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manufacturing industry that has been ISO 9001 certified since 2002, and now wants to become ISO 
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ABSTRACT 

Martin Ivarsson, manager and part owner at Landeryd’s Mechanical Workshop (LMW), 

Landeryd, Sweden, initiated this project. This because of a new released ISO 9001 version 

that LMW has to implement before the 15th of September 2018 to remain certified. Since 

LMW is ISO 9001:2008 certified the project members only needed to identify the differences 

among the 2015 and 2008 version to see what LMW has to do to get certified. 

There are approximately 1.1 million ISO 9001 certificates issued worldwide. An ISO 9001 

certification increase organizations ability to satisfy customer needs and customers can rely 

on that the products and services provided are of consistently good quality. ISO 9001 can also 

work as a tool to streamline the organization’s processes and make them more efficient. Since 

the ISO 9001 is reviewed every five year it helps organizations to keep current in an ever-

changing world. 

Landeryd’s Mechanical Workshop has been ISO 9001 certified since 2002 and the “ISO-

think” is deeply rooted within the company. LMW is a small owner-controlled company with 

only 18 employees.  

ISO 9001:2015 is applicable on different kinds of organizations in various scales. Comparing 

to previous versions of ISO 9001 the new version is more adaptable. This makes it more 

beneficial for the organizations but harder for the auditors that certifies. One major 

conclusion is that LMW will have more freedom of document handling with the new ISO 

version.  

This report highlights LMW’s status today in accordance to the new ISO 9001 version, and 

estimates how much effort that is needed for a successful revision. Readers of this report will 

benefit from the results, since much is applicable on all types of organizations or companies.  

Keywords: ISO 9001, ISO 9001:2015, ISO 9001:2008, Quality Management System (QMS), 

PDCA-Model, Risk based thinking, Triangulation, SIQ evaluation model, Leadership theory.   
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1. INTRODUCTION 

ISO 9001 is a quality management standard that sets out requirements for organizations’ 

quality management systems (ISO.org5, 2016). In 1987 the first edition of ISO 9001 standard 

was formulated. It got the name ISO 9001:1987. Since then four more editions have been 

released and named after the releasing year; 1994, 2000, 2008 and the latest version, which 

this project will concern, 2015 (ISO 9001:2015 key). The 2015 version emphasizes stronger 

focus on the organization’s stakeholders, its context and has another high-level structure. It is 

also more adaptable to different kinds of organizations in different scales (ISO.org5, 2016). 

The 2008 version will continue to run parallel until September 15, 2018. To remain ISO 9001 

certified, companies must apply the requirements of the new version until that date (ISO 

9001:2015 key).   

 

An ISO 9001 certification increases organizations’ ability to satisfy customer needs and 

customers can rely on that the products and services provided are of consistently good 

quality. ISO 9001 can also work as a tool to streamline the organization’s processes and make 

them more efficient. Since the ISO 9001 is reviewed every five year it helps organizations to 

keep current in an ever-changing world (ISO.org1, 2016). 

All ISO standards are reviewed every five years and revised if considered needed. This to 

maintain it as a useful tool that is current for the marketplace (ibid.). This aims business 

organizations to be more efficient in their operations and improve the customer satisfaction 

(ISO.org2, 2016). 

1.1 Background 

ISO 9001 is a management system standard for the quality processes within a company or an 

organization. This management system is considered as the most common used standard. 

There are approximately 1.1 million certificates issued in 188 countries. Every day a new 

company is certificated, and 5000 companies in Sweden has been ISO 9001 certificated 

(ISO.org3, 2016) 

 

There is a whole family of ISO 9000 standards, with different aspects of quality management. 

They all provide guidelines and tools that will facilitate companies’ and organizations’ work 

towards ensuring that their produced products and services meet the requirements of their 

customers. Also the standards help the companies in their work towards continuous quality 

improvements (ISO.org4, 2016). 

 

Below is the different ISO 9000 standards listed: 

● ISO 9001:2015 - Contains the requirements of a quality management system  

● ISO 9000:2015 - Conveys the basic concepts and languages 

● ISO 9004:2009 - Concentrates on factors that can make quality management systems 

more efficient and effective 
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● ISO 19011:2011 - Contains guidance for internal and external audits of quality 

management systems (ibid.) 

1.1.1 Presentation of the client company, Landeryd’s Mechanical Workshop (LMW) 

Ivar Johansson in Anderstorp founded the company in 1940. From the beginning it was called 

“Ivars metallvaror”, and during the 1950s business was moved to its present location in 

Linnås, close to Landeryd in the south of Sweden (Landeryds Mekaniska, 2016). 

 

Currently LMW is operated by Ivar Johansson’s son Erling Ivarsson, and his son’s Martin 

and Andreas Ivarsson. Operations and corporate facilities are located in the urban area, 

Landeryd, which is located in Halland County in Sweden (ibid). 

 

The company has 10000 m2 of workshop area. Corporate operations are mechanical 

processing such as; CNC machining, milling, centerless and roll threading of the most 

common occurring materials. Major goals are that the company should be a quality and 

environmentally conscious subcontractor, to Swedish and international companies within 

mechanical industry (ibid). The company’s business idea is: “We feel special because we 

know that we are the best in providing engineering services in CNC turning, milling and 

rolling threads in most materials, also difficult ones. Right time, quality and price are as 

natural for us as for our clients” (ibid.). 

 

Landeryd’s Mechanical Workshop have since the end of the 1980’s been working towards 

the ISO standards, both in quality issues as well as in environmental issues. 2002 Landeryds 

Mechanical Workshop got ISO 9001:2000 certified and the company has remained certified 

since that (ibid.). LMW’s current quality policy can be seen in appendix I.  

1.2 Aim and goal of the study 

The aim of this study is to identify what LMW needs to do to incorporate the new ISO 

9001:2015 certification.  

The goal is to perform a current status analysis of where LMW is today in their ISO 

9001:2015 approach and formulate an action plan of what LMW should do to facilitate the 

certification. 

 

The report should answer the following questions:  

1. How can the differences between ISO 9001:2008 and ISO 9001:2015 be identified in 

the context of LMW?  

2. What status does LMW have today with operating in accordance to ISO 9001:2015?   

3. Which improvement actions are ongoing or needs to be initiated by LMW, to become 

ISO 9001:2015 certified? 

 

To answer these questions general information about the differences between ISO 9001:2008 

and ISO 9001:2015 must be identified, in both major (structure, requirements and 

management) and minor (setup, language, definitions and documentation) manner. The 
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project members will act as independent and impartially reviewers and awareness of 

requirements regarding company integrity exists. 

1.2.1 Problem definition 

What must LMW do in order to successfully conform and obtain the ISO 9001:2015 

certification? Can an action plan be composed of the missing issues identified?  

 

1.3 Limitations 

The focus of this report will be on how to implement the ISO 9001:2015 standard, hence it 

will not include the ISO 14000:2015 standard or any other standards. There will not be an 

implementation of the standard.  

1.4 Individual responsibility and efforts during the project 

To learn as much as possible, the authors have not divided this project by individually tasks. 

All members performed both theoretical studies, and the part that focused on Landeryd’s 

Mechanical Workshop, equally. Shared information, decision-making and project 

management has been distributed equal.  

1.5 Study environment 

The project is mostly performed from the homes of the two project members, since this 

master thesis is a distance course. Work has been discussed via Internet and Skype meetings, 

where major part of meetings has been held.  

There has also been one study visit at Landeryds Mechanical Workshop (the 26th of 

February, 2016), where the project members could collect information needed for this 

project. Scheduled meetings via phone or virtual meetings via Adobe with supervisor at 

Halmstad University, has been held recurrent during this project.  
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2. METHOD 

2.1 Method description 

The project members performed a literature study of what ISO 9001:2015 implies but also of 

what ISO 9001:2008 involves so that the differences between the two versions could be 

identified. Also an observation and a mapping of the processes and operations within the 

organization that involved quality issues were performed. Semi-structured interviews were 

performed with personnel responsible for the quality tasks at Landeryd’s Mechanical 

Workshop, and with an ISO 9001 auditor. Also a database search was performed to collect 

information needed. These methods helped the project members to find out which methods 

Landeryd’s Mechanical Workshop should use to successfully incorporate an ISO 9001:2015 

certification.  

 
Figure 1. The methodology process flow. 

2.2 Alternative methods 

Instead of interviews as a data collection technique, a survey could have been sent out to ISO 

9001 auditors. The difficulties with using the survey technique are to collect email addresses 

and to form the survey questions so they will answer what was wished. If the questions are 

not formulated in the right way, wrong and not useful information could be obtained. To 

ensure that the questions are relevant it could be a good idea to send them to someone that is 

competent within field to evaluate the questions. The survey method is an indirect method 

that is primary done to collect a lot of data in a short amount of time from a great number of 

people in a chosen target group, from a vast geographical area (Osvalder et al., 2008).  

2.3 Chosen methodology for this project 

2.3.1 Literature study and database search 

The project members studied both the 2008 version of the ISO 9001 and the new, 2015 

version. A database search was also done in Engineering Village, Sciencedirect and Pubmed. 

Some examples of the keywords that were used were: ISO 9001:2008, ISO 9001:2015, risk 

based thinking, semi-structured interviews, triangulation. 

2.3.2 Observation  

An observation is an objective data collection method that is performed to gather information 

about how someone or something acts in certain situations. This is mostly done to compare 

theoretical retrieved information to how it works in practice (Osvalder et al., 2008). An 
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observation can be systematic or unsystematic. An unsystematic observation is done when 

the observer doesn’t search for something particular, and everything of interest is noted 

(ibid.). In this project an unsystematic observation were performed. Observations were made 

during the study visit at the mechanical company the 26th of February 2016, both in the 

company’s production site as well as in the company’s office to see how the employees 

worked with the tasks that concerned issues related to ISO 9001. The project members did 

also observe the company’s production management system and were shown how it worked.  

2.3.3 Interviews  

Interviews are verbal exchanges, where the interviewer tries to elicit information from the 

person that is being interviewed. There are primary three different ways to interview; 

structured interviews, unstructured interviews and semi structured interviews. Structured 

interviews can easily get directed and due to this information can get lost. In unstructured 

interviews the one that is interviewed decides what will be discussed. Semi structured 

interviews are partly predetermined with room for flexibility (Longhurst, 2010). Interviews 

are a subjective data collection method that gathers information about the opinions of the one 

that is interviewed (Osvalder et al., 2010). 

During the study visit two semi-structured interviews were performed. The questions that 

were asked were discussed and confirmed with the project’s supervisor to ensure their 

reliability before the study visit. The project members sent the questions to the company two 

working days before the study visit to prepare the managers. The questions can be found in 

appendix III. After the study visit a survey was sent out to five of the employees to 

investigate their understandings and perceptions of LMW’s quality work. This survey can be 

seen in Appendix IV. Surveys can be used to collect specific information, or ask employees 

opinions about a defined project (Ullman, 2010). This method is appropriate for collecting 

data from independent sources, in this case employees, that answered individually which 

reflected their opinions. 

The project members did also interview Olof Carlsson that is working as an ISO 9001 auditor 

and ISO 9001 trainer. The questions that were asked to him were ISO 9001:2015 focused and 

can be seen in appendix V. This interview was made the 7th of April 2016.  

All the interviews were performed in a semi-structured manner.  

2.3.4 Triangulation 

The project members used triangulation to ensure that the data from literature study, 

observations and interviews were validated and reliable.  

Triangulation combines research techniques for cross-verification, by using more than two 

sources. This method refers back to it´s application, and combines several research 

methodologies of it, usually one topic of interest (Carugi, 2015).  Triangulation is a “method 

of cross-checking data from multiple sources to search for regularities in the research data”. 

This means combines multiple empirical data, methods and multiple observations. The goal is 

to overcome weaknesses, problems and intrinsic biases that often can be found in a single 

method, single-theory studies or from single observation methods commonly used in social 
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sciences. This method uses at least two methods in the study; purpose is to double or triple 

checks the results (ibid.).  

If several methods verifies the same result in a performed study, then the result assumes to be 

solid and trustworthy. Use of one method can lead to over confidential from results in that 

research. Advantage with triangulation, is use of more methods that verify and give the same 

results. If two methods diverse, the third method functions as a judgmental to these 

contradictions. If three or more results diverse, this indicates that the root question has to be 

reformulated and methods used have to be changed.  

Studies on triangulation has shown that this is a quantitative and qualitative multiple method, 

that studies the same phenomenon that aims to increase study’s credibility. There are four 

basic types of triangulation method identified (ibid.): 

 

1. Methodological triangulation (more than one method for data collection). 

2. Data triangulation (including persons, space and time) 

3. Observer triangulation (includes multiple researches in a specific investigation). 

4. Theoretical triangulation (more than one theoretical framework when interpretation of 

phenomenon in a study). 

 

Table 1. Explanation and definition of different triangulation types. 

Type of 

triangulation: 
Subtypes: 
“Across-method 

Definition: 
Two different 

research or data 

collection methods, 

when studying one 

object. 

Guiding question: 
Is it possible to study 

an object better by 

using different 

research methods, 

instead of one 

specific method 

used? 

Example: 
For instance a web 

based course 

evaluated by 

questionnaires and 

focus group 

interviews.  

Methodological 

triangulation 
“Within-method” One dataset is 

studied are using 

analysis methods to 

gather information, 

characteristics or 

features about an 

object. 

Can we compare the 

data results from 

different analysis 

methods applied? 

Context of 

quantitative study, 

data set and results. 

If they are studied 

with different 

statistical testing 

procedures.  

Data triangulation “Chronological 

variation” 
An Object is studied 

from at least two 

different occasions 

Has the object the 

same characteristic 

skills or features at 

the different times? 

Seen from 

measurement views. 

Acceptances of 

teaching methods are 

studied on three 

different occasions. 

  “Spatial variation” 
 

Actual object is 

studied with not less 

than two different 

locations. 

Have the object 

different 

characteristics at 

different locations? 

Learning or teaching 

method has been 

studied at different 

locations but with 

comparable 

conditions. 
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  “Personnel variation” If we study a social 

system, 

characteristics that 

are interest are then 

studied in or on 

different subjects. 

Have the people in 

this system of 

interest, comparable 

or congruent 

characteristics and 

experiences? 

A performed study of 

the “didactic” quality 

of a learning 

arrangement, when 

different learning 

groups are included. 

Observer 

triangulation 

“Data collection 

from different 

observers” 

Data for a subject 

has been collected 

from different 

observers. 

Can a specific 

investigation method 

lead to comparable 

results, when it has 

been used by 

different observers? 

A course is assessed 

of various people and 

collected data from 

there are collected 

and compared.  

Theoretical 

triangulation 

“A research that also 

involves a 

background with 

various theories” 

A phenomenon or 

hypotheses 

incorporating 

different theoretical 

approaches. These 

will be formulated 

and validity of them 

are tested. 

For what extent does 

the explanatory 

approach of different 

social theories of 

study of a specific 

object agrees? For 

what extents does 

they differ? 

For instance; 

acceptance of 

teaching method is 

studied and uses 

different didactic 

theories of when 

teaching or learning 

psychology. 

 

2.3.5 Triangulation method applied at LMW 

Triangulation applied in this master thesis is a method that uses at least three independent 

sources when processing data. Purpose is to enrich the result and verify or confirm the result 

from the research. The different sources used in this master thesis are illustrated in the model 

below, and they are; Interviews, literature study and Observations. Since the three sources are 

based from different channels, the triangulation type is a mix of; methodological, observer 

and Theoretical Triangulation. This method shall be considered as a tool to enrich the result 

and complete each other, instead of a confirming tool of the data or information collected 

(Wilson, 2014). The triangulation method was a useful tool during this master thesis.  

 

    
Figure 2. Triangulation method with the three sources used in this project. 
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2.3.6 Preparations and data collection 

Available data: 

To perform a successful analysis, the project members took part of company specific 

information, and data that concerned quality, leading and production issues. This information 

was provided by Landeryd’s Mechanical Workshop, as well as additional complementary 

information needed to this report.  

 

Materials etc. 

The project members got access to one copy of the new ISO 9001:2015 and one copy of the 

old version ISO 9001:2008. The budget for this project was restricted and kept at lowest 

possible level. According to section 1.4 Cost in: Guidelines - Degree Project, Halmstad 

University expenses such as transportation costs (train tickets or gas) and additional expenses 

should be covered, which retrospectively was not true and all costs had to be paid by the 

students themselves. 

2.3.7 SIQ’s evaluation model 

To evaluate and estimate how far LMW have proceeded with preparing themselves for a 

successful ISO 9001:2015 certification, a model from Swedish Institute for Quality (SIQ) has 

been used. This is a model for customer oriented business development, and uses input based 

data from methods like the triangulation applied, and converts these results to percentage 

numbers (SIQ, 2016).  

In general, the evaluation is performed in accordance to five major dimensions:  Approach, 

Application, Evaluating & Improvement, Relevance & Extent and Performance. These are 

finally converted into percent that establishes a number between 0 and 100, where 100 is top 

score. The criteria that correspond to a certain percent are reported in the matrix, and the 

matrix is attached in appendix VI.  

Depending of pros and cons within these five areas, it is possible to identify areas to improve 

that are based on the theory in the evaluation matrix. To perform an appropriate and valid 

assessment of LMW status of systematic approach, the matrix that comprises; approaches, 

application and evaluation & improvement, have been used only. 

The SIQ-model defends, motivates and converts collected data, by comparing a clause with 

the approach judgment matrix only, and converted the current status to an easy fast 

recognizable percentage number.  

This activity was done individually, and the numbers are shown in the result section. Both 

individually by the two authors, and as a weighted mean result.  
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3. THEORETICAL FRAMEWORK 

3.1 Literature study 

3.1.1 Major differences between ISO 9001: 2008 and ISO 9001:2015 revision 

1. New Structure 

ISO 9001:2015 is composed to harmonize with management standards, such as ISO 

22301:2012, which is: “Social security - Business continuity management systems”. ISO 

9001:2015 is adapted and revised to this new structure (qualitygurus, 2016). 

 

2. Process Approach and Increased focus on working with processes 

More and clearer demands that explain changes, which specifies and interpret process work. 

Resources and results needs to be defined and responsibility or authorities must be delegated. 

Companies must evaluate their processes, regardless if it is a recruitment process or a 

manufacturing process. ISO 9001:2015 standard clarifies that it is within the processes, that 

these quality improvements must be done. It also promotes an approach that goes beyond ISO 

9001:2008. In clause 4.4 in the new ISO standard, quality management system and its 

processes are provided with specific requirements for adapt to new processes (ibid.). 

 

3. Context of the Organization 

There are two new clauses added to ISO 9001:2015: 

1. 4.1 Understanding the organization and its context. 

2. 4.2 Understanding the needs and expectations of interested parties (ibid.). 

 

4. Quality Management Principles 

Until ISO 9001:2008 the standards has been based on eight quality management principles. In 

the new version these has been reduced to seven quality management principles, which are all 

listed in clause 0.2 (ibid.). 

 

5. No Exclusions 

A difference between ISO 9001:2008 and ISO 9001:2015, is that the predecessor allowed 

organizations to exclude standard requirements under the three following conditions (ibid.): 

 

● “Exclusions are allowed for the requirements which cannot be applied due to the 

nature of the business”. 

● “Exclusions are limited to clause 7 (Product Realization) of the standard. 

●  “Such exclusions do not affect the organization's ability to provide products which 

meet the customer requirements and also the applicable legal requirements”.  

 

ISO 9001:2015 doesn't make any reference to exclusions. An announcement added in annex 

A in the new ISO 9001 standard, clarifies that the organization cannot consider a requirement 

not applicable, if it falls under the scope of its quality management system QMS (ISO 

9001:2015 key).   
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6. An increased focus on services 

ISO 9001:2008 focused on manufacturing companies. An increased demand to adapt these 

standards to service companies has been done. Definitions such as “products and services” 

are common expressions in the new standard, and incorporates categories like; hardware, 

software, process industry products and services. Previous ISO 9001 version used “products” 

which included all types of products. Another definition is “purchasing” which has been 

changed to “control of externally provided processes, products and services”. This for 

companies that outsource these functions or processes also must make sure that their external 

suppliers must obey under these definitions of the management system (sis, 2015 & 

qualitygurus, 2016). 

 

7. Increased focus of management responsibility 

This is one of the most important differences. Instead of one representative from the 

management group, responsibility is now under the top management as a group in the new 

revision. Top management group are responsible for quality improvement processes that shall 

be incorporated in daily activities and business strategies. Top management group has a 

responsibility to support decision-making persons within the organization, so they can 

contribute to increase management group efficiency as a system. Practically, this means that 

the management group must increase activities in the management system, since they 

formally own this function. This shall increase conditions to gain more efficiency out of the 

management system (ibid.). 

 

8. Increased focus on business intelligence 

All certified companies must perform a type of business intelligence analysis. As a reason of 

increased interests of area, the demand of good relations between concerned interests has 

become larger, both internal and external. Companies must gain knowledge from these parts, 

since they are affecting the outcome and results (ibid.). 

 

9. Increased focus on risk and opportunities 

Previous revision stated a demand in pro-active work. This has changed to a way of “risk 

awareness” work. Companies strive to reduce risks, for instance if a key person resigns from 

the job position, get sick or if they are dependent in one major subcontractor. Risk analyses 

shall always be done when enabling major changes in processes or daily business. The 

purpose is that changes will be done based by rigorous calculations, without negative 

influence on the company's relations or deliverances (ibid.). 

 

10. Altered or changed focus on documentations 

The documentation demands from ISO 9001:2008 is changed. Every documentation demand 

shall be of relevance for the user and the customer, and the organization must have actual 

documents needed, to secure processes from actual operations. Organizations have more 

freedom to determine needs of routines, documentation of policies and accounting 

documents. This put greater demands on internal auditors concerning market experience, and 

they need to gain knowledge about daily operations and organization flow processes (ibid.). 
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11. Major terminology changes between ISO 9001:2008 and ISO 9001:2015 

Following terms has been changed; 

 

Table 2. Summary of terminology changes between ISO 9001:2008 and ISO 9001:2015 

ISO 9001:2008 ISO 9001:2015 

Products Products and services 

Supplier External provider 

Documentation and records Documented information 

Work environment Environment for the operation of processes 

Purchased product Externally provided products and services 

Exclusions  Term not used 

Management representative Term not used 

Documented procedure Term not used 

Quality manual Term not used 

Preventive action Term not used 

Term not used Leadership 

Term not used Risk 

 

This doesn't mean that an organization must change their terms in their QMS. Companies or 

organization can still use terms as “supplier”, “consultant” or “contractor” to fit their needs as 

well (TÜV, 2016). 

A list of the chapter correlations (ISO 9001:2008 to ISO 9001:2015) can be found in 

appendix II. 

3.2 PDCA-model applied on quality management system.  

Use of PDCA cycle on ISO 9001 implementation. 

Implement of a quality management system is a strategic decision that will improve business 

performance and quality. Gains and benefits of implementing a quality management system 

by following international standards are (ISO 9001:2015 key); 

 

● Maintain a consistent flow of products and/or services that manage to meet customer 

needs and conform to statutory and regulatory legislation. 

● Increase customer satisfaction by facilitating opportunities. 
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Quality management system requirements stated in ISO 9001:2015 standard shall be 

considered as complementary for requirements needed for products and services. These 

international standards are embracing the process approach (point 2 in clause 3.2), which also 

incorporates the PDCA-cycle (Plan-Do-Check-Act), and risk-based thinking (point 9 in 

section 3.2). 

 
Figure 3. PDCA-cycle, Plan-Do-Check-Act cycle. 

Brief Introduction of the PDCA-cycle  

The PDCA-cycle consists of following; Plan (design the product), Do (ensure that the 

production results conforms to the design), Check (check sales/complaints, and confirm if the 

customer is satisfied), Act (use feedback with purpose to incorporate improvements in the 

following or next phase of planning).  

The basic concept can be interpreted: a company shall incorporate new processes or 

implement a new ISO standard. The PDCA-cycle offers a test plan, like a process that 

instruct a company or organization when proceeding with changes or solving a problem. 

Implementing the PDCA-cycle act as a process, which also includes test data and feedback 

(Evans & Lindsay, 2010, page 657). 

This is the practical use. Major parts of this cycle, is the application of statistical process 

control techniques, in manufacturing processes. The cycle is promoting that quality 

improvement must have clearly defined, and repeatable processes and the model function as 

an approach to solve and change problem. This cycle were implemented by Japanese 

engineers with great success, for example the Toyota Production System (TPS). Which partly 

is based on the PDCA, scientific methods and QC (quality control) (Lean Enterprise Institute, 

2015). Together with seven basic tools (check sheets, histograms, pareto, fishbone diagrams, 

graphs, scatter diagrams and stratification), that founds the central principle of Japanese 

Quality. These contribute and build the foundation of “Kaizen”, continuous improvement in 

Japanese companies (and worldwide), which are widely used among companies (ibid.). 
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Practical implementation of PDCA-cycle 

Implementation of this cycle means to be methodical in your approach to solve the ISO 

9001:2015 implementation. It is important to follow the four defined steps to reach highest 

quality solution as possible (Borris, 2006): 

1.  Plan: Identify your problem by using cause effect diagrams or “5 Why:s”, to  

understand the root cause of the problem. Proceed with composing and map the 

process of the root cause. Finally, collect complementary information needed that will 

help sorting out possible solutions. 

2.  Do: This phase consists of several activities: generate possible solutions; select best 

solution by using SWOT analysis etc. The purpose is to “scrutinize” them and finally 

implement a pilot project in a small group or certain area. Do is defined as “Try or 

Test”, not the defined word “Implement Fully”, that happens in the “Act” phase. 

3.  Check: Summarize the effects from the pilot project, and learn what can be improved. 

Depending of the results from the pilot project, the number of areas for improvement 

can be identified. From this, the scope of the complete initiative it's now ready to be 

repeated via “Do and Check” phases.  The purpose is to incorporate newly composed 

improvements. 

4.  Act: Implement the solution one hundred percent. The use of PDCA does not stop 

here, though. It might be necessary as a part of continuous improvement to loop back 

to the Plan phase, to seek for other areas for improvement. 

The use of PDCA when implementing ISO 9001:2015 is time consuming and means more 

measureable method of working, compared to “straightforward” methods.  

3.3 Risk-based thinking 

According to the Swedish National Encyclopedia (2016) the general description of a risk is 

the possibility that something unwanted is going to happen. In a technical sense, a risk is 

defined as the probability that a specified circumstance, which can be seen as a source of risk, 

will lead to a specified unwanted event or effect in a certain time space (ibid.).  

The ISO 9001:2015 version addresses risk-based thinking, which is an essential part for 

achieving an effective quality management system. Risk-based thinking has been implicit in 

previous versions with focus on preventive actions to eliminate potential nonconformities, 

analyzing nonconformities that have occurred and taking actions to prevent recurrence of the 

nonconformities. The new ISO 9001 version addresses both risks and opportunities, which 

establishes a basis for increasing the effectiveness of the QMS and helps the organization to 

achieve improved results and prevent negative effects (ISO 9001:2015 key). Risk-based 

thinking can be found in the introduction and in clause 4, 5, 6, 7, 8, 9 and 10. By applying 

risk-based thinking the organization makes prevention a habit and reduces the probability of 

negative results. The organization also makes sure that the preparedness for risks improves 

due to the greater knowledge of them. All these factors increase the probability of reaching 

objectives.  
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Risk-based thinking can be done by: 

● Identifying the risks - this depends on the organizational context 

● Prioritize the processes by using risk-based thinking 

● Balance risks and opportunities 

● Analyze and prioritize the identified risks  

○ What risks are acceptable? 

○ What risks are unacceptable? 

● Make an action plan in addressing the risks - can the risks be avoided, eliminated or 

mitigated? 

● Implement the action plan 

● Check if the action worked? Were they effective? 

● Learn and make improvements 

A formal risk management is not required in ISO 9001:2015. ISO 31000 Risk management - 

principles and guidelines - can be a useful guide for organizations when a more formal 

approach to risks is needed (ISO.org6, 2015).  

3.4 Quality Management System (QMS) 

Quality management system, (QMS), is a name for several business processes that aims to 

enhance the customer satisfaction and meet customer requirements. ISO 9001 is based on 

seven quality management principles. These principles are fundamental beliefs, norms, rules 

and values that create a foundation that guides organizations in performance improvement. 

The seven principles are (iso.org7, 2015):  

1. Customer focus 

2. Leadership 

3. Engagement of people 

4. Process approach 

5. Improvement 

6. Evidence-based decision making 

7. Relationship management 

 

Customer focus is one primary quality management principle. Knowing what the customer 

wants, needs and requires are necessary to meet customer expectations. These wants, needs 

and requirements should be communicated throughout the organization and incuse the 

processes. Customer satisfaction should continuously be measured and monitored so that 

corrective actions can be performed. It's important for the organization to identify who their 

customers are, and actively manage the customer relationship so that the customers becomes 

loyal. Benefits with an increased customer focus are increased customer satisfaction, 

increased revenue and market share (ibid.). 

 

Leadership is a quality management principle that involves all leaders within the 

organization to establish consensus of the purpose, and make a decision of which direction to 

move towards. The leaders should create conditions for group members so they become 

engaged in the work to achieving the organization’s objectives. The leaders should 
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communicate the mission, vision, strategy, policies and processes of the organization, and act 

as a positive example to all other people working in the organization. Leaders should create 

and sustain the organization’s shared values, have fairness and act ethical to people in all 

levels in the organization, and create a culture of trust and integrity. The leaders should also 

ensure that the whole organization have quality commitment, and encourage and recognize 

the group members’ contribution. A good leader improves coordination and communication 

between the levels and function in the organization, and increased effectiveness and 

efficiency. The organization’s capabilities will be improved, and better results can be 

achieved (ibid.). 

 

Engagement of people, to achieve the organization’s quality objectives, all levels in the 

organization must meet this principle. People throughout the organization needs to be 

involved and respected as individuals to enhance the capability of the organization to create 

value. When people gets involved, the chance to improve the understanding of the quality 

objectives increases, and also overall objectives of the organization. This increase to an 

individual development, by enhanced involvement of people in the improvement activities. 

More initiatives will be taken without fear and the satisfaction of the employees will be 

enhanced.  To create a work environment with engaged people the organization needs to 

communicate the importance of individual contribution and importance of trust and 

collaboration, throughout the organization. There should also be recognition of the 

individuals’ contribution, performance and learning. Surveys, communication of the result 

and self-evaluation of performance should also be conducted (ibid.).  

 

Process approach is also a listed quality management principle. To achieve consistent and 

predictable results in an effective and efficient manner, activities within the organization 

needs to be managed as interrelated processes, that function as an uniform system. It's 

important to understand how results are produced by the system, define the objectives of the 

system and focus the effort on key processes, to find ways to optimize it. The main goal is to 

optimize performance, create consistent and predictable outcomes. This is done by effective 

process management or efficient use of resources and reducing cross-functional barriers.  

Authority, responsibility and accountability need to be established so processes can be 

managed. Necessary information should be available to operate, monitor, analyze and 

improve the processes so an evaluation of the overall system performance can be done. Risks 

that could affect the process’s outputs and overall outcomes should be managed (ibid.). 

 

Improvement, successful organizations have continuous focus on improving themselves. It 

is essential for an organization to maintain the level of performance, and to be prepared for 

internal and external changes. To enhance improvement of the organization, it needs to 

promote improvement objectives at any level of the organization, and educate and train the 

people how to apply tools and methodologies. 

Improved process performance and organizational capabilities will lead to greater customer 

satisfaction, and to be able to do this focus must also be on investigation of root-causes and 

preventive and corrective actions.  
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The organization should recognize and acknowledge improvement and track, review and 

audit the planning of implementations of improvement projects, which should be developed 

and deployed throughout the organization (ibid.). 

 

Evidence-based decision making, which means decisions that are based on data and 

information, have been analyzed and evaluated. Due to uncertainty, decision-making can be a 

hard and complex process. Several types and sources of inputs of subjectivity can be 

interpreted different, which complicates decision-making.  

It is important to understand cause-and-effect relationships, and potential consequences a 

decision can generate. Decisions based on facts, evidence and analyses of data makes them 

more objective, which also make decision makers more confident. The organization must 

determine, measure and monitor key indicators of the organization’s processes to demonstrate 

its performance. Therefore, data for this must be available to relevant people within the 

organization. So decisions can be made and actions can be taken based on evidence and 

experience (ibid.). 

 

Relationship management, it is critical for organizations to manage relationships with 

interested parties, such as suppliers to sustaining success. Interested parties influence 

performance of the organization, and manage relationship will optimize the performance.  

It's important for management to have good relationships with suppliers and partner 

networks. The organization must determine their interested parties, prioritize them and 

consider their short-term or long-term possibilities. Interested parties can be suppliers, 

partners, customers, investors, employees or society. Interested parties that organization focus 

on should be shared information, expertise and resources with collaborative and improvement 

activities. Good relationship can enhance organization and its interested parties performance, 

therefore it's important to understand common goals and values. This will also increase the 

relationship and create a well-managed supply chain, which will provide a stable flow of 

goods and services (ibid.). 

3.5 Company vision, mission and strategic direction 

A company vision refers to; “a desirable state where an organization wants to achieve”. It’s 

a desired ideal situation, a future state, that the company wants to achieve but don’t expect to 

reach (Evans & Lindsay, 2014).  

Company mission is more concrete, it is measurable and describes the purpose of the 

company, and why the company exists. It describes what the company will make and deliver, 

to contribute so the company’s vision can be reached. Even if the company mission can be 

hard to reach it is tangible and measurable (ibid.).  

Strategic direction is a set of actions that will lead to achieve the goal of the organization’s 

strategy (Business dictionary, 2016). 

  



 
 

17 

4. INTERVIEW AND OBSERVATION 

4.1 Interview with the company manager and the production manager at LMW 

The project members visited Landeryds Mechanical Workshop (LMW) the 26th of February 

2016. A list of the questions that the interview was based on can be found in appendix III. 

The study visit started with an initial interview with the company manager, followed by a 

guided tour in the production site. The project members got a brief explanation of the 

material production system, and the database that is used in the production. There are 18 

employees at the company, including hired personnel. According to the company manager it 

is hard to attract and find competent and motivated personnel in the countryside since they 

tend to move into bigger cities.  

LMW are educating their employees in collaboration with SKTC “Skärteknikcentrum”, 

during one year with individual start due to the employee’s previous skills. The education 

will lead to a diploma in cutting processing. Distribution of responsibility, authorities and 

work tasks, are done by giving the employees different positions (from internal education 

etcetera). This will give the employees different authorities, and indicates the individual 

working professionals1. The expertise within the company are individual and LMW finds the 

employees as skilled craftsmen. Instead of having monotone work tasks with rotating scheme 

among the machine groups, the operators work at the same machine group (MG). The 

production is customer demanded with small volumes and customized batches. The 

production includes CNC machining, milling, roll threading, cutting and lathing. LMW’s 

production layout contains of individual machine groups of 4 units. The machines have a 

setup time ranging between 20 min to 2 days, due to type of detail and machine. LMW’s 

product portfolio ranges between 4-5000 articles. Major customers are located in China, USA 

and Sweden. Unfortunately the management group doesn't see any sign of increased market 

demand, and the company “struggles to stay afloat”. Disadvantages in relation to global 

market, makes smaller manufacturing companies in Sweden struggle with high running and 

salary costs. 

It is a challenge to get the MGs to work efficient, since delivery precision is a result of the 

individual operator. Also to adapt the business operations to employees, without self-

managing the MGs. 

All the MGs have a TT-system (“Tick-Tack system”), which is LMW’s material production 

system (MPS) for monitoring the production. Every machine group has a screen to show the 

status to this time based system. TT-systems do also include Mimer, which is a production 

management system, and a software called CC- production. CC-production also includes 

other areas such as; Salemate, Offert, SPS, Maintenance and management, linked together by 

the TT-system. CC-production manages orders and machine groups, time-based batch per 

hour, and is sequential initiated. Control mission in SPS are stored in the MPS system. The 

production system helps the management to calculate working hours, how much material is 

needed, work order, and which machines that needs to be used. The production system also 

                                                
1 Question 15 ch 5 SS-EN 9001:2015 5.3 
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helps the employees to plan which order to work on, which workstation that is next and what 

processes that needs to be done to complete the article.  

LMW has their own measurement equipment and routines for calibrating the machine 

equipment. The time between calibration of measure equipment depends of usage and worn. 

Types of measure equipment that are managed are roundness, surface finishing and hardness. 

LMW tried to implement 5S and lean production in the production site but found it 

counterproductive since the same craftsmen are working at the same machines and tools are 

not mixed between the different MGs. Therefore the only tool the 5S aimed for was the 

crowbar tool, since it wasn’t used often.  

Statistical process control once per year is performed as a quality measurement tool. LMW is 

using the PDCA-cycle with certain reservation in their production processes. LMW doesn’t 

need to process every step in the model, since it is a small company handling with low 

volumes. Also shorter decision processes compared with larger companies; hence PDCA is 

not fully implemented in daily business2. 

4.2 Opinions about ISO 9001:2015 Implementation 

The LMW’s management group hopes that the implementation of the new ISO 9001:2015 

will have positive impacts on the company's business operations. ISO 9001 incorporation 

might increase burden on small companies due to services that have to be purchased. The risk 

is that it becomes an audit or jurisdiction product that only includes redefinitions of 

expressions or terms. In previous revisions it has been hard to find an acceptance level that 

can be adapted by LMW and is okay for the ISO auditor to approve. Even though, the 

management means that without ISO, LMW wouldn't have become what the company is 

today.  

LMW tries to maintain and well functional QMS by educating, train, and increase the 

employees’ commitment.  

As a way to increase both the internal and external customer satisfaction LMW uses a 

“Mimer project” that is separated from ISO certification and applied on internal customer. 

This handles and distributes information between the machine groups. Information that is 

distributed can be batch sizes, initiations, delays, or errors in the production. Vital 

information that will increase internal customer satisfaction and efficiency3. It is important to 

have good handling of customer demands. Sometimes the craftsmanship can be the most 

important and the company managers consider increased transparency level for their 

operators. LMW finds it hard to formulate company vision and mission. It can easily turn into 

“fine expressions” that don't affect the daily operations. LMW’s strategies are lower volumes 

with small batch sizes and use of craftsmanship that are able to deal with high variations.  

The company is using SW-based support, which aims traceability, documentation routines 

and keeping track of the produced batches. During shorter breaks, for example vacations or 

illnesses, documentation can solve problems that can arise when stand in personnel are hired. 

 

                                                
2 Question 6 (not in ch 4 & 5) SS-EN 9001:2015 0.3.2 
3 Question 12 ch 5 SS-EN 9001:2015 5.1.2  
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LMW has been ISO 9001 certified since 2002 and the “ISO 9001-way-of-think” is deeply 

rooted within the company. There is a value creating process of working with ISO 9001. 

LMW is an owner-controlled organization with short decision ways. Management group and 

“Management Review” occur two times per year for documentation and archiving decisions 

according to a template. 

To reach new stakeholders and to market the company LMW use: Facebook, Newsletter, 

Elmia Subcontractor, “Svenska skärföreningen”, sponsorship, education etcetera. Questions 

of relevance from their stakeholders are demand of redundancy, able to deal with machine 

problem in manufacturing processes and opportunity to shift work tasks between machine 

and machine groups4. 

4.3 Observation at the mechanical workshop 

LMW have tried to implement rotating scheme between their machine groups (MG). Each 

machine group is named MG1, MG2, MG3 and MG4. Short batch series, small volumes, the 

increase and preserve of craftsmanship and the operator’s need of skills within specific 

machine, a rotating scheme were not considered optimal. There are also preventive 

advantages if the same persons are using the same expensive machines to avoid errors, and to 

decrease setup time. LMW have different inner and outer setup times that varies between 20 

minutes to 2 days depending on customization level. There are overall few standardized 

items. Setup time must be considered as a cost that must be covered.  

4.4 Risk awareness and business intelligence monitored at Landeryds 

Company management has incorporated actions to eliminate risks, an example is cooperation 

with other companies in case of emergencies or accidents. If a fire occurs that damages 

equipment and assets, LMW will get support from other companies5.  Risk management and 

evaluation of these are performed by company management and ISO:14001 with 

collaboration with Per Johan Lööf at Halmstad University6.  

One thing the management considers as a risk is that stakeholders and customer don't keep 

agreements. Test examples or small series are requested but in the end the production is 

chosen to be in a foreign company, with lower costs. 

Risk awareness is something that management is working proactively with. This is done 

within three areas: 

1. Quality 

2. Environment 

3. Work environment 

 

These are discussed in the “Management Review”. Business intelligence is discussed by the 

management group, where questions like how this is integrated in the daily business 

operations, both how it affects the manufacturing processes and the business strategy.   

                                                
4 Question 4 chapter 4 SS-EN 9001:2015 4.2. 
5 Question 6 chapter 4 SS-EN 9001:2015 6.1.2 
6 Question 8 chapter 4 SS-EN 9001:2015 4.4.1 and 6.1.2 
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4.5 Documentation  

It is interesting to evaluate routines for documentation, to find out how LMW provide 

resources necessary, to secure measurement and supervision of quality in production.  

For necessary documentation, LMW must provide resources to secure and supervise quality 

in the production. For example computer software such as TT-system, which also includes 

measuring and separates calibration and validation. All data are documented and internal 

auditors are controlling that established documents are followed.  

Equipments are calibrated depending on usage and this will secure quality. For instance 

shims, control pieces, calipers and thread gauges in the measure room, are provided with wax 

that is worned out when used. After certain time the wax has disappeared, which indicates 

that validation is needed7. Fitting pieces are sent to external calibrators depending of use. 

The need of documentation or certification of the employees, and that they have correct 

competence is important, and this is documented in “CC-ledning”. This system is a database 

that stores education material, certification documents (forklift license or traverse license) or 

education and interpretations if these8. All documents are stored for 10 years.  

4.6 Implementation of the new information distribution system “NILS” 

During 2016 LMW starts using new routines for information distribution within the 

company. This improvement activity goes under the name; NILS - “New Techniques of 

Information distribution at Landeryds”. The purpose is to improve information distribution 

with focus on productivity. NILS applies improvement techniques such as TPM, “Total 

Productive Maintenance”, Lean Production framework and 5S. The PDCA-cycle inspired the 

process of information distribution. NILS introduces new activities such as; order meeting, 

logistics meeting, material planning and cleaning routines. These functions as “Lean 

production activities” supported by TT-System, Mimer and the software CC-Production. 

Meetings shall be short, around 10 minutes where following are discussed; orders, materials 

or deviations. It´s important to have short briefings were written notes together with Mimer 

shall be collected from one workplace and most important issues are discussed. This will later 

be followed up on “Ledningens genomgång”, which is held two times per year. 

Activities like NILS is conforming to ISO 9001:2015 clauses 5.1 “Leadership And 

Commitment” or 7.4 “Communication”. This will facilitate the ISO 9001:2015 

implementation, since it comprises all employees and applies to several areas that conforms 

to ISO 9001:2015. See appendix VIII for information about “NILS”.  

4.7 Interview with British standard institute auditor Olof Carlsson  

Olof Carlsson works as an auditor at British Standard Institute, BSI. Carlsson finds the new 

ISO 9001 version way better than the previous one in many factors and finds it overall more 

balanced, more in line with modern management and more adaptable to different kinds of 

organizations, both in sizes and specializations. The new version forces the auditors to form 

                                                
7 Question 2 ch 7 and 8 SS-EN ISO 9001:2012 7.1.5.2 
8 Question 3 ch 7 and 8 SS-EN ISO 9001:2012 7.2 
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the audit after the customer's enterprise systems. This makes it harder for the auditors to 

formulate a praxis, but easier for the organizations to apply the ISO 9001 to their 

organization. This forces the auditor to have great knowledge within the certification field. 

The main things that, according to Olof Carlsson, has been changed, as well as improved, are: 

 

● The high level structure (HLS) - the new version has the same structure as other 

ISO standards. This will aim organizations that are getting more than an ISO 9001 

certification, since the planning, implementation and monitoring improvements parts 

are the same. Only the operational part differs among the ISO standards.  

● PDCA-cycle in all levels of the standard - the new version has a Plan- Do-Check-

Act approach on all aspects of the standard. Everything that is done by the 

organization that affects the quality of the produced products or services have to be 

well planned and continually evaluated.  

● Leadership instead of management - no micromanaging of people. It should be 

okay to dispute the boss. No management by fear and more democracy. Carlsson 

predicts that this will be the biggest challenge and thinks that Swedish organizations 

have advantages comparing to foreign organizations, where hierarchy is more deeply 

rooted.  

● Consideration of interested parties’ needs instead of only the customers’ needs - 

this is something that, according to Carlsson, should be easily done by most 

organizations, since it probably already manages or interacts with them in some way. 

Performing an inventory should be enough to identify the interested parties. 

● Manage opportunities - instead of only preventing failures and risks. The 2008 

version didn’t bring up opportunities. If strictly following the old version no 

dangerous things could have been performed, for example an electrician could not 

deal with electricity because it is dangerous. The new version allows this, and aims 

for planning. If something is well planned, bad things happen not that easy.  

● Documentation demand adapted to needs - if the organization can prove that it 

works without documentation, if for example someone gets sick, the documentation is 

not needed if the processes can still run anyways.   
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5. RESULTS 

The results are based on the Triangulation method, which in turn is based from; Interviews, 

Observations and Literature studies. The table in this section is an extensive result of three 

independent sources that defines the Triangulation method.  

Depending on the ISO 9001:2015 clause, the project members have made their judgments 

based on one of the three different approaches listed in the SIQ evaluation model that can be 

found in appendix VI. Every clause has been evaluated individually by the two project 

members according to SIQ’s evaluation model. The individual evaluation has been based on 

the data collection from the triangulation method. The result from the individual evaluations 

were then compared and discussed so that an united judgment could be made. If mean value 

exceeded 70 percent of accomplishing the ISO 9001:2015 clause, it can be considered as 

approved. Less than 70 percent means that actions need to be initiated in order to fulfill the 

clause. The limit of 70 percent were used, since this level represents that it is "mainly" 

approved according to SIQ's evaluation model. The percentages in table 3 intend the 

fulfillment of the new ISO 9001:2015 version. An action plan for these can be seen in the 

conclusion chapter. 

As mentioned, the evaluation matrix used for the individual evaluation is attached in 

appendix VI. This matrix is a useful tool for converting available information to a percentual 

value.  An assessment or judge can be chosen individually from three matrixes; approaches, 

application and evaluation & improvement. Where the most appropriate is applied on the 

actual clause. Each matrix is divided in five columns that correspond to a percentage number 

of intervals of 10 units. This gives a good estimation to motivate and convert information to a 

percentage number. This estimates the percentual status by the authors, how far LMW has 

reached in towards the coming implementation of ISO 9001:2015 certification. The final 

result is presented in a transparent and readable way to the reader, and presenting these 

clauses, which are the most important.   

 

As can be seen in clause 4.3, all inapplicable clauses can be excluded as long as they do not 

affect the quality of the outcome. This has been applied in this project as well and therefore 

some of the clauses cannot be found in tables listed below. 

1 stands for project member 1’s and 2 stands for project member 2’s individual judgment. 

 

Table 3. Percentage results of LMW’s status today, in the ISO 9001:2015 implementation for each 

clause respectively. Where 70 percent or more is considered as approved for ISO 9001:2015 certification.   

PLAN 

4. Context of the organization % 

4.1 Understanding the organization and its context 1 2 ≈ 

This is a new requirement that requires the organization to determine internal and external issues. The 

issues are things that concerns the organization’s ability to achieve its purpose, strategic direction and 

desired results. 

60 70 65 
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4.2 Understanding the needs and expectations of interested parties 1 2 ≈ 

This is a new requirement that aims to identify interested parties and their requirements that affects the 

organization and its ability to provide products and services that meets both customer and legal 

requirements. After the identification the organization needs to analyze and tentatively perform a 

stakeholder analysis. 

80 80 80 

4.3 Determining the scope of the quality management system 1 2 ≈ 

The new version allows the organization to exclude a requirement if it is inapplicable and does not affect the 

product quality.The previous version did only allow the organization to exclude requirements if it was from 

clause 7. This makes it more adaptable. What is excluded must be documented. 

70 70 70 

4.4 Quality management system and its processes 1 2 ≈ 

This clause requires organizations to establish, maintain and continually improve their QMS. This includes 

the processes needed, their interactions and the application of these. The new version addresses emphasis 

on process based QMS, the concept of risk and opportunities and focus on performance indicators. 

60 70 65 

 

5. Leadership % 

5.1 Leadership and commitment 1 2 ≈ 

This clause replaces the previous version “management commitment” clause. 
Clause 5.1.1 General - Top management must demonstrate leadership and commitment with respect to the 

QMS, which requires to ensure: 
● Take accountability for the effectiveness of the QMS 

● That the quality policy and objectives are compatible with the organization’s context and strategic 

direction 

● That the quality policy is communicated, understood and applied by the employees 

● That the system requirements are integrated with the business processes 

● That the process approach and risk based thinking are promoted 

● That improvements are promoted 

● Engaging, directing and supporting persons to contribute to streamline the QMS 

● That other management roles are supported to demonstrate leadership 

Clause 5.1.2 Customer focus - The top management must demonstrate leadership and commitment with 

respect to customer focus, which requires to ensure: 
● That customer and applicable legal requirements are determined, understood and met 

● That risks and opportunities are determined and addressed 

● That focus of the enhancement of customer satisfaction is maintained 

90 90 90 

5.2 Policy 1 2 ≈ 

This clause aims to establish quality policies that are appropriate to the purpose and context of the 

organization and that supports its strategic direction. The quality policy must be communicated, understood 

and applied as well as available and maintained as documented information. 

65 65 65 

5.3 Organizational roles, responsibilities and authorities 1 2 ≈ 

This clause aims to ensure that top management assigns responsibilities and authorities for relevant roles 

and that this is communicated and understood within the organization. No requirement for a specific 

management representative, this can be retained by top management or delegated. Roles and 

responsibilities should be defined, communicated and understood. 

80 80 80 
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6. Planning for the QMS % 

6.1 Actions to address risks and opportunities 1 2 ≈ 

This is a new requirement that aims to determine and address risks and opportunities (sometimes called 

positive risks) for issues that have been considered and raised in clause 4.1 and for the interested parties’ 

requirements identified in clause 4.2 when planning for the QMS. The organization needs to perform actions 

for doing this, and evaluate these actions. 

60 70 65 

6.2 Quality objectives and planning to achieve them 1 2 ≈ 

This requirement aims to establish quality objectives that are relevant to the functions, levels and processes 

within the organization. The objectives should be established for processes that are relevant to the QMS, in 

line with customer requirements as well as products and services conformity. These quality objectives are 

required to be monitored, communicated and updated. Also determination of a plan of how these objectives 

will be achieved. 

80 80 80 

6.3 Planning of changes 1 2 ≈ 

This clause requires the organization to carry out changes in a planned manner. Considerations must be taken 

of consequences, resources and responsibilities. The new version enables organizations to adapt to changing 

environments and circumstances. Changes are addressed in clause: 6.3, 7.1.6, 8.1, and 8.5.6. 

70 70 70 

 

7. Support % 

7.1 Resources 1 2 ≈ 

This requirement aims the organization to determine and provide resources needed to establish, implement, 

maintain, and continually improve the QMS. Resource considerations includes: 
● Capabilities of internal resources and needs of external providers ( 7.1.1) 

● Provide people necessary for effective implementation of the QMS (7.1.2) 

● Determine, provide and maintain the infrastructure needed (7.1.3) 

● Environment for the operation of processes (7.1.4) 

● Monitoring and measuring resources needed to ensure quality (7.1.5) 

● Capturing and preserving of organizational knowledge (7.1.5) 

These are necessary for the operation of processes to achieve conformity of products and services. 

70 80 75 

7.2 Competence 1 2 ≈ 

This clause requires the organization to: 
● Determine necessary competence of persons performing work that can affect the QMS 

● Ensure that these persons are competent in terms of education, training and experience 

● Take actions if needed to acquire necessary competence 

● Retain appropriate documented information as evidence of competence 

95 95 95 

7.3 Awareness & 7.4 Communication 1 2 ≈ 

These clauses requires that the persons doing work under the organization’s control must have awareness of 

the QMS and benefits of improving performance, and also have clear communication ways, knowing what, 

when, with whom, how and who to communicate, both internal and external. 

90 90 90 

7.5 Documented information 1 2 ≈ 
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This clause have changed the requirements of documentation compared to the previous version. The new 

version has exchanged “documents” and “records” to “documented information”. The term “documented 

procedures” are now “maintain documented information” and “records” is changed to “retain”. 7.5.1 

General are in the new version more flexible and requires the organization to keep the documentation to the 

level of what is needed. 7.5.2 Creating and updating and  7.5.3 Control of documented information have no 

significant changes from previous version. 

90 90 90 

 

DO 

8. Operation % 

8.1 Operational planning and control 1 2 ≈ 

This clause aims to plan, implement and control the processes established in clause 4.4 and to implement 

actions determined in clause 6. The clause  has compared to the previous version an explicit requirement for 

establishing criteria for processes. Planned changes must be controlled and unintended changes must be 

reviewed. Adverse effects must be mitigated by taking actions. 

60 60 60 

8.2 Requirements for products and services 1 2 ≈ 

Clause 8.2.1 Customer communication - This clause includes explicit considerations are now connected to 

communication with customer, customer property and contingency actions. 
Clause 8.2.2 Determining the requirements related to products and services - The previous version’s 

7.2.1 covered the organization’s “ability to meet defined requirements”. The new version replaces this with to 

confirmation about if the organization “can meet the claims”. 
Clause 8.2.3 Review of requirements related to products and services - The organization shall ensure that it 

has the ability to meet the requirements and therefore conduct a review before committing to customers. Ensure 

that differing requirements are resolved and customer requirements are confirmed. Documented information 

should be retained. 
Clause 8.2.4 Changes to requirements for products and services - When change of requirements - ensure 

that documented information is changed and that relevant people are aware. 

70 70 70 

8.3 Design and Development of products and services 1 2 ≈ 

This clause is not applicable to LMW, since the organization does not work with tasks considering 

product design and development. 
- - - 

8.4 Control of externally provided processes, products and services 1 2 ≈ 

This clause have replaced the previous version’s “purchasing and outsourcing” with “control of externally 

provided processes, products and services” 
Clause 8.4.1 General -  This clause aims to ensure that externally provided (suppliers in previous version) 

processes, products and services conforms with the determined requirements. 
Clause 8.4.2 Type and extent of control - This clause required the organization to ensure that externally 

provided processes, products and services do not negatively affect the organization’s ability to deliver 

conforming products and services to customers. 
Clause 8.4.3 Information for external providers - This clause aims to ensure the adequacy of requirements 

prior to the communication with the external provider so that the information is more detailed and explicit. 

70 70 70 

8.5 Production and service provision 1 2 ≈ 

Clause 8.5.1 Control of production and service provision - This clause aims to implement production and 

service provision under controlled conditions. This so that acceptance criteria are met, monitoring and 

measurement activities are done, suitable infrastructure for process operations are used and controlled, and 

70 70 70 
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competent people recruited. 
Clause 8.5.2 Identification and traceability - This clause aims to ensure that the organization controls 

identifications of the outputs (products in previous version) when traceability is required, and retain 

documented information about this. Also a status identification of the outputs with respect to monitoring and 

measurement requirements throughout production and service provision. 
Clause 8.5.3 Property belonging to customers or external providers - This clause aims to exercise care 

with property belonging to customers or external providers while it is under the organization’s control and 

use. This is done by identification, verification and protection. 
Clause 8.5.4 Preservation - Aims to preserve the outputs (products in previous version) during production 

and service provision, to the extent necessary to ensure continuing conformity to  requirements. 
Clause 8.5.5 Post-delivery activities - A new clause that aims to meet requirements for post-delivery 

activities that are associated with the provided products and services. 
Clause 8.5.6 Control of changes - A new clause that requires the organization to review and control changes 

for production or service provision to the extent necessary to ensure continuing conformity to requirements. 

8.6 Release of products and services 1 2 ≈ 

This clause requires the organization to have the release of products and services as an operational 

requirement. Documented information of this should be retained and include evidence of conformity with 

acceptance criteria and traceability to the person/s authorizing the release. 

90 90 90 

8.7 Control of nonconforming outputs 1 2 ≈ 

This requirement aims to identify and control outputs (products in previous version) that do not conform 

to the determined requirements. Corrections and corrective actions that are appropriate should be applied 

to control and prevent. Documented information of this should be retained. 

80 80 80 

 

CHECK 

9. Performance evaluation % 

9.1 Monitoring, measurement, analysis and evaluation 1 2 ≈ 

Clause 9.1.1 General - replaces the previous version’s 8.1 that required the organization to plan, with instead 

identifying what needs monitoring and measuring, and what methods that can be used to perform this. 

Documented information is needed to be kept as evidence. 
Clause 9.1.2 Customer satisfaction - has changed from previous version’s 8.2.1 that required the organization 

to focus on “meeting the customer requirements”. The new version has changed this to “customer perception of 

meeting the needs and expectations”, which is much deeper. 
Clause 9.1.3 Analysis and evaluation - has evolved from the previous version’s 8.4 that also required the 

organization to collect data and improve performances by using that data. The new version does also include the 

use of the data to address risks and opportunities. 

70 70 70 

9.2 Internal audit 1 2 ≈ 

These clauses (9.2.1 and 9.2.2) replace the previous version’s 8.2.2 and contain several changes. The previous 

version’s requirement of having the internal audits to conform to the planned arrangements is now dropped. 

The word “status” that the internal audit program was required to take into considerations has been replaced 

with “changes affecting the organization”. 

90 90 90 

9.3 Management review 1 2 ≈ 

Clause 9.3.1 General - This clause requires the top management to review the organization’s QMS at planned 

intervals to ensure its continuing suitability, adequacy, effectiveness and alignment with the strategic direction. 

80 80 80 
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Previous version did also required review of “quality policy”, which no longer exists. 
Clause 9.3.2 Management review inputs -  replaces the previous version’s 5.6.2 and contains several 

changes. “Preventive actions” has been removed from the inputs list and replaced by “nonconformities and 

corrective actions”, “customer feedback” is replaced by “the trends in customer satisfaction”, 

“recommendations for improvement” is replaced by “opportunities for improvement”. Also effectiveness of 

actions taken to address risks and opportunities is added in the new version. 
Clause 9.3.3 Management review outputs - replaces the previous version’s 5.6.3 and have been enhanced 

with also including opportunities for improvement. 

 

ACT 

10. Improvement % 

10.1 General 1 2 ≈ 

This is a new requirement that addresses more comprehensive opportunities for improvement and not only 

continual improvements, to meet customer requirements and enhance customer satisfaction. The 

improvements should be on products and services as well as on processes and includes correction, corrective 

actions, continual improvement, breakthrough improvement, innovation and reorganization. 

70 80 75 

10.2 Nonconformity and corrective actions 1 2 ≈ 

This clause requires the organization to react on nonconformities and deal with corrective actions to eliminate 

those. By following the actions below the unconformity can be eliminated in an effective way: 
Nonconformity → Correct it → Eliminate root cause → Take action → See if it worked → Update risk 

register → Make permanent change to your system (10.2.1) 
The organization must retain documented information as evidence of the nature of nonconformities and 

subsequent actions taken, as well as the result of the corrective actions. 

70 70 70 

10.3 Continual improvements 1 2 ≈ 

This clause requires the organization to improve the suitability, adequacy and effectiveness of the QMS and 

opportunities should be addressed as a part of the continual improvement. 
80 80 80 
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6.  ANALYZE 

Clause 4 

Clause 4.1 “Understanding the organization and its context” requires the organization to 

determine the strategic direction, something that LMW needs to do, in order to incorporate 

the new certification, therefore the low percentage. LMW are aware of the importance of 

“understanding the needs and expectations of interested parties”, which gives a high 

percentage. It is important to identify their stakeholders’ and other interested parties’ 

requirements. Analyze and tentatively perform a stakeholder analysis, will increase the 

percentage of clause 4.2 “Understanding the needs and expectations of interested parties”. 

LMW are now freer to exclude clauses within the ISO 9001:2015 version that are not 

applicable on their processes concerning quality. It is possible to exclude clauses earlier 

needed in the previous ISO 9001:2008 version. The results conforms to 4.3 “Determining the 

scope of the quality management system”. Clause 4.4 “Quality management system and its 

processes” requires the organization to increase the focus on opportunities and performance 

indicators in the QMS. LMW has today minor focus on opportunities, and an increased focus 

on this is required and should be in favor for the company. 

 

Clause 5 

LMW is an owner-controlled company that has a good understanding of their QMS, which is 

communicated within the organization. The employees are found as skilled craftsmen that are 

educated within their operation field. Each MG has different employees that are responsible 

and the responsibility is communicated through the TT-system. Awareness of risk based 

thinking and quality policy exists, that are also well distributed, which increases the 

percentage rate. Conforms to clause 5.1 “Leadership and Commitment”. It was the managers 

are conducting leadership commitment with high respect to the QMS and customer focus. 

Clause 5.2 “Policy” is not fully confirmed yet. LMW must formulate its policy so that it 

supports the company’s strategic direction in order to higher the percentage. 

LMW management group has ensured that responsibilities and authorities for relevant roles, 

is communicated within the company. Work tasks and responsibility areas are well defined 

and understood i.e. “who is responsible for what?”. High percentage, and conforms to clause 

5.3. “Organizational roles, responsibilities and authorities”. 

 

Clause 6 

LMW is working with actions to address risks concerning quality, environment and work 

environment on a daily basis. The company must also introduce considerations considering 

opportunities in order to conform to clause 6.1 Actions to address risks and opportunities”.  

LMW reach high percentage in clause 6.2 “Quality objectives and planning to achieve them” 

and 6.3 “Planning for Changes”, which indicates that LMW have established processes 

relevant to their QMS, and acts in line with their customer requirement.  LMW is working 

actively to carry out changes in a planned manner, for instance rapid adaption in their 

manufacturing process with small batches. In the work with organizational changes LMW 

needs to motivate their employees to change as well, since it is a small company that is 

dependent on its employees. It is important that the company can change and adapt quickly to 
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an ever-changing marketplace, which is also an advantage that LMW has comparing to other 

companies that are bigger and more sluggishly. 

 

Clause 7 

LMW reaches overall high percentage in all clauses that conforms to “Support”, especially 

Clauses 7.2 “Competence”, 7.3 “Awareness”, 7.4 “Communication” and 7.5 “Documented 

Information”. Machine operators are educated within the machine group they work with and 

have the competence that is needed. Employees are well aware of the QMS and the TT-

system aims the communication internally. The new version has changed “documents and 

records” to “documented information” that now needs to be “retained” instead of 

“recorded”. LMW will gain from these changes, since companies now are able to use written 

or electronic documents, instead of test logs or data from processes. The level of 

documentation has decreased, which will gain LMW since more focus can be on value-

creating activities. Clause 7.1 “Resources” requires the organization to provide resources 

needed in order to continually improve the QMS, which LMW is working on doing when 

implementing “NILS”, as a production improvement activity within the company. 

 

Clause 8 

LMW has a lower percentage in areas that conforms to clause 8 “Operations” or “DO” in the 

PDCA-cycle. These clauses were number 7 in ISO 9001:2008 and were therefore okay to be 

dropped if considered to be irrelevant, which LMW found them to be and did. Even though 

most of the clauses were considered to be okay and reached a percentage of 70 or more. The 

new ISO 9001:2015 version points at: “Implementation actions to reach planned activities 

and results”. For instance monitor or measuring processes (TT_System and/ or Mimer). 

These clauses also defines; “Resources needed to establish an efficient operation of each 

process”. For instance resources such as: materials, infrastructure, human resources or 

environment. Clause 8.1 “Operational planning and control” is not considered as okay yet 

since it requires the organization to plan, implement and control the processes that were 

established in clause 4.4 and implement actions determined in clause 6.1, which are both not 

considered as confirmed today.  

 

Clause 9 

This clause constitutes “CHECK” in the PDCA-cycle. LMW conforms to clause 9.1 

“Monitoring, measurement, analysis and evaluation” since they for example has deep 

relationships with their customers, knowing what they needs and expects. LMW reaches high 

percentage in clause 9.2 “Internal audit”. This because the company is ISO 9001 approved 

since 2002 and has since that established good relationships with their audits. Clause 9.2 has 

minor changes, for instance the word “status”, that internal audits were required to take into 

considerations, should be replaced with “changes affecting the organization”.  

LMW do also reach high percentage in clause 9.3 “Management review”. Scheduled 

meetings discussing QMS activities during; “Ledningsgruppmöte” and “Ledningens 

Genomgång”, are performed six respectively two times per year. 

 

  



 
 

30 

Clause 10 

This clause constitutes “ACT” in the PDCA-cycle. Clause 10.1 “General” is confirmed as 

okay since LMW widely is continuously adapting and working with improvements in the 

context of their organization. When nonconformities occur LMW have actions prepared 

which conforms to clause 10.2 “Nonconformity and corrective actions”. To higher the 

percentage of this clause LMW should apply the following steps:  Nonconformity → Correct 

it → Eliminate root cause → Take action → See if it worked → Update risk register → Make 

permanent change to your system. LMW reach high percentage in clause 10.3 “Continual 

improvements”, that focus on; “change processes to verify that they continue to deliver 

intended outputs”. If LMW run into production failures, they must find and eliminate the root 

cause. Even when operations are running without deviations, LMW could apply “Kaizen” 

philosophy for continuous improvements. 
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7. CONCLUSIONS 
From section 1.2 “Aim and goal of the study”, the report should answer the following 

questions:  

1) How can the differences between ISO 9001:2008 and ISO 9001:2015 be identified in the 

context of LMW?  

2) What status does LMW have today with operating in accordance to ISO 9001:2015?   

3) Which improvement actions are ongoing or needs to be initiated by LMW, to become 

ISO 9001:2015 certified?" 

 

The differences between ISO 9001:2008 and ISO 9001:2015 have been identified by using a 

triangulation method consisting of a mix of: Methodological, Observer and Theoretical 

Triangulation. To validate the triangulation results in the context of LMW a survey was sent 

out to the employees in the production. This gave subjective views of how the employees 

found that quality tasks are affecting the daily operations. 

 

The status of where LMW is today in accordance to ISO 9001:2015 can be seen in chapter 6 

Analyze.  

 

There are already several ongoing activities that will facilitate the ISO 9001:2015 

implementation. One activity is the upcoming implementation of monitors at each machine 

group. This will aim determining the status of a batch that is located upstream in the 

production. This will also function as a performance indicator and help increasing the output 

since unit/hour, number produced, machine status and up or downtime can easier be 

monitored. The production management system will become more integrated in the whole 

process, which is also proposed as a performance indicator in the action plan.  

The implementation of “NILS”, New Information Technology at Landeryds” will aim the 

information distribution within the company, with main focus on increasing the 

productivity.  NILS applies the PDCA-cycle by continuously repeating the steps and provide 

feedback between “NILS meetings”, “Ledningens genomgång” and other improvement 

activities. These improvement activities include implementation of TPM (Total Productive 

Maintenance), “Lean Manufacturing” and 5S, integrated with the TT-system and Mimer. This 

implementation and activities will help contribute to facilitate the ISO 9001:2015 

implementation.     

 

Improvement actions that needs to be done in order to become ISO 9001:2015 certified 

The following text suggest an action plan, for clauses that LMW’s current status is below 70 

percent level, of the ISO 9001:2015 version from the results section; 

 

Clause 4.1 & 5.2 

Add strategic direction in the quality policy Clause 4.1 is a new requirement forcing 

companies or organization to determine internal and external issues. These issues concerns 

LMW’s ability to achieve strategic direction and desired result. The management group 

should implement and maintain the quality policy and implement continuous improvements, 

for instance “Kaizen philosophy” or continuous improvements activities.  
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Clause 4.4 

Increase the focus on opportunities and performance indicators. Implementation of 

activity boards that summarizes and shows recorded data. For instance; inputs required and 

the output expected, that functions as a performance indicator, measuring efficient rate, also 

determine and address risks and opportunities. Importance are that LMW’s management 

group with ISO 9001:2015, will now be required to determine processes they need for their 

QMS, and in their organization. Example can be a process flow, of how evaluating 

opportunities and risks, to evaluate which affects these desirable or undesirable events will 

have on LMW.    

 

Clause 6.1 

Implement actions to address opportunities and evaluate these actions. LMW should 

implement an opportunity-way of thinking within their processes. Today they have a major 

focus on risks, which in the new ISO version has been extended to also include focus on 

opportunities. This will facilitate the effectiveness of the organization as well as the 

continuous improvement work.  

 

Clause 8.1 

Increase the process control, by establishing criteria. Create standardized documents that 

can be helpful to maintenance processes or processing of product meet requirements. Planned 

maintenance on equipment, that can be performed easily by follow a simple instruction. This 

instruction can include pictures or images, for instance a cleaning map that can be interpreted 

and used by everyone at LMW. Also establish criteria for processes that shall meet 

requirements for manufactured products, and acceptance of these products. LMW have 

advanced measurement equipment that can be taken in advantage as an improved measure 

control of their processes. This will help to determine that manufactured products meet the 

quality and customer requirements.    
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8. CRITICAL REVIEW 

The percentage result is, as mentioned earlier, based on an average of the project members’ 

subjective conclusions, which in turn is based on both objective and subjective data from the 

triangulation method. By using SIQ’s evaluation model the project members could follow a 

matrix with clear restrictions to easier evaluate the fulfillment of the clauses. Also it gives the 

reader opportunities to self interpret. This combination is not a well-tried evaluation method 

but the SIQ model is well known and proven within many organizations when trying to make 

conclusions about a company’s quality improvement work.  

The interview that was performed with LMW’s management group can also be considered as 

a tad subjective, since the management group considered themselves as “really good”. These 

subjective parts should be kept in mind and a critical approach to them should be applied 

when evaluating the result of this project. 

 

The choice of triangulation, where observation and interviews were two of the chosen 

methods, did also affect this project’s result. The study visit gave a good insight of how the 

company operates, which could not have been done via telephone or Internet communication.  

Interviews with Olof Carlsson (BSI) and LMW’s management group were major sources of 

information that were necessary to this master thesis. Not only discussing how the ISO 

9001:2015 certification will affect the concerned parties. Also to review and compare 

towards literature study where the PDCA-cycle or risk assessment theory could be 

transformed to daily operations. The choice of PDCA-cycle theory was important, since this 

is applied by LMW in the implementation of “NILS”, as well as in table 3 in results section. 

 

The study visit at LMW gave a good insight in how the company works, where information 

about the work environment in the production, and the relation with customers and 

stakeholders were given. The management group provided useful information, which were 

easy to conform to this master thesis.  

The company is facing an important certification and LMW will hopefully use parts from this 

master thesis in their work towards a certification.   

Working with small organizations put demands on rapid changes to keep up with 

competitors, and an ISO 9001:2015 certification is necessary for LMW, which is something 

that the company is aware of. Since LMW is a small company they must stay competitive and 

work efficient to be able to compete on the global market. The ISO 9001:2015 will facilitate 

to reach their economic targets. The certification is a good indicator that this company fulfills 

environmental, ethics, social or health and safety aspects. This master thesis does not evaluate 

social or economic effects on micro level, i.e. individual level, how an ISO 9001:2015 

certification will affect employees. Neither environmental aspects, how LMW can decrease 

impact from their manufacturing, on the surrounding environment, since this will be covered 

by the ISO 14000 work.  

From a safety and health aspect concerning their employees, the high percentage result (95%) 

in clause 7.2 “Competence” indicates that LMW is aware of the importance within this area. 

Proper education of their employees decreases hazards and negative risks, when working on 

CNC or cutting machines.    
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This master thesis was written as a part of a distance program, which partly affected the 

methodologies that were used. It would have been better if more time were spent at LMW to 

collect as much data as possible. Instead much information was transferred via e-mail and by 

electronic documents. This master thesis had a theoretic approach and the triangulation 

method was useful to compare information from three different sources. The interview part of 

the triangulation could have included more cases from external audits as an improved method 

of answer questions in section 1.2 “Aim and Goal of the study”. This would have function as 

a reference study, to find out what to avoid or what to focus on, that should be applicable for 

LMW in this master thesis.  

 

Making a group project on distance is always a bit tricky. It takes longer time to 

communicate through video calls than it usually takes in physical meetings. The body 

language disappears and all the communication has to be done verbally. This requires great 

considerations and attentiveness against each other.  
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APPENDIX I - Landeryds Mechanical Workshop’s current quality policy9 (ISO 

9001:2008) 

→ Working together to provide all their customers, end customers and stakeholders products 

and services in the quality which they have the right to expect. Properties such as the right 

quality, at the right time and at the right price are for Landeryds Mechanical Workshop a 

matter of course. 

 

→ Landeryds Mechanical Workshop always strives for continuously improving themselves, 

so that they, through expertise and skills, always can provide, old as new customers, greater 

value by working with them.  

 

→ By using modern technology, IT-support and Swedish craftsmanship, Landeryds 

Mechanical Workshop produces mechanical components that all their employees are able to 

be proud of.  

 

This is achieved by: 

● Putting their customers’ requirements, desires and expectations in first place 

● Conduct a living and proactive work for improvement 

● Contribute their customers with their professional skills and experience 

● Continuously improve, refine and streamline their processes and the work of their 

colleagues 

● Engage and educate all employees in the spirit of their policies 

● Work in a structural manner to maintain their machinery and equipment 

●  Continuously work to develop the cooperation with their suppliers and stakeholders 

● Revise and develop their quality management system work 

 

By working with the above mentioned points, Landeryds Mechanical Workshop is nurturing a 

long tradition of unique engineering expertise, which is the basis for their success, 

development and growth for the organization, their employees, their customers and, by 

extension, in the region Landeryds Mechanical Workshop operates in. 

 

  

                                                
9 http://www.landerydsmekaniska.se/se/kvalitet-miljo.html 



 
 

2 

APPENDIX II - Correlations matrix, ISO 9001:2008 to ISO 9001:201510 

 

ISO 9001:2008 ISO 9001:2015 
1 Scope 1         Scope 

1.1 General 1         Scope 

1.2 Application 4.3      Determining the scope of the quality 

            management system 

4        Quality management system 4         Context of the organization 
4.1      Understanding the organization and its 

context 

4.2      Understanding the needs and expectations 

of interested parties 

4.4 Quality management system and its 

processes 

4.1     General requirements 4.4     Quality management system and its 

processes 

8.4     Control of externally provided processes, 

products and services 

4.2     Documentation requirements    7.5     Documented information 

4.2.1  General 7.5.1  General 

4.2.2  Quality manual 4.3     Determining the scope of the quality 

management system 

7.5.1  General 

4.4     Quality management system and its 

Processes 

4.2.3  Control of documents 7.5.2  Creating and updating 

7.5.3  Control of documented Information 

4.2.4  Control of records 7.5.2  Creating and updating 

7.5.3  Control of documented Information 

5         Management responsibility 5        Leadership 

5.1      Management commitment 5.1     Leadership and commitment 

5.1.1  General 

5.2      Customer focus 5.1.2  Customer focus 

5.3      Quality policy 5.2     Policy  

5.2.1  Establishing the Quality policy 

5.2.2  Communicating the Quality policy 

5.4      Planning 6        Planning  

5.4.1  Quality objectives 6.2     Quality objectives and planning to achieve 

them  

5.4.2  Quality management system planning 5.3     Organizational roles, responsibilities and  

authorities 

6        Planning  

6.1     Actions to address risks and opportunities  

6.3     Planning of changes 

5.5      Responsibility, authority and 

communication 

5        Leadership 

5.5.1   Responsibility and authority 5.3     Organizational roles, responsibilities and  
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authorities 

5.5.2   Management representative 5.3     Organizational roles, responsibilities and  

authorities 

5.5.3   Internal communication 7.4     Communication 

5.6      Management review 4        Quality management system 

4.1     Understanding the organization and its    

context 

4.2     Understanding the needs and expectations  

of interested parties 

9.3     Management review  

5.6.1   General 9.3.1  General 

5.6.2   Review input 9.3.2  Management review input 

5.6.3   Review output 9.3.3  Management review output 

6         Resource management 7         Support  
7.1     Resources 

6.1      Provision of resources 7.1.1  General 

7.1.2  People 

6.2      Human resources 7.2     Competence    

6.2.1   General 7.2     Competence    

6.2.2  Competence, training and awareness 7.2      Competence    

7.3      Awareness  

6.3      Infrastructure 7.1.3  Infrastructure 

6.4      Work environment 7.1.4  Environment for the operation of processes 

7         Product realization 8         Operation 

7.1      Planning of product realization 8.1      Operational planning and control 

7.2      Customer-related processes 8.2      Requirements for products and services 

7.2.1  Determination of requirements related to the 

product 

8.2.2  Determination of requirements for products 

and services 

7.2.2  Review of requirements related to the 

product 

8.2.3  Review of the requirements for products and 

services 

8.2.4  Changes to requirements for products and 

services 

7.2.3  Customer communication 8.2.1  Customer communication 

7.3      Design and development 8.3      Design and development of products and 

services  

7.3.1  Design and development planning 8.3.1  General  

8.3.2  Design and development planning 

7.3.2  Design and development inputs 8.3.3  Design and development Inputs 

7.3.3  Design and development outputs 8.3.5  Design and development outputs 

7.3.4  Design and development review 8.3.4  Design and development controls 

7.3.5  Design and development verification 8.3.4  Design and development controls 

7.3.6  Design and development validation 8.3.4  Design and development controls 

7.3.7  Control of design and development changes 8.3.6  Design and development changes 

8.5.6  Control of changes 
 

7.4      Purchasing 8.4      Control of externally provided processes, 

products and services  

7.4.1  Purchasing process 8.4      Control of externally provided processes, 

products and services 
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8.4.1  General  

8.4.2  Type and extent of control 

7.4.2  Purchasing information 8.4.3  Information for external providers 

7.4.3  Verification of purchased product 8.4.2  Type and extent of control 

8.4.3  Information for external providers  

8.6      Release of products and services 

7.5      Production and service provision 8.5      Production and service provision 

7.5.1  Control of production and service provision 8.5.1  Control of production and service provision 

8.5.5  Post-delivery activities 

7.5.2  Validation of processes for production and 

service provision 

8.5.1  Control of production and service provision 

7.5.3  Identification and traceability 8.5.2  Identification and traceability  

7.5.4  Customer property 8.5.3  Property belonging to customers or external 

providers 

7.5.5  Preservation of product 8.5.4  Preservation  

7.6      Control of monitoring and measuring 

equipment 

7.1.5  Monitoring and measuring resources 

7.1.5.1  General  

7.1.5.2  Measurement traceability 

8      Measurement, analysis and improvement 9         Performance evaluation  
9.1      Monitoring, measurement, analysis and 

evaluation 

8.1      General 9.1.1  General 

8.2      Monitoring and measurement 9.1      Monitoring, measurement, analysis and 

evaluation 

8.2.1  Customer satisfaction 9.1.2  Customer satisfaction  

8.2.2  Internal audit 9.2      Internal audit  

8.2.3  Monitoring and measurement of processes 9.1.1  General 

8.2.4  Monitoring and measurement of product 8.6      Release of products and services 

8.3      Control of nonconforming product 8.7      Control of nonconforming outputs 

10.2   Nonconformity and corrective action 

8.4      Analysis of data 9.1.3  Analysis and evaluation 

8.5      Improvement 10       Improvement 

8.5.1  Continual improvement 10.1   General  

10.3   Continual Improvement 

8.5.2  Corrective action 10.2   Nonconformity and corrective action 

8.5.3  Preventive action  6.1    Actions to address risks and opportunities 

(see 6.1.1, 6.1.2) 

10.3   Continual Improvement 
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APPENDIX III - Questions to LMW from study visit 1 (160226) 

Frågor till Landeryds Mekaniska Verkstad AB (intervju med ledning, 

produktionsansvariga och anställda).  

Ledningsgruppen (Martin) inriktar sig mot kapitel standarder 4 och 5. (Kapitel 6 

berör ledning och produktion) 

1. Hur är ledningens strategi utformad för att nå avsedda resultat med införandet av ett 

uppgraderat kvalitetsledningssystem? (SS-EN 9001:2015 klausul 4.1) 

○ Vad har ni för företagsvision och företagsmission? (SS-EN 9001:2015) 

○ Vad har ni för strategier och värderingar för att uppnå dessa? Samt hur 

uttrycks dessa? (SS-EN 9001:2015) 

2. Vilka är de viktigaste interna och externa frågor som strategin tillämpar? (SS-EN 

9001:2015 klausul 4.1), (SS-EN 9001:2015 klausul 4.3) 

3. Intressenter (interna och externa) som är relevanta för företagets 

kvalitetsledningssystem och ISO 9001 certifiering? (SS-EN 9001:2015 klausul 4.2) 

4. Exempel på  relevanta frågor eller krav kan ställas av ovan nämnda intressenter? (SS-

EN 9001:2015 klausul 4.2), (SS-EN 9001:2015 klausul 4.3). 

5. Hur hanteras risker idag som kund uppfattar? Exempelvis: Produktkvalitet etc (SS-EN 

9001:2015 klausul 4.4.1.). 

6. Vilka konkreta åtgärder görs för att eliminera risker? (SS-EN 9001:2015 klausul 

4.4.1), .(SS-EN 9001:2015 klausul 6.1.2). 

7. Hur dokumenteras det som diskuteras gällande omvärldsbevakningen? (SS-EN 

9001:2015 klausul 4.4.2). 

8. Hur bedöms risker och vem gör det? (SS-EN 9001:2015 klausul 4.4.1), .(SS-EN 

9001:2015 klausul 6.1.2). 

○ Vad anser ledningen vara en risk? 

○ Hur hanteras risker som era kunder uppfattat?  

○ Har ledningen idag några förebyggande aktiviteter mot risker? (Exempelvis 

riskanalys). 

9. Hur diskuterar ledningsgruppen omvärldsbevakningen? 

10. Hur säkerställer ledningen att införandet av nytt kvalitetsledningssystem 

implementeras i verksamhetens processer? ((SS-EN 9001:2015 klausul 5.1.1). 

11. Hur sker utbildning, ledning, ökat engagemang och stöd till anställda för att uppnå ett 

fungerande kvalitets ledningssystem? (SS-EN 9001:2015 klausul 5.1.1). 

12. Hur kommer den interna och externa kundnöjdheten påverkas med införandet av det 

nya kvalitetsledningssystemet? (SS-EN 9001:2015 klausul 5.1.2).  

13. Hur ser ledningen på dagens kvalitetspolicy och införandet av ett nytt 

kvalitetsledningssystem? (SS-EN 9001:2015 klausul 5.2.1). 

14. Hur dokumenteras den nya kvalitetspolicyn och kommuniceras inom organisationen? 

(SS-EN 9001:2015 klausul 5.2.2). 
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15. Hur fördelas ansvar och befogenhet, arbetsuppgifter etc om vad som skall göras? (SS-

EN 9001:2015 klausul 5.3). 

16. Hur säkerställs att kvalitetsledningens funktion bibehålls när ändring av 

kvalitetsledningssystemet införs? (SS-EN 9001:2015 klausul 5.3). 

Övriga frågor till ledningsgruppen som inte omfattas av kap 4 eller 5. 

1. Vad kan utgöra de största hindrena sett från ett företagarperspektiv för en lyckad ISO 

9001:2015 certifiering/implementering? 

2. På vilket sätt har företaget delat upp produktionen i olika grupperingar? Maskinpark 

etc? 

3. På vilket sätt tillämpar företaget Lean Production? (gällande maskingrupperna som 

layout) 

4. Hur tillämpas 5S på företaget? 

5. Daglig styrning = Produktionssystem TT (TicTac System) order avrapporteras i 

datorn. (Produktion eller ledningsgrupp) 

a. Kalibrering av utrustning  

b. Underhåll av maskiner (TT Underhåll - hur fungerar det i praktiken?) 

6. Tillämpas Plan-Do-Check-Act cykeln? (SS-EN ISO 9001:2015 0.3.2) 

Produktionansvarig (Johnny & Tommy) (ca 30 min intervju) 

kapitelstandard 7 och 8.  

1. Finns det något dokumenterat bevis på att företaget tillhandahåller de resurser som 

krävs för att säkerställa att resultaten av mätning och/eller övervakning ger 

tillförlitliga resultat? (SS-EN ISO 9001:2015 klausul 7.1.5.1) 

2. Hur kalibreras företagets mätutrustning som används för att verifiera kvaliteten? (Om 

ni inte mäter, hur verifieras då kvaliteten? (SS-EN ISO 9001:2015 klausul 7.1.5.2) 

3. Finns det något dokumenterat bevis på att de som utför arbetet har rätt 

kompetensnivå? (SS-EN ISO 9001:2015 klausul 7.2) 

4. Finns alla riktlinjer för kvalitetsledning dokumenterad eller följs så kallade “oskrivna 

regler” som är nödvändiga för att kvaliteten ska upprätthållas? (SS-EN ISO 

9001:2015 klausul 7.5.1) 

○ Kontrolleras det att dokumentationen följs? 

○ Förs det:  

➢ Kontrollrapporter?  

➢ Kalibreringsprotokoll?  

➢ Arbetsordercheck? 

5. Hur förvararas dokumenterad information om företages kvalitets ledningssystem? 

(SS-EN ISO 9001:2015 klausul 7.5.3.1) 

○ Finns den tillgänglig och redo för berörda anställda att användas där den 

behövs?  

○ Hur pass skyddad är viktig och hemlig information så att den inte kan läcka 

ut?  
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6. Hur behandlar företaget styrningen av dokumenterad information? (SS-EN ISO 

9001:2015 klausul 7.5.3) 

○ Distribution, åtkomst, inhämtning, användning? 

○ Förvaring och bevarande? 

○ Ändringar? 

○ Arkivering och gallring? 

7. Hur säkerställs idag att interna och externa kundens krav möts? (SS-EN ISO 

9001:2015 klausul 8.2.3) 

○ Hur sköts hanteringen av kundens krav?  

○ Hur dokumenteras resultaten av säkerställningen? 

8. Jobbar företaget alls något med konstruktion och utveckling? Om ja, hur planeras, 

styrs samt kontrolleras konstruktion och utveckling? (SS-EN ISO 9001:2015 klausul 

8.3.2) 

○ Vilka aspekter har tagits i extra beaktande när detta arbete görs?  

9. Dokumenterar och uppföljs bestämmelser om krav för det som konstrueras och 

tillverkas? (SS-EN ISO 9001:2015 klausul 8.3.3) 

10. Utförs kontroll, verifiering samt validering av konstruktions- och 

utvecklingsresultaten? (SS-EN ISO 9001:2015 klausul 8.3.4) 

○ I så fall, dokumenteras detta? 

○ Om problem upptäcks, hur bedrivs arbetet för att åtgärda dessa? 

11. Hur säkerställs resultaten av att att företagets konstruktion och utveckling uppfyller 

kraven i underlagen men även satta övervakningskrav, mätningskrav samt 

acceptanskriterier (SS-EN ISO 9001:2015 klausul 8.3.5) 

12. Hur säkerställs att kraven kan mötas trots konstruktions och utvecklingsändringar? 

(SS-EN ISO 9001:2015 klausul 8.3.6) 

○ I vilka steg går en ändring till och dokumenteras? 

13. Hur säkerställs att externt tillhandahållna processer, produkter och tjänster uppfyller 

era ställda krav? (SS-EN ISO 9001:2015 klausul 8.4.1) 

14. Vilka sätt används vid identifiering av resultat så att spårbarhet möjliggörs? (SS-EN 

ISO 9001:2015 klausul 8.5.2) 

15. Hur skyddar och behandlar företaget idag kunders eller externa leverantörers 

egendom (exempelvis material, komponenter, verktyg, utrustning, lokaler immateriell 

egendom samt personuppgifter)? (SS-EN ISO 9001:2015 klausul 8.5.3) 

16. Hur sköts styrning och kontroll av ändringar, samt dokumentation om dessa 

ändringar? (SS-EN ISO 9001:2015 klausul 8.5.6) 

17. Görs det idag aktiviteter för att verifiera att kraven har uppnåtts innan frisläppning av 

produkter? (SS-EN ISO 9001:2015 klausul 8.6) 

○ Finns det i så fall dokumenterad information med bevis på klarade krav samt 

vem eller vilka personer som godkänt frisläppningen? 

18. Vid avvikande processresultat, dokumenteras avvikelsen samt vilka åtgärder som 

vidtagits? (SS-EN ISO 9001:2015 klausul 8.7) 
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Frågor till produktionsansvarig som inte omfattar kapitel 7 och 8. 

1. Hur är produktionen uppbyggd idag? (Hur har layouten för maskingrupperna 

designats. Automatisationsgraden i produktionen?)  

2. Daglig styrning, informationskanaler, hur fördelas information om ISO 9001:2015 ut 

till anställda?  

3. Hur  tillämpar företaget lean production? (“Just in time”, minska slöseri, 

standardiserad produktion, reducera antal artiklar). 

4. Vad är viktigt för att produktionen skall fungera? 

5. Daglig styrning = Produktionssystem TT (TicTac System) order avrapporteras i 

datorn. (Produktion eller ledning). 

6. Hur hanterar företaget inre och yttre ställtidsreduceringar? 

7. Vad är viktigt för att få produktionen att flyta på och fungera? 

 

Dokumentation vi gärna om möjligt tar del av. 

● Ledningssystem dokument 

● Produktionssystem 

● Kvalitetspolicy dokument - mer än vad som finns på företagets hemsida 
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APPENDIX IV - Result from survey to employees at LMW 
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APPENDIX V - Interview with Olof Carlsson, representant from British 

Standard Institute 

1. Vad tycker du som representant för ett certifieringsorgan om den nya ISO 9001 

standarden? 

 

Den är väldigt bra. Mer balanserad än den tidigare och ligger bättre i tiden eftersom den är i 

linje med moderna management filosofi. Standarden är enklare att hitta en rimlig nivå, som 

passar fler företag med olika storlekar. Mer anpassningsbar med olika inriktningar och skalor. 

Det blir svårare att vara revisor eftersom mera krav att anpassa revisionen till företagets 

system. Mer relevant för firman men samtidigt innebär detta mer jobb för er. Kunderna är 

osäkra för att konsulterna (experterna) är osäkra på denna nya standarden utan praxis. 

Konsulter säljer gärna timmar men är osäkra eftersom praxis saknas (lag). Flesta företag har 

börjat planera och revisorer kan göra fler besök. Inom ett år bara, kanske det inte behövs fler 

besök hos kund. Ju mer de jobbar desto snabbare praxis, lite 10000h tänk. 

 

2. Utför du utbildningar inom ISO 9001?  

 

Ja på olika nivåer, utbildar revisorer. 

 

→ Om ja, vad fokuserar du främst på vid utbildningen? 

 

Organen: högnivåstrukturen den stora skillnaden, standarden ska in i samma struktur. Innebär  

PDCA cykel. ledarskap istället för management. väsentlig skillnad. Standarden inte enbart 

stirrar på kunder utan intressenters behov - Richard norman fransman, intressent modellen- 

fråga aron om någon bra källa- i varje verksamhet samspel mellan olika parter. Hänsyn till 

alla krav som ställs av intressenter. måste inte hantera alla men ta hänsyn till dem. polis-

takstolar-längd-ok? Såna man måste förhålla sig till. 

Högnivåstruktur HLS- appendix från ISO strukturen som ger strukturen för alla iso 

standarder. Börja med planeringsfrågor, genomförande, uppföljning, förbättring. Operativa-

skillnad- men planera, dokumentera är lika. likartad innehåll och samma ordning. mall för 

standarder. 

PDCA 

Ledarskap 

Tidigare syftade standarden till att förebygga fel. Men även planera för att bygga möjligheter. 

bra på att hantera andras svårigheter. man måste få göra någonting, ska kunna hantera 

möjligheter. 

Planering- allting som görs ska vara välplanerat. ersätter förra standardens förebyggande 

åtgärder. tillämpningen av den gamla standarden har inte fungerat bra. Inte kunnat 

dokumentera. Viktigt att man styr upp något innan man gör något. organen måste vara insatta 

i branschen - branschkompetens så de vet vad måste göras! inget nytt med denna standarden. 

sättet att beskriva ledningssystemet är mer oreglerat. 
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dokumentation kraven i den nya är mer behovsanpassade. Inte krav på att ha lika mycket 

dokumentation om man kan bevisa att det fungerar utan den. Ex körkort behövs, men om 

någon är känd bra plastsprutare då behövs inget sådant dokument. Om inte detta behövs tex 

om någon är sjuk etc. Gamla standarden krävde att utbildningen skulle vara dokumenterad 

och planerad. Relevant mån. 

 

3. Är det något speciellt som du tycker har blivit sämre med den nya ISO 9001 

versionen? 

 

Nej. inte standarden, mkt bättre och balanserad. Andra svårigheter -större frihet för kunderna 

att bygga ett system som passar dom gör det svårare för revisorerna. standarden är jättebra för 

kunderna och innehållet har saknats av revisorerna. Ligger i tiden. 

Ledarskap viktigt för att inte behöva detaljstyra människor- sverige demokrati- men kan säga 

till chefen- andra länder än sverige kommer att ha mer svårigheter. Kan chefer bli ledare så är 

det bättre. Not management by fear. Fursten- Machiavelli-medeltiden där Mcvely bättre att 

vara fruktad än älskad, kan man inte lita på. den står fortfarande på management hyllan. Detta 

fungerar ju fortfarande. nordkorea mm. 

Globalisering är det största problemet är ekonomernas kortsiktighet inga kalkyler på 

omläggningen bara på lönkostnad. kina robotar lika mkt kostnad men 75 ist 90% 

standarden är en styrka för sverige i jämförelse med andra länder. bra hopp! 

 

4. Är det något speciellt som du tycker har blivit bättre med den nya ISO 9001 

versionen? 

 

Ja, på sikt blir ledarskap bättre och bättre. planera för möjligheter. Rätt nivå på 

dokumentationen är också en förbättring. Standarderna blir lättare att kombinera när om 

organisationen är klar, lättare att koordinera arbetet. Helhetssyn och balansen i den nya vill 

Olof lyfta. 

 

5. Vilka anser du är de största utmaningarna för organisationer eller företag med den 

en nya ISO 9001 versionen? 

 

Traditionellt management att komma till ledarskap. Intressenter är ingen stor utmaning. dessa 

hanterar dem ändå, bara att inventera fram dem. 
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APPENDIX VI - SIQ Evaluate matrix11 

 
 

 

   

  

                                                
11 http://www.siq.se/res/Utvarderingsmodeller/SIQModellen2016.pdf 
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APPENDIX VII - Overall quality target at LMW example 
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APPENDIX VIII - Quality target nr 5 “NILS” implementation at LMW 
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APPENDIX IX - Quality target nr 6 at LMW “Decrease number of deviations”  
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