gathering relevant information, understanding the organization's
processes and controls, and establishing clear communication with auditees. Thorough
planning and preparation help auditors identify key areas of risk, allocate resources
appropriately, and set a structured framework for conducting the audit, ultimately leading to

more accurate and valuable audit outcomes.

-Audit programme

Adherence to ISO 9000 An audit programme “is a set of one or more audits planned over a

certain timeframe with a specific objective” (ISO 9000, 2015)

This definition emphasizes that each quality management audit must be carefully prepared,
involving preparation, approval, and implementation stages. The audit programme is distinct
from an annual audit plan, as it encompasses more than just planning; it includes monitoring
compliance and ensuring the qualification of insourced or outsourced processes in response to

the continuously changing environment and audit practices

The elements constituting the internal audit (IA) program must be determined based on the
strategic objectives of the company, its operational context, and the opportunities and threats
it faces. This involves a thorough assessment of internal and external factors, including
regulatory requirements, stakeholder expectations, market trends, and industry-specific risks.
The audit program should be aligned with the company's vision and mission, while

incorporating measures to identify and leverage opportunities for continuous improvement

26



and proactive risk management. Furthermore, it is crucial to consider the available resources,
necessary competencies, and appropriate technologies to effectively and efficiently conduct

audits, while ensuring compliance with international standards such as ISO 9001.

Adhering to the (ISO 19011 : 2018) : The audit program should detail and identify resources
to ensure audits are conducted effectively and efficiently within specified time frames. It
should include the audit program's objectives, associated risks and opportunities with actions
to address them, the scope of each audit (including extent, boundaries, and locations), the
audit schedule (number, duration, and frequency), audit types (internal or external), audit
criteria, methods to be employed, criteria for selecting audit team members, and relevant

documented information
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> The process flow for the management of an audit programme

Figure 2: The process flow for the management of an audit programmere
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This figure illustrate the audit programmes stages split into two parts : the overall audit
programme clause 5 and individual audits clause 6 . In clause 5 , it starts with setting
objectives and assessing risks Plan , then running the audit programme Do , monitoring
progress Check , and making improvements Act . clause 6 details the audit steps : starting and
preparing for the audit Plan , conducting the audit Do , writing and sharing the report , and

finishing the audit Check .
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> Establishing audit programme objectives

The audit client should ensure that the objectives of the audit program are established to guide the
planning and execution of audits, ensuring effective implementation. These objectives should align
with the audit client’s strategic direction and support the management system policy and objectives.
They can be based on the needs and expectations of relevant interested parties (both external and
internal), the characteristics and requirements of processes, products, services, and projects (including
any changes to them), management system requirements, the need for evaluation of external providers,
the auditee’s performance level and management system maturity (as indicated by relevant
performance indicators, nonconformities, incidents, or complaints), identified risks and opportunities

for the auditee, and the results of previous audits.(ISO 19011 : 2018)
> Determining and evaluating audit programme risks and opportunities

The individuals managing the audit program should identify the risks and opportunities and
present them to the audit client, along with resource requirements, to ensure they are properly
addressed. Risks may include: inadequate planning, such as failing to set relevant audit
objectives or determine the extent, number, duration, locations, and schedule of audits;
insufficient resources, including time, equipment, or training; inappropriate selection of the
audit team, leading to a lack of overall competence; ineffective communication processes;
poor implementation, such as inadequate coordination of audits or neglecting information
security and confidentiality; ineffective control of documented information, including
determining necessary information and protecting audit records; and inadequate monitoring,
reviewing, and improving the audit program. Additional risks include the availability and

cooperation of the auditee and the availability of evidence to be sampled.
> Establishing the audit programme

This encompasses delineating the roles and responsibilities of the individual overseeing the
audit program, as well as assessing the competence of the person managing the audit program.
It also involves defining the expertise required for the audit program and determining the

necessary resources for its implementation.
> Implementing audit programme

The implementation phase follows the planning stage, where the plans devised are executed to
achieve the predetermined objectives of the internal audit program. This phase involves
putting into action all the strategies and plans developed during the planning phase. It
includes conducting the actual audits based on the defined scope, criteria, and methods,

ensuring that the audit team adheres to the established schedule and resource allocations.

29



During this phase, the audit team collects and analyzes data, interacts with auditees, and
verifies compliance with relevant standards and regulations. The goal is to systematically
evaluate and document findings to provide an accurate assessment of the auditee’s processes
and controls, thereby fulfilling the objectives set forth in the audit program. Additionally, in
this phase, objectives, scope, and criteria are determined, methods are selected,

responsibilities of the internal audit team leaders are assigned, and audit results are managed.
> Monitoring audit programme

The individuals managing the audit program should evaluate whether schedules are being met
and objectives achieved, assess the performance of audit team members including the team
leader and technical experts, and ensure the audit teams can implement the audit plan
effectively. They should also gather feedback from audit clients, auditees, auditors, technical
experts, and other relevant parties, and verify the sufficiency and adequacy of documented
information throughout the audit process. Modifications to the audit program may be
necessary due to changes in audit findings, the effectiveness and maturity of the auditee’s
management system, the effectiveness of the audit program, the audit scope or program scope,
the auditee’s management system, relevant standards and requirements, external providers,

identified conflicts of interest, and the audit client’s requirements.
> Reviewing and improving audit programme

The individuals managing the audit program and the audit client should review the program to
assess if its objectives have been met, using lessons learned for future improvements. They
should ensure a thorough review of the audit program's overall implementation, identify areas
and opportunities for improvement, apply necessary changes, and review the continual
professional development of auditors. Additionally, they should report the audit program

results and review findings with the audit client and relevant interested parties as appropriate.
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2.5.2 Conducting internal audit

Figure 3: Conducting audit
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The figure outlines the sequential steps involved in an audit process. Here’s a detailed

explanation of each step:
- Initiating Audit

- This is the first step where the audit process begins. It involves defining the purpose, scope,
and objectives of the audit. The audit manager will establish the audit plan, identify the

resources needed, and notify the relevant parties about the upcoming audit.
- Preparing Audit Activity

- During this phase, the audit team prepares for the audit by gathering relevant information
about the auditee’s operations, processes, and previous audit reports. This step includes the
development of detailed audit checklists and work programs, and the allocation of tasks

among audit team members.
- Conducting Audit Activity

- This is the core of the audit process where the audit team conducts the audit as per the plan.

Activities include collecting evidence through interviews, observations, and document
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reviews, assessing compliance with standards and regulations, and evaluating the

effectiveness of the auditee’s processes and controls.
- Preparing and Distributing Audit Report

- After the audit activity is conducted, the audit team compiles their findings, conclusions, and
recommendations into an audit report. This report is reviewed for accuracy and completeness

before it is distributed to the audit client and other relevant stakeholders.
- Completing Audit

- This step involves finalizing the audit documentation and ensuring that all audit activities
have been properly documented. The audit manager reviews the entire audit process and

ensures that all objectives have been met and all findings have been appropriately addressed.
- Conducting Audit Follow-up

- The last step is the follow-up audit, which occurs after the initial audit report has been
distributed. The purpose of the follow-up is to verify that the auditee has taken the corrective
actions recommended in the audit report and to ensure that these actions have been effective

in resolving identified issues.

Each of these steps is crucial for ensuring a thorough, effective, and systematic audit process

that can provide valuable insights and drive improvements within the audited organization.
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Conclusion:

The conclusion of Chapter 1 emphasizes the critical role of internal audit in ensuring the
effective implementation and continuous improvement of quality management systems
(QMS). It highlights the necessity for systematic and well-planned audit processes, as detailed
in the ISO 19011:2018 framework, which includes setting clear objectives, identifying risks
and opportunities, and executing audits in a structured manner. The chapter underscores the
importance of auditor competence, thorough documentation, and regular review and
improvement of audit programs. By adhering to these guidelines, organizations can enhance
their compliance with standards, ensure the effectiveness of their QMS, and foster an
environment of ongoing quality improvement. This comprehensive approach to internal
auditing not only helps in identifying and rectifying non-conformities but also in aligning the
QMS with the strategic goals of the organization, thereby driving overall performance

excellence.
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CHAPTER 02: METHODOLOGICAL
FRAMEWORK &ORGANIZATIONAL
CONTEXT



In this chapter, we will present the methodology of our research, specifying the framework of
the project and detailing the action research method we have employed .We further examine
the different data collection methods utilized, along with the tools applied for collecting and

processing the data.

Section 01 : Epistemological approach

«Epistemology is the philosophical underpinnings of researchers’ beliefs regarding the
nature of knowledge and how it is derived or created. The particular belief represents a

person’s epistemological position » (Yin, 2016)

1. Key epistemological approaches in research:
. Positivism

According to (Yoon, Lars, & Anthony, 2020) “Positivism relies on the hypothetic
condeductive method to verify a priori hypotheses that are often stated quantitatively, where
functional relationships can be derived between causal and explanatory factors (independent

variables) and outcomes (dependent variables )”

Post-positivism delineates an epistemological stance that diverges from the positivist notion
of absolute objectivity, instead recognizing the nuanced interplay of subjectivity, values, and
socio-cultural context in knowledge production. It accentuates the interpretative essence of
reality, the inherent theoretical preconceptions shaping observations, and underscores the
imperative of situating knowledge within its contextual and historical comprehension in
knowledge acquisition. Post-positivism advocates for critical inquiry and reflexivity in
research, prompting researchers to contemplate their biases, assumptions, and theoretical

frameworks.(Hollis, 2018)
From the previous definitions, we can extract that:

Post-positivism delineates an epistemological stance that diverges from the positivist notion
of absolute objectivity, emphasizing the interpretative essence of reality and the recognition of

subjectivity, values, and socio-cultural context in knowledge production.
. Constructivism and interpretivism

represent convergent streams of thought that challenge the notion of a single reality or truth,

instead asserting that reality is subject to interpretation. They tend to favor the use of
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qualitative methods to apprehend these multiple realities. Put simply, the nature of reality is
determined by the subject and object of study, based on the intentionalist hypothesis that "the
world is made of possibilities" that are not predefined. Although these two paradigms share
similarities, they differ in certain aspects. Interpretivism emphasizes knowledge construction
through initial understanding of facts followed by interpretation, while constructivism
emphasizes active knowledge construction with the aim of achieving a specific objective.

(BEDAIDA, 2024)
. Interpretivism research philosophy

The following table outlines the key principles and characteristics of the interpretivism

approach, highlighting its focus on qualitative methods, the importance of context.

Table 3: Interpretivism Research Philosophy

Ontology (nature of | Epistemology Axiology (role of Typical methods
really or being ) (what constitutes values )

acceptable

knowledge )
Complex,rich Socially | Theories and concepts | Value-bound Typically inductive.
constructed through too simplistic. research Small samples , in
culture and language | Focus on narratives, Researches are part | depth investigations ,
multiple meanings , stories, perceptions of what is Qualitative methods
interpretations , and interpretations researched , of analysis , buta
realities Flux of New understandings subjective range of data can be
processes and worldviews as Researcher interpreted
Experiences, contribution Interpretations key
practices. to contribution

Researcher reflexive

Source:(Husam Helmi Alharahsheh, 2020)

The table presents the interpretivism research philosophy, detailing its perspectives on
ontology, epistemology, axiology, and typical methods. From an ontological standpoint,
interpretivism perceives reality as complex and socially constructed, shaped by culture and
language, allowing for multiple interpretations. Epistemologically, it challenges simplistic

theories, focusing instead on narratives and perceptions to foster new understandings. In terms
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of axiology, it recognizes the value-laden nature of research, with researchers' subjectivity and
reflexivity being essential. Methodologically, interpretivism leans towards inductive
reasoning, employing small sample sizes and qualitative analysis for comprehensive, in-depth

investigations.

We have chosen the interpretive paradigm to address the research context, and this choice can

be justified For several reasons.

-Interpretivism acknowledges the multifaceted nature of reality, recognizing that
organizational processes and practices are socially constructed and influenced by various
contextual factors. In conducting a diagnostic audit, we delve into the complexities of

organizational systems, striving to comprehend factors contributing to non-conformities.

- Interpretivism values subjective interpretations and qualitative insights, which are crucial in
uncovering the root causes of non-conformities and understanding the perspectives of
stakeholders involved. By utilizing qualitative methods such as interviews, observations, and
document analysis, we aim to capture the rich context surrounding non-conformities, allowing

for a deeper understanding beyond mere compliance.

- Interpretivism emphasizes reflexivity and acknowledges the role of the researcher in shaping
the research process. our commitment to critically reflecting on our own biases and
assumptions throughout the audit process aligns with the interpretive approach, enhancing the

credibility and validity of your findings.

Overall, this work adheres to the principles of interpretivism, recognizing the subjective
nature of organizational realities and the importance of qualitative insights in uncovering

meaningful insights.

2. Presentation of the research methodology:

2.1 The framework of the project:

To structure our work comprehensively and systematically, we utilized the SW1H method, a
well-established approach commonly used in problem-solving and situational analysis. This
method enabled us to thoroughly address the critical questions of Who? What? Where? When?

Why? and how?, ensuring a detailed and organized framework for our research.

The SW1H method is based on the principles : if you don't ask, you won't find out" and "a

problem well described is a problem half-solved." This technique is utilized for describing
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and analyzing a given issue by systematically answering five key questions starting with W
(What, Where, When, Who, Which) and one starting with H (How). (Knop & Mielczarek,
2018)

Table 4: The framework of the project

What Implementing internal audit as part of the contribution of setting up a Quality

Management System According to ISO 90001

Who Integrated management system manager
Consultant Expert

Trainee

Where | INMAED , a Mediterranean Agro-food company

When | During our internship

How In our work, we will adopt an action research (AR) approach, relying on
interviews, observation, documentary analysis, and a checklist (ISO 9001).
This approach has been deemed suitable for establishing an analytical

framework and guiding the selection of research methods to be employed.

Why An internal audit to evaluate the effectiveness of the QMS (Quality
Management System). Through conducting an internal audit of the Quality
Management System (QMS) following the guidelines of the 19011:2018

standard.

Source: elaborated by our care based on 5 W1H method .

2.2 Research methodology : Action research
To conduct a study, the researcher must carefully select and employ a precise, well-defined,

and suitable methodology for the subject under study .

Research methods encompass all the techniques and procedures used to conduct research,
whereas research methodology refers to the comprehensive approach used to address research
problems. It is the study of how research is systematically conducted. In this context, the
researcher outlines the various steps typically taken to investigate a research issue. Therefore,
the scientific approach employed in conducting research is known as methodology (SHANTI
& SHASHI, 2017)
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In this dissertation, we gravitate toward action research as our study methodology, which is
particularly relevant for improving our practices and generating new knowledge on our
subject of study. This participatory and iterative method combines scientific research with
practical action to solve concrete problems. By actively involving participants and repeating

cycles of planning, action, observation, it ensures directly applicable and relevant solutions.

According to Source spécifiée non valide. « the purpose of action research is not only to
generate knowledge about a topic, but also enable individual and organizational development

»

Action research is a qualitative research approach aimed to solve a specific problem, actively
involves researchers within businesses to address specific on-the-ground problemsIn addition
to offering practical solutions, this approach aims to enrich the body of scientific knowledge.
It relies on the voluntary action of a researcher in an organization that has accepted their

intervention. (LAFFITTE, 2009)

(P, 2008) Suggest that action research is A participatory process aiming to acquire practical
knowledge to achieve significant human goals. It aims to combine action and reflection, as
well as theory and practice, in collaboration with others, to find concrete solutions to urgent

challenges and, more broadly, to promote the flourishing of individuals and their communities.

In accordance with (SHANTI & SHASHI, 2017) «Qualitative research, is concerned with
qualitative phenomenon, i.e., relating to quality or variety. Such type of research is typically
descriptive and harder to analyze than quantitative data. Qualitative research involves looking

in-depth at non-numerical data. It is more naturalistic or anthropological.»
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Figure 4: A Cyclical action research process.
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Source: Lewin,K (1951) Field Theory in social sciences ,Harper & Row ,New York

This figure above illustrates acyclical action research process. It starts with identifying a
problem and forming initial ideas, followed by thorough investigation and data collection.
The findings then guide the implementation of practical actions to address the issue. Finally,
the outcomes are evaluated to assess effectiveness and gather lessons learned, often leading
back to the problem identification phase, thus creating a continuous improvement loop.

We provide rationale for the selection of adopting a qualitative research-action methodology

in our study as outlined below:

-It is pertinent to underscore our involvement in the ISO 9001 implementation and

certification project at INAMED during our internship tenure.

-Qualitative studies provide insights into the determinants shaping individuals' opinions, their
selection of practices, and their construal of the surrounding milieu. This qualitative approach
yields nuanced perspectives often beyond the purview of quantitative inquiries, thus

furnishing a more holistic and enlightened framework for prospective foresight.

- Numerous of articles previously mentioned in our literature review used the qualitative

approach
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- In our work, we employed various tools and methods for data collection, including
observation, documentary analysis, interviews, and checklists. All these methods are integral

parts of action research.

This will facilitate the comparative analysis between the operational procedures involved in
conducting an internal audit and the stipulated guidelines outlined in the ISO 19011:2018

standard.
2.3 Data collection:

In this work, our emphasis lies in diagnosing the company's adherence to ISO 9001 standards,
which are crucial for ensuring quality management and continuous improvement., we aim to
first identify areas of non-conformance, followed by pinpointing areas for improvement.
Subsequently, we offer effective recommendations to enhance overall quality and operational
efficiency.. By systematically assessing compliance with ISO 9001 requirements we employ a
range of tools to provide a comprehensive evaluation of the company's processes and
performance including: document study, observation, interviews, and checklists. It is crucial
to highlight that these methods have been thoughtfully chosen considering the subject under

study and the specific context.

2.3.1 Documentary analysis:

In order to enhance the credibility of our work, we have adopted a documentary or
bibliographic research approach. This involves consulting several types of existing internal
documents of the host company (such as process sheets, procedures, and records), as well as
ISO 9001 and ISO 19011 standards. This method helps us understand the existing context,
identify gaps, and determine the best approach for our research. It can be used in conjunction

with other research methods, such as interviews and observations.

2.3.2 Observation:

Observing involves voluntary attention and intelligence, guided by a final or organizing

objective, and directed towards an object to gather information. (Jean & Xavier)
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» Participant observation:

(Bernard, 1994) found that participant observation involves some degree of deception and
impression management. He points out that most anthropologists must maintain objectivity by
keeping a certain distance. Participant observation, he explains, is the process of building
rapport within a community and learning to behave in a way that allows one to blend in, so
that community members act naturally. Subsequently, the observer withdraws from the setting
to analyze the data and gain a deeper understanding of the community, which they then
document. This process encompasses more than just observation; it includes natural
conversations, several types of interviews, checklists, questionnaires, and unobtrusive
methods. Key characteristics of participant observation include maintaining an open,
nonjudgmental attitude, having a genuine interest in learning about others, and being aware of
the likelihood of experiencing culture shock and making mistakes, most of which can be

overcome.
» Participatory or direct observation:

Direct observation involves collecting information through sensory perception, allowing for
the documentation of activities, behaviors, and physical aspects of a situation without relying
on people's willingness or accuracy in responding to questions. This method is particularly
useful when understanding an ongoing process, behavior, or unfolding event, when there is
visible physical evidence or outcomes, or when written or other data collection methods are

deemed inappropriate.(How to plan and conduct direct observation)

During my internship, I had the opportunity to engage as a participant observer. This
approach was chosen due to my presence in quality management system implementation
project, providing me with the chance to conduct a diagnostic audit in collaboration with a
consulting expert. Together, we identified non-conformities and gaps in each process, which
facilitated a comprehensive understanding of the company's current state. Additionally, I
participated in specific actions alongside a colleague as part of the quality management
system implementation. This immersion enabled me to utilize a variety of data collection

tools, including interviews, checklists, and questionnaires.
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2.3.3 Interview:

«The interview is an important data gathering technique involving verbal communication
between the researcher and the subject. Interviews are commonly used in survey designs and
in exploratory and descriptive studies. There is a range of approaches to interviewing, from
completely unstructured in which the subject is allowed to talk freely about whatever they
wish, to highly structured in which the subject responses are limited to answering direct

questions.» (Nigel, Nick, & Amanda, 2000)

In short the interview is a vital method for gathering data through verbal interaction between
the researcher and the participant. It's widely employed in survey designs as well as
exploratory and descriptive studies. Interviews can vary from completely unstructured, where
the participant freely discusses any topic, to highly structured, where responses are restricted

to specific questions.
There is three main types : structured , semi structured and unstructured
% Types of interviews:

There is three main types : structured , semi structured and unstructured (Nigel, Nick, &

Amanda, 2000)
% Unstructured or in depth interviews:

Unstructured or in-depth interviews, also known as qualitative interviews, are termed this way
because they lack a defined structure. The interviewer conducts the interview intending to
explore a limited number of topics, sometimes only one or two, and formulates subsequent
questions based on the interviewee's previous answers. Even though only one or two topics

are addressed, they are examined in great depth

X/

< Semi-structured interviews:

Semi-structured interviews are similar to structured interviews in that the topics or questions
are planned. However, instead of closed questions, semi-structured interviews use open-ended
questions.

These interviews are valuable for gathering attitudinal information on a large scale or when it
is difficult to create a list of potential pre-codes due to limited knowledge about the subject

area. Nevertheless, semi-structured interviews are more time-consuming than structured ones
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because they require the development of coding frames and conducting content analysis on
numerous interviews. Responses can be either tape-recorded or noted down by the interviewer.

«» Structured or standardized interviews:

Structured interviews allow the interviewer to pose the same questions to each respondent in a
consistent manner. Utilizing a rigidly structured schedule of questions, akin to a questionnaire,
the approach is often intended to facilitate quantitative data analysis. In many structured
interviews, not only are the questions predetermined, but so are the possible answer choices.
Pre-coded responses are essential for enabling comparison across all respondents. Typically,
all responses are recorded or written down on the questionnaire. By minimizing open-ended
responses, the time required for coding and content analysis is significantly reduced, and often

the data can be directly entered into a computer for analysis.
% Research Sample:

In a qualitative approach, the sampling method relies on the rigorous selection of groups of
representative elements linked to the research objectives, ensuring the acquisition of relevant
and reliable responses. In the context of our study, we deliberately chose a sample composed
of process drivers, considered key actors directly involved in the operational management of
activities. This selection aims to gather comprehensive and pertinent data on the
implementation of quality practices within the organization. I opted for a semi-directive
interview approach to foster in-depth and targeted exchanges on opinions, motivations, and
quality-related practices with the process drivers. Details regarding the participants as well as

the interview schedule are listed in the table below.
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Figure 5: the interviewed actors

N: Interviewee Function Date Duration ofthe
interview
ILH Procurement and | March 31, | 45 min
1 supply chain | 2024
manager
2 Y.AM quality controller | April 1, 2024 30min
3 D.B commercial March 31, | 30 min
manager 2024
4 Z.B Human Resources | April 4 , | 30 min
Director 2024
5 M.B Industrial Director | April 4 ,2024 | 45 min

Source : elaborated by our care .

2.4 The Data collection tools :

2.4.1 Check-list:

The initial phase of our quality management system is conducting an internal audit. This step
is of paramount importance as it will facilitate the implementation , Concurrently, we must
adhere to the requirements of the ISO 9001 standard, thereby enabling the identification of
non-conformities and detect deviations from specified requirements or customer expectations.
To accomplish this, we will develop a checklist encompassing the relevant requirements of
this standard, which must be met in accordance with specified requirements or customer

expectations. The check-list see appendix 3

2.4.2 Observation grid:

An observation grid is a structured tool used in research and evaluation to systematically
record and categorize observations of behaviours, events, or phenomena in the work place . It
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helps ensure consistent data collection by providing predefined criteria and categories for
observers to use when noting their observations. During our internship period, we developed
an observation grid to systematically document our observations over the three months at
INAMED .

2.4.3 Interview Guide:

We intend to conduct five interviews, during which we will pose specific questions regarding
the stakeholders, their needs and expectations, as well as an assessment of their power and
interest. These interviews are designed to meet the requirements of ISO 9001, chapter 4.2.
The interview guide we have developed aims to collect information on factors that may
influence the attainment of objectives for each process, in compliance with the requirements
of ISO 9001, chapter 4.1. (see Appendix9).

2.4.4 The self-assessment grid ISO 9001 :

The ISO 9001 grid , developed in Excel and based on an evolution scale , allows for assessing
the conformity rate to new requirements and effectively detecting critical items within

INAMEDs quality management system .

2.5 Analysis method:
The information gathered through interviews, observation, and documentary analysis has

allowed us to identify the stakeholders of INAMED, as well as their power and interests.
» Table of The interested parties :

We've updated a table listing the stakeholders of INAMED, their needs, interests, and

evaluated the power of each stakeholder.
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Section 02: Organizational Context.
1. Presentation of the company INAMED:

1.1 History of the company

INAMED was founded in 1998 by FERRADIJI family and several other shareholders. The
company, originally known as YOPI MILK, made its market debut with a "La Délicieuse"
production line, a "Ferlait" milk and leben production line, and a "SUNNY DRINK" fruit

juice production unit.

- In 2008, Mr. FERRADIJI El-Hachemi acquired 100% of the shares in YOP MILK, and
appointed an external manager to manage the company.

- In 2012, and on retiring so many years of experience, the manager handed over his
position to Ms. Ferradji Amira, who joined the company with the one sole aim of developing,
modernizing, and ensuring the growth of this business.

Today, members of the FERRADIJI family have assumed the management of INAMED and
are determined to ensure the transition to a modern, profitable operation in every aspect, and
to optimize the company's resources to take advantage of major market
opportunities.Furthermore, they agreed to include milk production in their new investments,
to launch soft drinks, and to diversify away from their competitors by offering new products
in high demand on the national market, particularly tomato sauce, classic white

sauce (bechamel sauce), sour cream and liquid cream (fastmovers),

- In addition, and with a view to growing the Group and optimizing INAMED's costs, it
was decided to enter a second phase, in partnership with SH Biogeaud, in production of fruit
and vegetable concentrates. The aim was to expand the unit vertically, thereby integrating the

entire business process for better cost and quality control
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2. Organizational chart:

Figure 6: Organizational chart
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Source: Internal document

This organizational chart illustrates a hierarchical structure with the General Management at
the top, supported by an Executive Assistant, Management Controller, and Integrated
Management System Manager. Below them are key functional areas including Chief Human
Resources, Industrial Director, Accounting, Commercial/Marketing/Communication, QHSE
(Quality, Health, Safety, and Environment Maintenance, while the QHSE manages QHSE
Technicians specializing in Physicochemical and), and Purchasing Manager. The Chief
Human Resources oversees Production and Bacteria analysis. The Purchasing Manager
supervises the Laboratory Manager. Each role supports the company's overall objectives,

ensuring effective coordination and communication across departments.
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3. Corporate profile:

Table 5: Identity card

Name INAMED
Logo
0
INAM %D
Creation Date 1998
activity Food and Beverage
Legal status Limited liability company
Address Kolea —Tipaza
Number of employees 55
Share capital 70.000.000 DZD
Executives FERRADIJI Sif-Eddine , FERRADIJI
Amira , FERRADJI Slim
Phone number 23550118
Email Sconso@inamed-dz.com
Web site https://inamed-dz.com

Source: elaborated by our care based on internal document
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4. Values, and objectives:

4.1 Values:

- Excellence

Quality is a priority at INAMED. Respecting the current production and manufacturing
standards is a matter of honour. Respecting the environment and our consumers’ health is
paramount in making our decisions.

This value is reflected in the rigorous choice of our equipment and our raw materials. We are
committed to being a company of excellence to guarantee the best quality-price ratio.

Taste, easy use, nutritional value and various other features are gradually studied to satisfy
our customers.

Taste, ease of use, nutritional value and many other aspects are studied step by step for the

pleasure of our consumers.

- Commitment

As a family-owned company, INAMED invests highly in its lucrative and non-lucrative
projects. Creating wealth is one of the group’s existence priorities. Its management policy
relies on all its employees’ career evolution. Every new employee is important, and we make,
by all means, their integration comfortable. We also look after their actualization, because we
honestly believe that a happy employee is a successful employee.

Trust, Loyalty, integrity, transparency and tolerance are the columns on which lean our

professional relationships with our stakeholders (partners, costumers, and collaborators).

- Authenticity

INAMED has always been faithful to its values that are reflected in all its services and
products. We are not just industrialists, but real partners who listen constantly to consumers.
That’s why all our strategies are set carefully to provide reliable solutions and a better
lifestyle.

Distinctive brands, flawless availability and healthy recipes are the highlights of our products.

Our secret? We are close to our customers and we know their tastes!
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- Innovation

Innovation is a key word of our policy. We are always seeking perfection. To innovate means
to improve something and we aim to improve the way you eat! That’s why we invest in the
best in-service training programs that our partners can benefit from. That learning keeps them

up to date and make them always surprise you with recipes as original as each other.

42 bjectives:
. Make tasty recipes in the respect of oneself, of people and of life in general.
. Secure food balance for all citizens: parents who are concerned by their children’ food,

athletes who wish to improve their performances, or seniors who wish to grow old healthily.
. Diversify the local market by introducing “made in bladi” products that are in no way

inferior to the imported ones.

5. INAMED Products & BRANDS:

INAMED strive to meet the needs of its client, through quality produced products and
beverages. Here we present the proposed products.

Table 6: INAMED Products & BRANDS

El-Boustene Tomato Sauce
Pizza Sauce
classic white sauce
(Bechamel )

Kidoo Kidoo Potes applesauce
Pear-apple Compote
apple-apricot compote
Orange

P “tit Kidoo Cocktail
Chocolate milk

Fakya Sary Orange

Cocktail
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Source: elaborated by our care based on INAMEDs website.

CONCLUSION:

The present chapter is divided in two main sections, in the first one we have detailed the
research methodology employed to investigate the research problem, emphasizing the use of
action research within the context of quality management systems. By utilizing a qualitative
approach, The integration of various data collection methods, including observation,
interviews, documentary analysis, and checklists. This methodological rigor not only ensures
the validity and reliability of our findings but also enhances the practical applicability of our

recommendations.

The second section highlights a general presentation of company case of study, objectives and

values. By presenting INAMED identity card, organizational chart, brands and products.
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CHAPTER 3: RESULTS& DISCUSSION



During our internship at INAMED, we conducted an internal audit approach in
collaboration with a consulting expert to conduct a comprehensive evaluation of the
company's quality management system. The audit aimed to assess the system's
effectiveness and its level of implementation within the company, in accordance with the
requirements of the ISO 9001 standard. This international standard is essential for ensuring
that the company's products and services consistently meet customer expectations and

regulatory requirements.

The audit included an exhaustive evaluation of all quality-related processes and procedures,
from resource management to production, including staff training and customer
satisfaction. We worked with the consulting expert to analyze the existing documentation,

quality records, to identify strengths and areas needing improvement.

This phase is crucial for identifying gaps between the company's current practices and the
requirements of the ISO 9001 standard. The audit results will enable the development of a
precise action plan to address non-conformities and strengthen the quality management

system.

Section 01: Conducting the Internal audit of the company INAMED
1. Internal audit Action plan:

we outline the proposed action plan for conducting an effective and thorough internal audit.
The purpose of this plan is to ensure a comprehensive evaluation of the organization's
internal controls, risk management processes, and governance structures. By detailing the
steps and strategies involved, this action plan aims to provide a clear roadmap for
achieving audit objectives, identifying areas for improvement, and enhancing overall
operational efficiency. This systematic approach will facilitate the identification of
potential issues, the implementation of corrective measures, and the continuous

improvement of internal processes.

52



Table 7: Internal Audit Action plan

Step Action Description Responsible Deadline

1 Audit preparation Audit team leader 06/03/2024

2 Information collection Audit team members 06/03/2024

3 Analysis of collected | Analysis team 06/03/2024
information

4 Planning meeting Audit team leader 06/03/2024

and stakeholders

5 Defining audit objectives and | Audit team leader 06/03/2024
criteria

6 Development of audit plan Audit team 07/03 /2024

7 Review and approval of audit | Audit team leader 07/03/2024
plan and stakeholders

8 Implementation of on-site | Audit team 07/03 /2024
audit

9 Collection and analysis of|Audit team 07/03/2024
audit results

10 Drafting the audit report Audit team leader 11/03/2024

11 Review and approval of the|stakeholders 11/03/2024
audit report

12 Distribution of the final audit | AUDIT team leader 11/03/2024

report

Source : elaborated by our care .

In this section, we implemented our action plan, as outlined in the previous table, to

contribute to the completion of an internal audit within the company " INAMED", with the

aim of auditing the quality management system .

1.1 Managing an audit programme:

The first step entailed the integrated management manager contacting the audit expert to

schedule the audit date. Following this, we worked together with Expert Consulting to

establish a schedule, covering: objectives of the audit program; scope ; schedule; types of
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audits; audit criteria; methods to be employed during the audit; and relevant documented

information. SeeAppendix1

% The objectives of this audit were:

o Ensure the management system meets all audit standard requirements.

o Verify the organization has effectively implemented its planned arrangements.

o Confirm the management system can achieve the organization's policy objectives.
o Audit the management system documentation

o Review the scope of application

. Identify non-conformities, positive points, and opportunities for improvement

Upon approval of the audit plan by the manager of INAMED, the Integrated Management
Officer (RMI) transmitted it via email to all process pilots to inform them and enable them
to prepare adequately. Additionally, the expert, in collaboration with our team, conducted a
thorough review of the documentation related to each audited process. This documentation
included quality policies, process sheets, operational procedures and any relevant
documents. This process aimed to ensure that each process complied with the requirements

of the quality management system. See Appendix 1

Acquire an understanding of the organization's context, its environment, the socioeconomic

framework, the system's parameters, and the profession's characteristics.

1.2 The opening meeting:

The opening meeting, chaired by the consulting expert, took place as scheduled on March
7, 2024, at 8:30 AM. It was attended by INAMED manager and all process leaders and
lasted for 30 minutes. The meeting was conducted under favorable conditions. Expert
Consulting facilitated the meeting, adhering to the audit plan to outline the program's
procedures. During the meeting, the audit objectives were presented, and the scope and
criteria of the audit were clarified. Additionally, the schedule and responsibilities of each
participant were defined. Both auditors and auditees also discussed communication

methods and any potential logistical constraints.
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Held at the mission site, involves the following participants:

o The manager of the audited entity

o The audit team

o Trainee

o The points to be addressed during this meeting are as follows:

. Introduce the auditors, their experience, their roles

. Request a representative to introduce the audited individuals and their roles

. Recap the scope and objectives of the audit

. Outline the audit process: presentation of the audit plan, methods, communication
channels

. Office location, working hours, phone line.

o Determine and agree what office facilities are available and normal working hours.

1.3  Conducting of Internal Audit :

The opening meeting is followed by conducting interviews with the auditees . For
collecting objective evidence and evaluating non-conformities in INAMED's processes.
We interview employees at various levels and examine relevant documents to ensure
compliance with the ISO 9001 standard. The aim is to identify gaps between the defined

processes and best practices.

1.4 Conducting Interviews:

The utilized methodologies included interviews, activity observation, and documentation
and records review. The audit structure adhered to the attached audit plan see
appendix .The auditor commenced the interview by requesting the auditee to outline their
activities within INAMED to understand the processes and guide questions towards
specific points, all while documenting the discussion .We reviewed and analyzed process
sheets and activity reports. The concluding step involved analyzing the audit findings and
discussing them with the auditee, backed by evidence, with the goal of evaluating the
effectiveness of the process for identifying non-conformities, risks, and opportunities
related to the objectives.During the internal audit, we meticulously observed the conduct of
activities, the work environment, and the working conditions. We also paid particular
attention to the relationships between process managers, the interactions between different

processes, and the communication tools utilized. Additionally, we examined the methods
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of information sharing and display to ensure clear and effective understanding among all

team members.

1.5 Conducting closing meeting :

The auditor held the closing meeting in adherence to the predetermined schedule outlined
in the audit plan, with the attendance of all participants who duly signed an attendance
record . Within this forum, the auditor provided an overview of the audit's progression,
commencing with expressions of gratitude towards all attendees for their invaluable
contributions. Subsequently, a comprehensive recapitulation of the audit's objectives,
criteria, and scope was delivered, supplemented by elucidations on identified instances of
non-conformance. The auditor inform to formulate a corrective and preventive action plan
to address all identified non-conformities. Subsequently, a conclusion was delivered.
action plan aimed at rectifying all identified non-conformities. Finally, the session

culminated in the presentation of conclusive remarks.

The Lead Auditor has also conveyed to the auditees and other participants that the audit
report will be issued on 11/03/2024.

» Positive observations of QMS in INAMED :

e A highly engaged employees

e The company demonstrates exemplary proficiency in the marketing of its
products.

e  Well managed horizontal diversification

e  Products offered of better quality.

e  Significant investment has been made in the automation of production

machinery.

» Audit findings:

1. 01 major non-conformity
2. 06 minor non-conformities

3. NA minor/major non-conformities unresolved from the previous audit.

1.6 Preparing and distributing audit report:

» Preparing audit report:
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The audit team leader reported the audit conclusions in accordance with the audit plan. The
report contains a comprehensive record of the audit, encompassing details such as the audit
objectives, scope (particularly the identification of the organization, INAMED, and the
audited functions or processes), audit team and auditee participants, dates and locations of
audit activities, audit criteria, findings, evidence, and conclusions. It also includes a
statement on the degree to which the audit criteria have been fulfilled, a summary of audit
conclusions, main findings supporting them, and any identified good practices. a clear
description of identified non-conformities supported by formal evidence referencing
relevant documents and standards chapters and corrective Actions. Appendix 2

> Distributing audit report:

After preparing the audit report and ensuring the accuracy of findings, it was carefully
reviewed to ensure it encapsulated all relevant observations and recommendations.
Following this thorough review process, the report was officially distributed on the agreed-
upon date of 10/03/2024 A copy of this audit report was sent to the Integrated

management system .

1.7 Conducting audit follow-up:

The outcome of the audit, as outlined in ISO 19011, was based on its objectives in
INAMED, where the aim was to conduct an internal audit as a diagnostic tool for assessing
the current situation. Upon completing the audit, the report indicated the need for
corrections, corrective actions, and opportunities for improvement. Therefore, we
developed an action plan to address the non-conformities identified. It is worth mentioning
that we diagrammed the results of our audit report using a self-assessment grid
recommended by the auditor, in compliance with the requirements of the ISO 9001:2015
standard. Additionally, we managed and addressed the audit findings through non-
conformity forms to identify root causes and propose corrective actions. Finally, we

created a tracking table for non-conformities to ensure traceability of reported issues.
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Section 2 : Audit Report Analysis and monitoring of results :
1. Audit Report Analysis:

As we analyze our audit report at INAMED, this process will assist us in assessing the
Quality Management System within INAMED. Additionally, this analysis will enable us to
identify the processes exhibiting the highest number of non-conformities, allowing us to

devise an action plan to address these issues and improve the QMS.

Using the grid allow us to evaluate conformity to requirements and detect non-conformities.
It also contains the standard's requirements reformulated and classified into articles and
sub-articles. For each sub-article, a level of conformity is provided, including the following
propositions: false, rather false, rather true. Consequently, the overall results of each are
presented in the form of a radar diagram, representing the level of conformity of the

articles to the requirements of the ISO 9001 standard.

The table below illustrates the correspondence between levels of truthfulness and levels of

compliance.

Autodiagnostic sur les exigences de I'ISO 9001:2015

Etablissement : Nom de I'établissement / entreprise / organisation...

Date de l'autodiagnostic : Signature du responsable de

p
NOM et Prénom
BiCE @:

R de I

L'équipe dautodiagnostic :|[Noms et Prénoms des participants

| Taux Libellés Modes de preuve
% des évaluations et commentaires

Réf. Critéres d'exigence des articles de la norme | Evaluations

de I i et de son TisiEant “ Conformité de niveau 4 : BRAVO ! Maintenez et communiquez vos
e résultats.

Les enjeux internes et
extemes de Tabuk ne sont
pas défini par manque dune
méthode de détermination

| fabla.

Les enjeux internes et extemnes sont déterminés
cr 1 |relativement a la finalité et l'orientation stratégique Faux 0%
de l'organisme

-

Choix de VERACI

Les informations relatives aux enjeux extemnes et

N .
5 : A i
cr2 internes sont surveillées et revues pénodiquement Faux ResTesAe ey de diection
o ouE 5 Svetime Plutgl Fa“f La sureveillance nexiste pas . |
er3 ¥ Plutt Vrai ettant donné quun SMQ

de Managemem de la Qualité (SMQ) sont identifiés Vrai

n'esxiste pas
[ & ion des b ins et des des Infor \ r 23% Conformité de niveau 2 : Il est nécessaire de pérenniser la bonne
parues intéressées it exécution des activités.

| Mode Emplm MEETEEN  Résultats globaux Résultats par Article Plans d'action dé

Source : elaborated by our care.
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Table 8: The evaluation scale

False Insufficient
Rather false Informal
Rather true Convincing
True Complint

Source : ISO 9001 self-assessment grid

1.2 Audit results :
1.2.1 Results by chapter :

After conducting a audit of the quality management system in collaboration with expert
consultants within LLB INAMED and compiling a comprehensive audit report, we
proceeded to conduct a detailed evaluation of each chapter of the ISO 9001 standard. This
evaluation enabled us to determine the level of compliance and the degree of performance
of the company in quality management. For each chapter and sub-chapter, we accurately
calculated the level and rate of compliance. The results of this evaluation were presented in
the form of radar diagrams, created from the ISO 9001 self-assessment grid. All the

detailed results see appendix 3
A. Chapter 04: Context of the organization

Figure 7: Presents the results of Chapter 4
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Source : Developed by our care based on the self-assessment grid
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The figure represents a radar chart illustrating the compliance rates for four sub-chapters of

Chapter 4 of the ISO 9001:2015 standard within a company. The four axes of the chart are:
1. Context (4.1) - with a compliance rate of 0%
2. Needs (4.2) - with a compliance rate of 23%
3. Application of QMS (4.3) - with a compliance rate of 75%
4. QMS and processes (4.4) - with a compliance rate of 38%
» Comments on the figure:
Context (4.1):

The compliance rate is 0%, indicating significant gaps in understanding and integrating the
organizational context into the Quality Management System (QMS). This means the
company has failed to identify or analyze the internal and external factors that could

influence its QMS, a key requirement of ISO 9001:2015.
Needs (4.2):

The compliance rate is 23%, showing that the company needs to better understand and
meet the needs and expectations of interested parties. Improving the processes for
collecting and analyzing customer and stakeholder needs is essential to increase this

compliance rate.
Application of QMS (4.3):

The compliance rate is 75%, the highest among the evaluated sections. This indicates that
the company has relatively strong practices for applying the QMS. However, there is still

room for improvement to achieve full compliance.
QMS and processes (4.4):

The compliance rate is 38%, suggesting moderate difficulties in establishing and
maintaining QMS processes. These processes need optimization and better structuring to

be more effective and contribute better to overall quality.
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B. Chapter 05: Leadership

Figure 8: Presents the results of Chapter 5
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The figure represents a radar chart illustrating the compliance rates for three sections of

Chapter 5 of the ISO 9001:2015 standard within a company. The three axes of the chartare:

1. Leadership and commitment (5.1) - with a compliance rate of 80%
2. Policy (5.2) - with a compliance rate of 66%
3. Responsibilities and authorities (5.3) - with a compliance rate of 53%

» Comments on the figure:
1. Leadership and commitment (5.1):

The compliance rate is 80%, which is relatively high. This indicates that the company has
implemented strong practices in leadership and commitment according to ISO 9001:2015
requirements. This means the management is actively engaged in the quality management

system and plays a key role in promoting and continuously improving it.
2. Policy (5.2):

The compliance rate is 66%, showing that the company meets most of the quality policy
requirements but still has areas to improve. This might involve better communication of
the quality policy, greater employee involvement in its implementation, or adjustments to

align the policy with the company's strategic objectives.
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3. Responsibilities and authorities (5.3):

The compliance rate is 53%, the lowest among the three evaluated sections. This indicates
significant gaps in defining and assigning responsibilities and authorities within the
company. To improve this rate, the company should clarify employee roles and
responsibilities, ensure these roles are well understood, and delegate the necessary

authority to manage quality processes effectively.
C. Chapter 06: Planning

Figure 9 : presents the results of Chapter 6
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The figure represents a radar chart illustrating the compliance rates for three sections of

Chapter 6 of the ISO 9001:2015 standard within a company. The three axes of the chartare:
1. Actions to address risks and opportunities (6.1) - with a compliance rate of 0%

2. Quality objectives and planning to achieve them (6.2) - with a compliance rate

of 46%

3. Planning of changes (6.3) - with a compliance rate of 0%
» Comments on the figure:

1. Actions to address risks and opportunities (6.1):

The compliance rate is 0%, indicating that the company has not implemented the necessary
actions to identify, assess, and address risks and opportunities. This is a critical gap
because managing risks and opportunities is essential for ensuring the sustainability and

continuous improvement of the Quality Management System (QMS).
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2. Quality objectives and planning to achieve them (6.2):

The compliance rate is 46%, showing that the company has partially established and
planned its quality objectives. While there are efforts in this direction, improvements are
needed to ensure the quality objectives are clearly defined, measurable, achievable,
relevant, and time-bound. This alignment will help the company better achieve its strategic

quality objectives.
3. Planning of changes (6.3):

The compliance rate is 0%, revealing that the company does not effectively plan changes.
Proper change planning is crucial to ensure that any changes are well-thought-out,
coordinated, and implemented to minimize risks and maximize benefits. Lack of change

planning can lead to disruptions and a decline in product or service quality.
D. Chapter 07: Support

Figure 10: presents the results of Chapter 7
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The following figure represents a radar chart illustrating the compliance rates for five
sections of Chapter 7 of the ISO 9001:2015 standard within a company. The evaluated

sections and their compliance rates are as follows:

1. Resources (7.1) - with a compliance rate of 21%

2. Competence (7.2) - with a compliance rate of 30%
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3. Awareness (7.3) - with a compliance rate of 0%
4. Communication (7.4) - with a compliance rate of 30%

5. Documented information (7.5) - with a compliance rate of 47%

» Comments on the figure:

1. Support and resources (7.1):

The compliance rate is 21%, indicating that the company needs to make significant efforts
to ensure that the necessary resources (human resources, infrastructure, work environment,
monitoring and measuring resources) are adequately identified and provided. Improving
this section is essential for the company to operate effectively and achieve its quality

objectives.

2. Competence (7.2):

The compliance rate is 30%, indicating that the company needs to improve the
management of employee competencies. It is crucial to identify competency needs,
adequately train personnel, and maintain appropriate competency levels to ensure the

quality of products or services.

3. Awareness (7.3):

The compliance rate is 0%, revealing that the company has not implemented effective
measures to raise employee awareness about the importance of their contribution to quality
and the objectives of the QMS. Awareness is essential to ensure that all personnel are

aligned and motivated to achieve quality objectives.

4. Communication (7.4):

The compliance rate is 30%, showing that there are gaps in internal and external
communication within the company. Effective communication is vital to ensure that

relevant QMS information is exchanged in a timely and appropriate manner.
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5. Documented information (7.5):

The compliance rate is 47%, the highest among the evaluated sections. While this rate is
relatively better, it still indicates that improvements are needed in managing documented
information, including the creation, updating, control, and distribution of documents and

records relevant to the QMS.
E. Chapter 08: Operation

Figure 11: presents the results of Chapter 8
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The following figure represents a radar chart illustrating the compliance rates for five
sections of Chapter 8 of the ISO 9001:2015 standard within a company. The evaluated

sections and their compliance rates are as follows:
1. Planning and operational control (8.1):

The compliance rate is 48%, showing that the company has relatively solid planning and
operational control practices in place, but there are still improvements needed to fully

comply with the requirements of ISO 9001:2015.
2. Requirements for products and services (8.2):

The compliance rate is 26%, indicating that the company needs to improve its processes

for determining, understanding, and meeting customer requirements for products and
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services. Effective processes are necessary to correctly capture customer requirements and

ensure their satisfaction.
3. Control of externally provided processes, products, and services (8.4):

The compliance rate is 40%, indicating that the company has practices in place to control
the contributions of external providers, but there is still room for improvement in managing

these external processes.
4. Production and service provision (8.5):

The compliance rate is 26%, showing that the company needs to improve its production
and service provision processes to ensure that products and services meet specified

requirements.
5. Release of products and services (8.6):

The compliance rate is 0%, revealing major weaknesses in the final control of products and
services before delivery to the customer. It is crucial for the company to implement
rigorous procedures to verify that all products and services meet requirements before their

release.
6. Control of nonconforming outputs (8.7):

The compliance rate is 40%, showing that the company has practices in place to control
nonconforming products and services, but there are still opportunities for improvement to

ensure effective management of nonconformities.

Note: Sub-chapter 8.3 is excluded because INAMED does not engage in design activities
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F. Chapter 9: Performance Evaluation

Figure 12: presents the results of Chapter 9
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Source: Developed by ourcare based on the self-assessment grid

The following figure represents a radar chart illustrating the compliance rates for the
sections of Chapter 9 of the ISO 9001:2015 standard within the company. The evaluated

sections and their compliance rates are as follows:
1. Performance evaluation (9.1) - with a compliance rate of 62%
2. Internal audit (9.2) - with a compliance rate of 0%
3. Management review (9.3) - with a compliance rate of 0%
» Comments on the figure:
1. Monitoring, measurement, analysis, and evaluation (9.1):

The compliance rate is 62%, indicating that the company has relatively solid practices in
place for monitoring, measurement, analysis, and evaluation. However, improvements are
needed to achieve full compliance with the requirements of ISO 9001:2015. This section is

crucial to ensure that processes are effective and that quality objectives are met.
2. Internal audit (9.2):

The compliance rate is 0%, revealing critical gaps in conducting internal audits. Internal

audits are essential for evaluating the effectiveness of the quality management system
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(QMS) and identifying areas needing improvement. It is imperative for the company to

implement a regular and systematic internal audit program.
3. Management review (9.3):

The compliance rate is 0%, indicating that the company has not established an effective
process for management review. Management review is a key requirement of ISO
9001:2015, as it ensures that the QMS remains relevant, adequate, and effective. Regular
management review meetings are necessary to assess the QMS performance and make

data-driven decisions.
G. Chapter 10: Improvement

Figure 13: presents the results of Chapter 10
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The following figure represents a radar chart illustrating the compliance rates for the
sections of Chapter 10 of the ISO 9001:2015 standard within the company. The evaluated

sections and their compliance rates are as follows:
1. General (10.1) - with a compliance rate of 0%
2. Nonconformity and corrective actions (10.2) - with a compliance rate of 43%
3. Improvement (10.3) - with a compliance rate of 57%.

» Comments on the figure:
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1. General (10.1):

The compliance rate is 0%, indicating that the company has not implemented an effective
process for continuous improvement. This section is essential to ensure that the quality
management system (QMS) constantly evolves to better meet requirements and
expectations. The company must establish regular evaluation and improvement practices to

identify optimization opportunities.
2. Nonconformity and corrective actions (10.2):

The compliance rate is 43%, indicating that the company has practices in place to manage
nonconformities and corrective actions, but there is still room for improvement. It is
crucial to have a rigorous system to identify, document, and address nonconformities to

prevent their recurrence.
3. Improvement (10.3):

The compliance rate is 57%, showing that the company has relatively effective
improvement processes in place. However, additional efforts are necessary to achieve full
compliance with the requirements of ISO 9001:2015. A culture of continuous improvement

must be integrated at all levels of the organization.

Overall results of the internal audit with respect to the requirements of the ISO

9001:2015 standard:

Figure 14: RADAR diagram presents the overall results of our report
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Source: Developed by ourcare based on the self-assessment grid.
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The figure presents an overview of the quality management system of the INAMED Group
through a radar diagram and several histograms, illustrating the levels of compliance and
accuracy of the requirements of the ISO 9001:2015 standard. The radar diagram reveals
that the overall compliance of the articles is only 32%, characterized as informal, with
notable weaknesses in the areas of improvement (Chapter 10) and the execution of
operational activities (Chapter 8). The histograms show that 70 criteria out of 154 are
considered "False," while only 27 are "True," and that 13 sub-articles out of 28 are deemed
informal. These results indicate that the current system requires significant improvements
to achieve an acceptable level of compliance and ensure effective performance in line with

the standards of the ISO 9001:2015 standard.

Figure 15: Radar Diagram Illustrating Compliance Rates with Respect to the 28

Requirements
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The radar diagram figure illustrates the compliance rates of the quality management system
of the INAMED Group with respect to the 28 sub-chapters (requirements) of the ISO
9001:2015 standard. The results show varied compliance levels with notable strengths in
the areas of management commitment (Chapter 5.1), quality policy (Chapter 5.2), and

communication (Chapter 7.4), reaching nearly 100%. However, significant gaps remain in
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management review (Chapter 9.3), internal audit (Chapter 9.2), and corrective action

management (Chapter 10.2), indicating critical areas requiring major improvements to

achieve full compliance and ensure the effectiveness of the quality management system.

2. Results-based monitoring :

2.1 Interpretation of the observation grid :

As previously mentioned, we designed a structured observation grid to systematically and

objectively collect data during our internship. This grid facilitates the precise and detailed

recording of behaviors, events, or conditions observed within a specific context. Below is

our observation grid:

Table 9 :observation grid

Observation Criteria

Motivation of Employees

Execution of HR Tasks

Certification of the Logistics Process

Reliability of Equipment

Quality of RawMaterials

Training and  Knowledge of

Employees

Description

Employees are motivated to obtain ISO 9001
certification but are reluctant to perform

additional tasks.

The HR process pilot is partially committed

because they also work for another company.

The logistics process, although important for
exports and imports, is not included in the

certification plan.

The equipment is exceptionally reliable and high-

tech.

The raw materials used are of excellent quality.

Training and knowledge are limited to certain
employees (regarding the quality management

system).
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Absence Management Absence management 1is inadequate, which

affects the continuity of processes

responsibilities and authorities If the production process pilot is absent, the
production line is paralyzed because they are the
only one authorized to initiate production.
However, the production process pilot is not

always available as he resides in Tunisia.
Source: Elaborated by our care

The organization displays a mix of strengths and areas for improvement across its
operational and management aspects. While employee motivation towards ISO 9001
certification is commendable, their reluctance to undertake additional tasks may hinder
adaptability. The partial commitment of the HR process pilot due to external commitments
raises concerns about resource allocation and compliance. Excluding the logistics process
from the certification plan could affect overall quality management comprehensiveness.
The reliability of high-tech equipment and the use of good-quality raw materials are
positive, but limited training on the quality management system and inadequate absence
management present risks. Dependency on a single production process pilot residing
abroad poses operational challenges. Addressing these issues, particularly through
comprehensive training, effective absence management, and contingency planning for
critical roles, will strengthen the organization's quality management system and overall

operational resilience.

2.2 Proposed action plan:

Following the completion of the internal audit, we identified discrepancies with the ISO
9001:2015 standards. We will develop a comprehensive action plan order to address the
gaps identified. The action plan will function as a roadmap, guiding the execution of
necessary actions and ensuring that all required measures are implemented. Additionally, it
will provide a mechanism for tracking progress and ensuring accountability in accordance

with the ISO 9001 standard.

Action plan See appendix 4
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2.2.1 Result of the Interviews :

We conducted 5 interviews. The purpose of these interviews was to:

- Identify the interested parties.

- Examine the needs and expectations of the interested parties /relevant stakeholders:

Table 10 :The interested parties

Process Stakeholders Their needs Interest Power
(influence)
Commercial Consumers Quality of | 3 3
products ,
Competitive prices
Distributors Access to sufficient 2 2
stock , Promotional
support
Procurement Suppliers Payment terms , 3 3
Order forecast
Solvency , Credit 2 2
. . t
Banks / Financial graratitees
institutions
Governmental 1 3
authorities
Transport Transport 2 2
company conditions
Quality control | Client Compliant product 3 3
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State 1 3
Laboratory Representative 3 1
samples
Suppliers Compliant product , 3 3
traceability
Human Organization /| Training 2 1
resources Training opportunities ,
course contract
Syndicate Collective 3 3
bargaining ,
Respect for rights
Recruitment Job offer , 2 1
agency Contractual
relationships
Production High quality 3 3
Clients product, Deadlines
Clear instructions , 2 2
timel t
Subcontractor Tmely paymen
Materials Supplier | Regular  order 2 2
sustainable
contracts
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Table 11: The evaluation scale

1 low relevance
2 strong relevance
3 very strong relevance

Source: Elaborated by our care

2.2.2 The process of resolving non-conformity:

In this section, we outline the procedural steps taken to address the recurrent non-
conformities within the management process of LLC INAMED. The resolution of these
non-conformities will not only enhance the management process but also augments the
overall efficacy of INAMED. Root cause analysis was conducted, followed by the

implementation of appropriate corrective measures.
v The non-conformity to be addressed

After our audit, one major non-conformity and six minor non-conformities were identified
within the quality management system. To record and track the identified non-conformities,
we developed a non-conformity Handling Form (Correction and Corrective Action) to each
non —conformity containing information about the nature of the non-conformity, its
location, severity, corrective actions to be undertaken, designated responsible parties, and

deadlines for corrective actions.

But for our work we will present a non-conformity handling form for the non-conformities
identified in Chapter 6 "Planning" and sub-chapter 6.1 "Actions to address risks and

opportunities see appendix 5
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Table 12: Description of Non-Conformity

Non-Conformity No risk and opportunity analysis has been

conducted for each process.

The ISO 9001 standard requirement. Clauses 6.1. require an organization take

action to identify risks and opportunities

Functional Area Management team

Source: claborated by our care

v Actions to address risks and opportunities:
Analysis of different process risks and opportunities:

In the audit report, one of the findings pertains to our comprehensive analysis of the
available documentation, which revealed a notable absence of risk and opportunity
assessments associated with individual processes. Consequently, the absence of
corresponding action plans hindered the mitigation of risks and exploitation of
opportunities. This deficiency extended to stakeholder monitoring, where the clarity and
relevance were notably lacking. In response to this identified non-conformity, we
elaborated a Risk and opportunity analysis sheet in collaboration with the integrated

management system manager we've implemented the 5*5 risk Matrix see appendix 6

Table 10: Identification of risks
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Source [causes) Ewaluation

Fiizk Frocess Action Plan

Context elements

P G I | Actions responzibility

| Determination of purchasing requirements
- Communication of purchasing

Man-compliance with purchasing or Stack shorageloutage requirements

semnvice requirements by suppliers and | Threats External. Praduction halt n Maon) Pracurement and supply chain m) 3 4 - Supplier selection Pracurement

semvice providers compliant production - Supplier evaluation

- Communication of purchasing

| requirements

Praduct availability survey on the market
according to the custamer tracking

Product shartages in the market Threats Internal commercial 3 4

Loss of market share L | procedure Commercial
. . Determination of customer requirements
Man-compliance with customer : (R i
2 Threats External. Commercizl 2 4 g Communication of customer requirements
requirements : ; .
Loss of market share Customer satisfaction survey Commercial
Compliance with legal and regulatory Strengthening legitimacy
requirements Swengths Intermal tow ards legal and regulatary Management 1 4 4 Fegulztory and normative monitaring
autharitie Quality control
Verification of working conditions
High Turm-cuer rate weaknesses |Intemnal Increasein burdens anthe Human Resources 1 4 4 | Determining recruitment requirements
company Lack of mastery of Aszeszsing the effectiveness of recruitments
processes by new recruits Developing a career development plan HR
Bppearance of non-
. External! conformities due to lack of . o
The absence of the training plan Weaknesses Human Fesources 2 2 Developing atraining plan
Internal mastery of work procedures

HR

Source: claborated by our care

v' Opportunities of different processes:

Table 13: Opportunities of INAMED

N: Context elements Opportunities Actions Responsibility
1 Supplier loyalty Cost improvement Assessment of Procurement and
Compliance with = external supply chain
requirements service
providers.
2 Installation of the self- Independence in Completion of quality control

control laboratory verifying the the laboratory
compliance of our construction.
product parameters at

all levels.

3 The possibility to correct Reduction of product Stafftraining  Industrial
settings during production.  non-conformities Determining
process
monitoring
parameters

4 Flexibility of production Diversification of the Research and quality control
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equipment product portfolio development
of products

Source: elaborated by our care

2.2.3 The Quality policy:

During our internship, we collaborated with the Integrated Management System manager
to review INAMED's quality policy. As part of their commitment to continuous
improvement, INAMED has set more ambitious objectives within their Quality
Management System (QMS). In addition to refining the quality policy, we ensured its
alignment with ISO 9001 standards and communicated these enhanced objectives to all
relevant stakeholders, including employees, suppliers, and clients, to ensure

comprehensive understanding and adherence. See appendix 7

2.2.4 The implementation of the action plan:

Owing to temporal limitations, we encountered difficulty in executing all the actions
delineated in the action plan. The subsequent table will enumerate the actions which we

were able to cultivate during our tenure of internship at INAMED.
Table 14: Planning
Clauses Deliverable Responsible
4.2 Determination of relevant interested Trainee

parties

Determination of needs and expectations
of PI

5.2 Revise the quality policy and integrate Trainee +

new quality, IMSM
6.1 Risk and opportunity analysis Trainee +
IMSM
sheet
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Source: Elaborated by our care

2.3 Non-conformance handling table:
Given that we were unable to address all the non-conformities, we have developed a
tracking table for the INAMED company. A non-conformity tracking table is a
fundamental pillar in quality management within organizations. This table enables
INAMED to centralize all encountered non-conformities, providing a comprehensive
overview to identify recurring trends and underlying issues. By meticulously documenting
the corrective actions taken for each non-conformity, it ensures rigorous tracking,
assigning responsibilities and deadlines to guarantee their resolution. Furthermore, it serves
as a platform for internal communication, enhancing transparency and alignment among
stakeholders regarding ongoing quality challenges and the measures implemented to
address them. By analyzing the data from the table and the non-conformity reports we have
prepared, we have identified the root causes of the issues, thereby facilitating the

implementation of preventive measures to avoid their recurrence. See appendix 8
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Section 3 :Discussion

The review of literature by(Mehmet Sitki Ilkay, 2012) investigated the impact of ISO 9001
certification on the performance of SMEs in Turkey, finding no significant performance
difference between certified and non-certified companies, but noting higher quality
practices in certified companies. Conversely, as our work in INAMED involved
conducting an audit to assess their QMS status and identify non-conformities, with the
primary goal was achieving ISO 9001 certification to gain market access. Both contexts
emphasize the importance of certification in enhancing quality practices, yet differ in their
motivations—INAMED's focus is on external market benefits, while the study also

considers intrinsic benefits and overall performance impact.

(Laura Bravi, 2019) on the implementation of the ISO 9001:2015 standard in Italian
companies reveals that the main motivations are internal improvements and external
market pressures, with benefits including better quality management and increased
customer satisfaction, but also obstacles such as excessive costs and administrative
formalities. Our experience at INAMED reflects similar motivations, as the main objective
was to obtain ISO 9001 certification to access new markets. However, either do us
encountered specific limitations, which constitute a significant internal barrier. In summary,
while the Italian companies studied by Bravi highlight the benefits of continuous
improvement, risk management, and synergy with other standards, INAMED shares the

same external motivations but faces distinct internal operational challenges.

Both the article "Total Quality Management and Its Relationship with the Internal
Audit" (Haronet, 2012) and us as trainee at INAMED recognize the significance of the
human element in implementing quality management systems (QMS). Haronet's study
underscores the importance of internal auditors developing new skills and transitioning to
cooperative roles within TQM frameworks, emphasizing collaboration with production
management to ensure quality standards. Similarly, at INAMED, we highlight the pivotal
role of the human element in the QMS implementation process. We sensitize employees
about quality and certification through interviews and other initiatives. Both contexts
emphasize the need for continuous improvement, adherence to high ethical standards, and
alignment with organizational goals, aligning with the principles of Total Quality
Management. Additionally, we have recognizing their crucial roles in ensuring the

effectiveness of TQM and internal audit functions. Overall, while the article provides
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theoretical insights into the relationship between TQM and internal audit, during our
internship in INAMED we have put practical efforts to sensitize and involve employees
in quality management processes, reflecting a hands-on approach to implementing TQM

principles within the organization.

(Al-Mahawili, 2023) and the internal audit approach at INAMED prioritize the evaluation
and enhancement of quality management systems (QMS) through internal audits based on
ISO standards, particularly ISO 19011:2002 guidelines. INAMED appears to prioritize
compliance with these standards in its internal audit practices. This suggests that while
both entities share a common goal of enhancing QMS through internal audits, they may
differ in the extent to which they adhere to ISO guidelines, potentially influencing the

effectiveness of their quality management processes.
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CONCLUSION



The aim of this research was to perform a thorough internal audit, address any identified non-
conformities, and devise a strategic action plan. To achieve this, we incorporated a wide range of
theoretical concepts related to internal auditing and quality management systems (QMS), while
also assessing the broader impact of internal auditing on businesses. Our qualitative study, utilizing
semi-structured interviews, detailed observations, and extensive document analysis, underscored
the crucial role of internal auditing in the implementation and optimization of quality management
systems. This multifaceted approach allowed us to gain deep insights into the practical and

theoretical aspects of the audit process.

We meticulously detailed each step of the internal audit process. Working alongside a consulting
expert, we conducted the audit using a specially developed checklist and participatory observations
to ensure a rigorous and accurate evaluation. These tools enabled us to collect precise data and
formulate relevant recommendations to enhance the company's QMS. The use of a comprehensive
checklist ensured that all critical aspects of the QMS were evaluated, leaving no room for oversight

and thus providing a solid foundation for improvement.

In our evaluation of INAMED's quality management system (QMS) according to ISO 9001
standards, we conducted an internal audit to assess the system's effectiveness and identify both
strengths and areas for improvement. Collaborating with an expert consultant, we meticulously
followed an action plan that involved preparation, information collection, on-site audits, and
detailed reporting. Our audit revealed significant employee engagement and proficiency in product
marketing, along with high-quality product offerings due to substantial investments in automation.
These findings highlighted the robust aspects of INAMED’s operations, showcasing its strengths in

critical business areas.

However, we identified one major and six minor non-conformities, particularly in understanding
the organizational context, addressing risks and opportunities, planning changes, resource
management, competence, and communication. This discovery was essential in pinpointing
specific areas where INAMED needed to focus its improvement efforts. Through radar diagrams,
we visualized compliance levels across various ISO 9001 chapters, such as the context of the
organization, leadership, planning, support, and operation. These visual tools not only facilitated a
clear understanding of the compliance levels but also helped in communicating the findings
effectively to all stakeholders involved. These insights led us to develop corrective action plans and
follow-up measures to enhance INAMED's QMS, ensuring continuous improvement and alignment

with ISO 9001 standards.

Due to the limited period of the internship, the realization of this dissertation encountered some

difficulties. We conducted an internal audit and worked on the non-conformities detected in
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chapters 4, 6, and 7 of the ISO 9001 standard. We also elaborated follow-up measures for the
treatment of non-conformities for INAMED to address the remaining unresolved issues. This
continuous process of follow-up and resolution is crucial for maintaining the integrity and

effectiveness of the QMS over time.

Finally, contributing to the internal audit and the implementation of the quality management system
at INAMED enriched our understanding of internal audit processes and quality management
systems, thereby consolidating our academic training. The hands-on experience gained through this
research has not only deepened our theoretical knowledge but also enhanced our practical skills,

preparing us for future challenges in the field of quality management and internal auditing
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Appendix 1: Audit Plan

Audit Plan March 7th, 2024

1. General Information

Auditor Team Consulting expert Trainee
Audit Type internal (first-party]
Audit Standard 1503001

Audit Date March 7th, 2024

Audit Time B.30am- 4.00pm

Day 1
Time Process Auditor Activity

08.30 Opening Meeting: Audit team + Trainee Opening Meeting:
- Recap of the audit scope
and its ohjectives and
criteria
- Audit process;
presentation of the audit
plan. methods,

communication channels.
- Questions answers

09.00 Management Process  Audit team + Trainee - Scope of the QMS (Quality

hianagemant Svstam)

- Exclusions and outsourcad
procassas;

- Implemanttion of stratasic
diractions, Qualite Policy.

- Qualitr objactives and
tarests

- Customer feadback

- Typas of commmication
applied intarpally =ctemalke
{customar fzadback)

- Status of the documantaion
swstam

- Intarnal Audit &
hlanasemant Eaviswr
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Time

Process

Aunditor

Activity

Procurement and

10.30 Supply Process:

Audit team + Trainee

- Planning and implementation of
procurements

- List of external suppliers

- Evaluation and selection of
suppliers

- Purchase-related information
reception requirements

- Verification of purchased
product

- Identification and traceability of
stocks

- Control of changes

- Determination of risks and
opportunities

- Quality objectives and action
planningto achieve them

- Implementation of the
improvement loop

10,30

Commercial Process

Audit team + Trainee

- Detarmination of product
raquiramesrnts.

- Order procassing

-Raviaw of raquiremsnts

- Contractine and Imvoicing

- Contract manacamant

- Warification of abilitvto mast
raquiraments

- Customer information customsr
complaints, and customar
satisfaction survavs

- Ohperational control

- Communication managamart
- Distarmination of risks and
opportunitiss

- Caality objectivas and action
planning to achisvethem

12,-

Eresk
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Time  Process

Auditor

Activity

pLog HumanRssouwss
Procass

Audit team + Trainee

- Recruitmant planand
administrative manssarmant.

- Training manassmeant.

- Carzer manspament and skills
assas smants,

- Deeupational haslth

- hlanagsmant of organizational
Inowlades

- Determination ofrisks and
oppoftunities

- Qruality objectives andaction
plannine to achisvethem

- Implemantation of tha
improvement loop

oLoo ProductionProcess:

Audit team + Trainee

-Flanning and implementation of
operational activitizs

Product requirsmants
Production manasement
-Management of chansssin
product and sarvics requiramants
- Post-deliverv activities & control
of non-confommis products

- Werification and improvement
- Determination ofrisks and
oppoftumities

- Qruality objectives and action
plannine to achisvetheam
-Implamentation ofthe
improvemesnt loop

2.00 Maintenance Process

Audit team + Trainee

90

-Infrastruchrs manasament

- hansgament ofthe smvirommant
associated with PF (Production
Floor) storazs and packaging

- Equiprnant maintensnes and
calibration monitoring

- WMaasurarnant tracaability
-Idantification and traceabilits




Time Process

Auditor

Activity

0100

5. Release
Auditor Name |R.E

Release Diate: 03/06,/2024
Auditor Signature

Cuality Control

Process

- AnalvsisandFzlzase of FT
{Finishad Products)

-Control of PFF Environment

- Rasoumas for monitoring and
maasuemant

-Equipmant maintsmanceand
calibration monitoring

- llzasurament tracaabilitv

-FF identification and traceahility
- Deetarmination of risks and
oppofunitias

- Chuality ohjactives andaction
plannine to achisvethem
-Implementation ofthe
improvement loop
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Appendix 2: Audit report

Audit report

Oreanization profile:
| Anditor Taam Consulting sxpert Trainss
Contact par=on Yacina hIsbari
Gemeardl dasoription
of awditad DNAMED ahladiterranean goric-fond company.
Mlanch Th, 2024
JAndit Diats
Clamza Titlals) NC MINMC | .
4. [Understating the
D N S idantifisd intemal o
Teteersbed and extemal issues affecting 11:5
2 objactives az of November 20, 2018,
hisnassment It 1= eszential toravize the context
svatem. ODA amalvEis.
1.2 Undarstanding tha
naads and axpactations alevant Staksholders idantified with their
of interzstad partiss iz and sxpectations. Updata
waadad formonitoring their
ODA SO anTE.
4.3 Distermining tha
soopa of the guality
jmanamomant svstam [Dyozamtad soops
[Demonstrate: undsrztanding of
joompany ‘s activities. Tustifications for
PDA |erclusions are not foumdad.
[Poooess shests
zure complianca,
soommandations to
4.4 Creality ch input
hlmmazement Svstem  [Intezrated zl=mamts and
| Itz Poooszzas I [enassmant aztablizh simplifiad
Systam BOE omcherts.
Strong commitment
[ntesratad o cestomer satizfaction awd
5.1 Leadership and hlamazemant continuous improvement investmeant in
IC omumi tr ent System BO5 C Ttechmoloey and EFP.
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(Quality policy
[ntaoraiad idnpalopad by top
b [anazament manazemant, nasds
5.2 Policy Byst=m CDA battar dizzemination.
ICommundcatad job
5.3 Oymanizarional jdazoriptions, nead to
[F.olaz, [ntesratad jclaarly dafine rolas
[Fesponzibilitizs, and  [hlanasement in accordance with
\Authoritiss S yitem ODA 1500 201,
.1 Actions to fonearall rizk amalyziz
lAddress Fizks and loma, but oo spacific rizk analysiz for aach
[Opportundtiss ALl prooesses HC MIAT Ef;:ﬁ-i.
§.2 Cuuality Claar and simplifiad
it actives and objactivas wi
b L )
HCMIN 01 | indicators nesdad.
§.2.2 Quality [Fzl=vant Stakeholdsrs identified with their
S . taton nasds and expactations. Updats
[Cjactives and All procassa: naadad formonitoring thais
MO WIMN2D  jeguitements.
Formal racrdtment
7.1.2 Human olam swists but is not
F.2zou10a: HE. Progass PDA joparational.
Adharas 1o maintenames schadula for
7.1.3 Infrastrnchurs 411 procasias P05 Production machines,
Flaad fof intemal
jremindar systam for
T.1.5 Monitoring calibeation schaduls,
{amd hlzazurine calibration
[F.2z000a: {oality Control WO RN 03 |cortificatas raquirad.
aoommeandad to
T.1.6 Orzanizational integrata a:zkills
[Fnowlades HF. Progazs CDA i%.
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[Traiming poovvided
bt Lacks
COTH St
syalration, einineg
for 2023/2024,
7.2 Compstanca [HF. Procszz HC W 4 i oold evaluation.
[Caenyal ppamemt amd
[ntezratad implementation of
h[zmazement gwarsmazs plan
7.3 Awaremass Svstem ODA Et-'_-aia.:
4 Commumnication I omemumication plan
maads improtysmant
[ Intszrated b intagrating
hlmmarement lintemal paooas:
Syatem lintsraction
CDA information.
7.5 Diocumentad Intesratad
[Infeamation hlmmazsment
Syatem
amular updatas
%1'_{-3‘__ bt zoma
moodifiad
DDA jdecements found.

8.1 Cmparatipmal |Cparational planning
[Planming and v comtrol is
IControl ALl prosoezaas ODA Eﬂﬁr—ﬂr in placa.

Lompany
rres Clesr cpmmunication with
ustomers faganding poodwct

2.2 Foaguritements for aqriremants. Howevar, thes
[Drodicts amd jCommercial moadz to be better dooementation Of theso
Servicss DO PDA ICommunications.
2.3 Diozipn and
[Dienvalopment of
[Prodncts amwd
Serpicss

[Ther= is a system to

2.4 Control of syaluste and momndtos
[Extemally Provided supplisrs, but it
[Proceszes, Products,  [Prooerement and =ads to b updatad
|and Servicas jrupply BDA sty

2.5 Production and
Sarvica Provizion
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roduction procaszes are well-dafined and
trolled. However, there are some areas




8.5.1 Control of
[production awd 2arvics
[provvizion

[Production

B.5.2 Idantification and
eracashdlity

PDA

[Batch membsre are wad (o ansure bettar
traceabdlity of products fom taw material
[to fimd shad poodisct.

B.5.3 Proparty of
jostom ez or axtemal
dar

PDA

IAlthoush thiz chapter iz sxcludad from tha
foompany's Cruality hlanazament Swstam
(DI, the proparty of providsrs mamdfasts
i variows forms. Foraxampla the droms
|axe umder the company's responsibdlity
zinga they ars the propary of the supplise

E.5.4 Presarvation

[Process: Croality
IControl

PDA

[Dr=sarvation iz comrently camisd out using
imanial Labals that may deteriorats o be
jiamamad. It iz recommendad to feview the
imathod of labaling presanvad products of to
ot for the wea of non-dastrnctibla Lahals

It iz slzo imparative to subdivida the
[psarvation arsa for r3w matsrisl zampling
jamed fimdzhad products.

lAlthowsh sampls: of r2lessad batche: a2
[presanved to ensurs the conformity of the
finizhad products, no praservation duration
iz dafinad form whatzesver {procadurs,
nt=mal note, mamesl =)

B. 5.5 Post-dalivery
ctivities

[Brocass:
[ntezratad

l=nazemant
Svatem

PDA

Tzt 2= with chapter B.5.3, it i= eszantial not
[te smcluds this requirement from the
company's Creality hlanazsment Svatam
[OIIEY. It iz in complismes with law 0003
peesding consumer pootaction by
intagrating 3 phone pumbar printad on the
[packaming dadicated to consumer sarvics.
[Thiz diractly attests to the company's
|prarensss of post-deliverny activitias.
Dioumemtary faframoa (avidanos):

IC onsrmer Sarvice phone nomber on the
[packaming of Tomato Sawce PF: 023 51 01
24

2.6 Foalazza of
rodects amd Servicas

[Procass: Creality

IC ool

b1
']
-
B
(=]
L

[Tha product aleazs compliss with tha
Hntemal procaduss of the company;
horwaiar, it is imperativa to wotk with
piooementad information that attests to the
satizfactory swaoution of &ll planned criteria
042 faloaza for exwampla: batch recoads,
alesss chacklist, intermadiste control

g, Jic.
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8.7 Control of
mon- confomins [Process Cueality The non-confodming, output slsments are
jorutputs IContol PO joomtrollad s gequirad in this chapter.
0 Performancs It iz obearved that customer satizfaction
[Evvaluation rurveys should be rarularly comductad
10 1.2 Customear joomtinously, using ICT or other adaptad
Satizfaction Salss Proozss CDA imathodds.

o0 planming has baon establizhed, =zulting
0. 1.3 Anslyvsiz and in non-complisnce with this raguirement
[Evvsluation LAl propazass WC NN 08 [forall proossses
0.2 Intemal Aundit
2.3 hlanaz=meant
[Foavizs I tha procass of planming

It iz recommeandad to sttengthen the

[Procass; imanarsment of non-conformitiss and

1{. Impaoorement [ntazratad joodractive actions by astshlizhing sm overall
10.2 Mon-conformity  [Manasement trackoing status fof non-confoqmities and
|amd cogractiva action  |Avitem CDA joodTactiva actions.

PO 5: Positive finding that deserves to be mentioned as a remarkable effort to improwe
the effectveness andiorefficiency of the system.

ODA: An oppaortunity forimprovement is a situstion in which the evidence presented
indicetes that a requirement has been effectively implemented, butbasedon the
sauditors knowledge and experience, sdditional effectiveness arrobustness could be
achieved through a modified approach.

PDA: Any entical finding that deserves to be mentionad, includingwamings (dangers
of future non-conformity, weaknesses in the system, remarks). Anything that requires
action from the suditee or, at least, their sttention and follow-up by the auditorduring
theirnext visit.

NC MIM: Any non-conformity thet does not affect the abilty of the management
system to achieve the desired results.

NC MAJ: This is 8 non-conformity that affects the abilty of the system to achieve the
desired results.
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Appendix 4 : Action plan

Ao

Update of context

analysis

update of needs and
expectations of PL

Scope of application
INAMED

Process and
interaction sheets

Quality palicy

Action for risks and
opportunities.

Quality objectives
and actions to
achieve them

Company resources

Communication &
documented
information

Surveillance planning

Continuous
improvement

System planning and
150 certication

8 “acTion. ow B
Raising awareness of the orgnism context Isee awareness plan RMI Week 3 April
Determination of internal and external issues Brainstorming {AGENDA) RMI + PP Week 4 April
Determination of needs and expectations of PI 1-to-1 session RMI + PP Wweek 3 April
Determination of relevant interested parties 1-to-1 session RMI + PP Week 4 April
Review of excluded requirements |session with consultant RMI + consultant | Completed
Document modification and coding |Session with consultant RMI | Completed
Review & update input and output data PP week 2 May
Organizing EAs and ES in the SIPOC tool RMI Week 2 May
Review of the correspondence between process logigrams and Week 2 May
doucments Lo
General review of Process Data Sheets PP Week 2 May
Internal dissemination of quality policy Display - welcome booklet - screensavers RMI + RH + 1T Week 1 April
Raising awareness of quality palicy See awareness plan RMI week 3 April
Raising awareness of risks and opportunities See awareness plan RMI Week 3 April
Analyze the company's overall risks and opportunities Brainstorming RMI + PP Week 1 May
Set up an action plan: deal with risks and seize opportunities Brainstorming PP Week 1 May

. 1tol session RMI + PP Week 1 Ma
Analyze the risks and opportunities associated with each process A
Set up an action plan: deal with the risks and seize the opportunities ted Easdish op Week 1 May
associated with each process
Implement a plan to monitor the needs/expectations of interested P e Week 1 May
parties
Review targets, calculation methods and target thresholds PP Week 2 May
Set up an action plan to determine how to achieve objectives RMI + PP Week 3 May
Monitor progress towards objectives Drawing up dashboards and determining KPIs RMI + PP week 3 May
pilot awareness plan - for employees RMI +HSE Week 3 April
Update communication plan 1to1 session RMI + all relevant profiles
Raising awareness of the communication plan and the need to respect it Meeting RMI + General Management
Mapping of all process documents and coding of documents lacking it L A

cartridges

Plannng an intemal audit
Planning  management revien

Set up an audt program

R + Consultant
AT+ Consultznt

Raising awarenss of continuous mprovement and N, reatment
Filn and track the document: non-conformiy follw-up repert and

comective acfions

Oraw up an action plan table for comctive acfion on non-canfomities

Rl
Rl

Wegk 3 Apri
Completed

Completed

Finalze qualty management systam action plan (responsile and

deadines)

Finalzation of the OMS plan n 2 GANTT chart with estimatad tofal

project duration

Use a certfcaion body o lan  certcation audt program

Meeting with P25 + general management
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Appendix 5: Non-conformity Handling form

Code : ENG-SMI-03

Record -
Vergion : 00

)
I NAM ED Mon-Conformity Handling Form Date :11/03/2024

Group | [Correction and Corrective Action) | page 11 sur 1

Date: March 11, 2024 |0 S0

[ssuing Service: QME [SSuers

N*® fiche : SMIOD17

OBSERVATION (with details):

Mo rizk and opportunity analysis has been conducted for each process.

O Non-confomite Systeme

O Meorm-oonformite produit

TP

m

-

O Customer Complaint
O Dnvtermal Mon-comommily
O CCPorPRPa *
BElInteanal f sxtamal At

Reference Documents/ Records ;

At repoit

[CORRECTION :

Description ofthe
correction

Reprocecsing
Destruction
O

s

Conduct brainstoming
ateimmine the

L o e

25 _

amalysic of i

Effectivenaegs Evaluation of the

Crovmeclion

Thea Documeant has propecdy Tilled Comtaxt analysis
st [SOWT)

Name of the person Responsiblelor
oorrection -

Date =04 S04 7 2024 Visa

Hame of the person  mespomrsiblelor e svaluation
Diate =04 04 § 3034

Wikd

Corrective Actions :

Details of corrective actions :

Root cause Analysis [Based on the 5 W1
Metliod B ey THAM -1 :
A1 ik

Proposed Actions  (seledied actios ane Lnderined)

Integrate e review {(update ) of the context analysis
into the management review plan |

Hame of the responsible person @ ¥Y.M gignature Date Desdline:
Department : Integrated management

Evaluation of ERe corrective action_: CHctive LT Hot Efectivell
Closure f repoart @ .. J0 e IMM signature :

[Observations :

When it concerns @ product 80 afeching o OOF or PRPo; the praduct &5 potentially dongenous

Thiz docwment i= the proparty of YANET and canmot be reprodwcad without itz

authorization.
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Appendix 6: 5*5 Risk Matrix

I

Probability
What is the probability the risk will happen?

Impact
How severe would the outcomes be if the risk occurred?

-

Insignificant
1

Significant
3

5 Almost Certain Medium 5 High 10 Very high 15 Extreme 20 Extreme 25

4 Likely Medium 4 Medium 8 High 12 Very high1é  Extreme 20

3 Moderate Low 3

Medium & Medium @ High 12 Vary high 15

2 Unlikely Very low 2 Low 4 Medium & Medium 8 High 10

1Rare Very low 1 Vary low 2 Low 3 Medium 4
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Appendix7: Quality policy of INAMED

Vo

2INAMED

Group

POLITIQUE DE LA QUALITE
ET DE LA SECURITE
DES DEMREES ALIMEMTAIRES

A l'ére de la mondialisation et |'ouverture du marché, toutes les entreprises, quelles que soient leurs
tailles se trouvent confrontées a une concurrence de plus en plus vive.

Dans ce contexte, seules les entreprises qui réussissent a répondre et a devancer les attentes de
leurs clients, ont une chance de survivre.

C’est pourquoi, INAMED, a mis en place un systéme de management de la qualité et de la sécurité des
denrées alimentaires conformément aux exigences des normes ISO 9001 et I1SO 22 0000, qui
permettra de donner au client de 'entreprise |’assurance que |’établissement, de par son organisa-
tion, ses processus, ses moyens humains et matériels, est capable de lui fournir des produits
conformes a ses exigences ainsi qu’axexigences légales et réglementaires applicables.

De ce fait notre politique se base sur les objectifs suivants :

Assurer la conformité des produits aux exigences des clients etaux
exigences légales et réglementaires applicables.

Accroitre la Satisfaction de nos clients et des parties intéressées
Améliorer les compétences de nos collaborateurs

Améliorer la communication interne et externe

0000 O

Améliorer I’efficacité de notre systéme de management dela
qualité et de la sécurité des denrées alimentaires

@ Améliorer les conditions d’hygiéne a tous les niveaux

Aux fins de |’atteinte de ces objectifs, la direction générale d’INAMED est tenue de
veiller a leur compatibilité avec son orientation stratégique, tout en tenant compte :

- De ses enjeux internes et externes ;
- Des attentes et besoins des parties intéressées pertinentes.

Nous nous engageons a mettre a disposition les moyens nécessaires au
déploiement des objectifs, au respect des exigences légales et réglementaires
et a I’amélioration continue de notre systéme de management de la qualité
et de la sécurité des denrées alimentaires.

260 Route des vaches
Koléa W. Tipaza, Alaérief
wwwi.inamed-dz.co

La Direction
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Appendix 8:Non-conformity handiling follow up

Code : ENG-SM1-04

0 LIST :
Version : 00
I NA M ED Non-conformity handing follow-up Date + 12/03/2024
Group - March Page: 1/1
' de Fiche ; s ; Plammed closing| : Eifcacte
elevant stug - Non-confomity Comection/ Acton comectve Date of opering Closing date | Discrepancy
\C e (Yes/No)
Norisk and
appartunty analyts (Carrection: Organize & rainstoming session to
15 MANGER s been conducted (determine an opportuniies analysis. 103204 DONE
foreach process —|Carreetive action: chedule the analyls of the
v contest duing management revis,
) Wi planfor achieving  Plan wno, when, and uith what resturces the o e | e | 3
quality objectives |abjctives should be achieved
+ | The implementation ofthe caliation procedure
p | g i e G0 e | o |5
e 07 Messurng nstuments
Rosence of skils —|Planning hot and cod traning evaluations and
4 HR , 1032004 18/0302004 | 01/06/2024 7
assecoment—~annwal staft evaluations
Rbsence of -Creation o acheckfst ortherelease of
5 QK |documentation for - fnished product batches, 11032004 1803/2004 | 17/03/2024 1
oroductrelease |- Intenmedtate verfication audits for locked
0 Wyese canduct analyss and Enstre planning of acthitesto subsequently o e | oo | 2
valuation dueto  [evaluate thelr effectiveness
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Appendix 4: Interview Guid

Interview Guide 0

INAMED

Grp

(e W I_J_l; Wi

Manogement

The national higher school of mansesment
Cruality hlanazsmant
Srudant: WIakhlowfi Masrina

Oibjactiva:

Wazre Master's stodants in Ceality hanassment at the Mationsl School of Manassment.

Thiz guastionnaire iz part of our gualitative study simad af identifying stsksholdsrs ineach procsss,
undarstanding their sxpactations ad neads, and detemining the communication chanpal: and means of
information tamamistion batwasn them. The intareisw will be sxclusivaly usad for scisntific purposs: within
the Famework of our r2sanch poojact.

-What ar= the intersstad partiss selated to vour activity?
Identification of
Staksholdar
-What ar= the neads that connact you to thiz interastad party?
Identification offvaads
Evaluation of Powsr and
Tntseast 1. What ar= the naads that connact vou to this stalaboldar? (What doss
thiz ztsksheldsr want™)
1. Eveluats the powar of this stalsholdsr on 4 2cals from 1 to 3
3. What zcor= from 1 to 3 would you zive to vour imtersst in thiz
stakaholda?
Communicstion What are the main channsls apd means vou us2 to communicats with vour
Channals infarastad partiss?
How oftan do vou bave snchanes: of communications with your intarastad
Fraquency partias?
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