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Abstract 

 We investigated why Italian manufacturing small and medium-sized enterprise (SMEs) 

cancelled ISO 9001 certification from the Italian database and the problems and difficulties that 

led to this. Eight such problems derived from a literature review and interviews with a Delphi 

panel of 20 experts were tested through an on-line questionnaire. The questionnaire was 

completed by 167 managers from Italian SMEs that have cancelled their ISO 9001 certification. 

Costs related to consultancy and certification body are no longer a difficulty for maintaining ISO 

9001 and neither are misinterpretations with the external auditors or paperwork. Internal audits 

are considered a problem when they are not managed with the aim of measuring performances. 

Staff can represent a cost when just dedicated to administrative and bureaucratic activities. The 

more relevant difficulties were top management commitment, measurability of performances and 

customers’ current lack of interest in ISO 9001. Respondents’ comments also provided interesting 

suggestions for practitioners such as quality managers and quality consultants to avoid mistakes 

while maintaining ISO 9001 certification.  

 

Introduction 

 According to the International Organization for Standardization (ISO), in the last decade over 

one million ISO 9001 certifications have been issued worldwide (ISO, 2015a; Castka, 2018). Since 

the first issue of the ISO 9001 standard in 1987, the total number of certified organizations has 

increased, peaking in 2010 with 1,076,525 valid certificates issued. After 2010, the number of 

certified organizations has fluctuated around one million with a slight decreasing trend. Today, 

organizations are dealing with the 2015 version of the standard (ISO, 2015b; Chiarini, 2017). 

 China is the country with the most ISO 9001 certified organizations and Italy has the second 

highest number.  Italy has more than one tenth of all ISO 9001 certificates; in 2016, Italy had 

approximately 131,000 ISO 9001 certificates (Fonseca, 2015; Accredia, 2017). In Italy, the trend in 

recent years in ISO certificates has been similar to the global trend, with a peak in 2010 of 143,305 

certificates, a more marked decrease, especially in 2012, and fluctuation until 2017.    
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 However, during the last decade both worldwide and in Italy thousands of organizations have 

cancelled their certificates from the ISO databases. There are no official statistics but according to 

the Italian accreditation body,  Accredia,  and the main Italian certification bodies, in the last ten 

years approximately 10,000 organizations have withdrawn from the Italian database.   

 According to Sampaio et al. (2011) there has been a natural saturation point for ISO 9001 

certification due to the high numbers of certifications achieved. Moreover, the economic 

downturn that started in 2007 has probably had a negative effect. Regardless, one thing is clear, 

an organization that cancelled its ISO 9001 certificate indicates that it had not received enough 

benefits from that certificate of compliance. The costs of maintaining an ISO 9001 certification can 

sometimes be significant, especially for small and medium-sized enterprises (SMEs), comprising 

the annual fee to the certification body, quality management system (QMS) consultants and 

dedicated staff (Stevenson and Barnes, 2001; Tricker, 2014; Castka et al., 2015; Douglas, 2015).  

 From the literature, it is well known that ISO 9001 has been proposed as a vehicle for improving 

economic and financial performance (Lee et al., 2003; Clegg et al., 2012; Psomas and Pantouvakis, 

2015; Chatzoglou et al., 2015; Ochieng et al., 2015; Chatzipetrou et al., 2017). Nevertheless, ISO 

9001 has also received several criticisms concerning the possibility of producing economic and 

financial benefits (Poksinska et al., 2006; Cândido et al., 2016; Sila and Walczak, 2017) and other 

criticisms related to the difficulties in managing a QMS (Salgado et al., 2014; Tamayo-Torres et al., 

2014). Therefore, according to Heras‐Saizarbitoria and Boiral (2013) and Galetto et al. (2017), the 

jury on ISO 9001 benefits and costs is probably still out.  

 In this light, this research mainly investigated why companies cancelled their ISO 9001 

certification, spontaneously or not, and the potential problems and difficulties connected with it. 

The findings could be of general interest, considering that Italy has the second largest ISO 9001 

certification database. Furthermore, as the literature review shows, very few papers are properly 

dedicated to ISO 9001 cancellation and the connection with a specific frame of measurable 

motivations.   

 We derived some preliminary research questions (RQs) from a literature review. The 

preliminary RQs were discussed and modified through a semi-structured interview with a Delphi 

panel of eight auditors from Italian certification bodies and 12 senior consultants. Eight definitive 

RQs which represent the main problems and reasons for cancellations were revealed and 

transformed into hypotheses to be tested. Then, 167 senior managers from Italian SMEs that had 

cancelled their ISO 9001 certificate were surveyed by means of an on-line questionnaire.  



 In this way, using the statistical results of the sample, the research inferred the larger 

population proportion. The inference was based on a confidence interval (CI) to evaluate the 

range of plausible values for the mean of the population. To provide context to the statistical 

results, the 167 senior managers were asked to comment on each category of cancellation reason.    

 The remainder of this paper is divided into a literature review to understand what other 

authors discussed and consequently shaping the preliminary RQs, a methodology section and a 

section dedicated to the analysis and discussion of the on-line questionnaire results. The paper 

closes with a conclusions section and implications for practitioners.   

 

Literature review and preliminary RQs    

 Very few papers specifically researched ISO 9001 cancellation and its motivations.  We found 

some papers which discussed possible impacts on business performance (Alič, 2014). Therefore, 

for the literature review for this research we mainly selected papers linked to difficulties and 

pitfalls in managing an ISO 9001 certified QMS. This could be considered as the main research 

question which generates all others.    

 Starting from the 1990s, when interest in ISO 9001 was dramatically increasing around the 

world, several authors argued that ISO 9001 certification was expensive compared to its benefits, 

especially for SMEs (Kean et al., 1995; Brown et al., 1998). Brown et al. (1998) also highlighted 

that, over time, costs in terms of consultancy, certification body and extra time dedicated to the 

QMS were considered an obstacle. In a more positive way, other authors highlighted how costs in 

terms of consultancy and certification body can be worthwhile when the QMS is well-

implemented (Anderson et al., 1999; McAdam, 1999; Stevenson and Barnes, 2001; Douglas et al., 

2003; Corbett et al., 2005). As a consequence, from the literature review a first research question 

emerged: 

RQ1 - Have high costs from consultancy and certification bodies represented a difficulty for 

maintaining ISO 9001 certification? 

 According to other authors ISO 9001 QMS also draws several internal resources in terms of 

dedicated staff, especially when the company comes to manage the QMS documentation and 

other processes such as auditing (Brown et al., 1998,  Casadesús and Karapetrovic, 2005a, 2005b) 

Moreover, Brown et al. (1998) found that SMEs and companies in general, were disappointed with 

the high volume of paperwork and the possible red tape. These possible drawbacks linked to 

internal resources and documentation were also analyzed and discussed by several other authors 



(Kasperavičiūtė-Černiauskienė, 2013; Tricker, 2014; Kasperavičiūtė-Černiauskienė and Serafinas, 

2016). In this way other two research questions can be set: 

RQ2 - Have high costs from internal resources represented a difficulty for maintaining ISO 9001 

certification? 

RQ3 - Has a high level of bureaucracy represented a difficulty for maintaining ISO 9001 

certification? 

 The literature revealed another debated obstacle: ISO 9001 interpretation. According to some 

authors (Brown et al., 1998; Singh et al., 2006; Sampaio et al., 2009; Ab Hawid, 2012) there are 

difficulties linked to misinterpretation of ISO 9001 requirements among external auditors and 

between auditors and the organizations.  This, in some organizations could represent a certain 

pitfall in implementing and maintaining ISO 9001 requirements. For instance, Bhuiyan and Alam 

(2005) investigated how Canadian companies faced difficulties in interpretation of ISO 9001 

requirements especially when urged by the impetuousness of the certification.  Connected to this 

issue, the fourth research question is:    

RQ4 - Have misinterpretations of ISO 9001 requirements represented a difficulty for 

maintaining ISO 9001 certification?    

 Other difficulties seem to be related with managerial and organizational issues. According to 

Singh et al. (2006), many issues are linked to gaining the commitment of stakeholders, in particular 

employees and top management. Top management involvement and commitment has been 

researched and debated as one of the most important obstacles and reasons of failure of ISO 9001 

implementation (Brown et al., 1998; Stevenson and Barnes, 2001; Torre et al., 2001; Singh, 2008; 

Goetsch and Davis, 2014; Mail et al., 2014; Fonseca, 2015). Some authors deeply investigated the 

reasons for top management involvement (Carlsson and Carlsson, 1996; Vloeberghs and Bellens, 

1996a; Vloeberghs and Bellens, 1996b). Results show how top management commitment should 

not be limited to setting quality objectives and appointing a quality manager. The implementation 

of a QMS takes time and effort and it could be seen as a cost. Without top management 

involvement and commitment, the ISO 9001 QMS would not gain the best performance from the 

employees, introducing in this way several resistances (Poksinska et al., 2002). Therefore, the fifth 

research question considered is: 

RQ5 - Has a lack of top management commitment and involvement represented a difficulty for 

maintaining ISO 9001 certification? 



 People involvement is a further issue correlated with management commitment and 

involvement (Fonseca, 2015). In this light, Ab Wahid (2012) highlighted that some problems faced 

by companies in sustaining ISO 9001 certification were mainly due to a lack of cooperation 

between people, lack of awareness and internal communication. They concluded that people 

involvement is the key for succeeding. Therefore, the following research question can be set:  

RQ6 - Has a lack of staff involvement represented a difficulty for maintaining ISO 9001 

certification? 

 Other difficulties are based around the auditing process, particularly the challenges that 

organizations face with internal audits (Lee and Palmer, 1999; Allur et al., 2014). In particular, 

Heras-Saizarbitoria (2011) investigated how difficulties are linked to the internal auditing system, 

finding that this process was experienced by companies as something stressful, not effective 

causing a waste of time. Roncea (2016) highlighted that a modern QMS needs a new type of 

internal auditor to really be able to improve organization performances as well as continuous 

improvement (Terziovski and Power, 2007). As a consequence the last research question is: 

RQ7 - Have internal audits represented a difficulty for maintaining ISO 9001 certification? 

 From these findings, it can be claimed that literature so far has focused on analyzing and 

discussing possible difficulties and drawbacks in dealing with an ISO 9001 QMS rather than the real 

causes for cancelling the certification.  

These seven RQs were discussed during an interview with some experts. The discussion led to 

changes to the preliminary RQs and the addition of some new ones.  

 

Methodology 

 This research employed a typical triangulation, where qualitative inquiry is alternated with 

quantitative inquiry (Bryman, 2006). The first stage of the research was based on a semi-

structured interview in which the seven preliminary RQs were used as open questions for 

discussing with a Delphi panel of interviewees the literature review results. For instance, RQ1 was 

turned into an open question: Do you think that the high costs in terms of consultancy and 

certification body represented a difficulty in maintaining ISO 9001 certification? The interviewees 

can be considered experts of ISO 9001 management; they comprised eight certification body 

auditors and 12 senior consultants in the field of ISO 9001 and total quality management (TQM).  

 Each auditor has audited hundreds of companies, in particular in the sectors highlighted in 

table 1, and they have experienced dozens of ISO 9001 cancellations due to companies’ 



difficulties. The same for the QMS senior consultants.  They have implemented dozens of QMSs 

coping with all the possible internal and external difficulties and pitfalls. 

 According to Bernard (1988), the advantage of semi-structured interviews is that the 

interviewer is in control of the process of getting information from the interviewees, but is free to 

follow new leads as they arise. 

 A Modified Delphi Design (MDD) was considered (Avella, 2016). In this case the researcher 

collects a first list of items based on a review of the main literature and provides the results to the 

Delphi panel of experts. The panel would then be asked to analyze and discuss the list. Panel 

members would be encouraged to correct and modify this first list based on their own expertise. 

The researcher does not have to control or manipulate the experts’ discussion. During the MDD 

we tried to respect the two main characteristics of this methodology which are anonymity and 

feedback. For instance, the experts communicated individually with the researcher and they did 

not exchange any information with each other.  

 The interview transcripts were analyzed, labelled and grouped using thematic content analysis 

(TCA). A satisfactory TCA depicts the thematic content of interview transcripts by identifying 

common themes in the texts (Creswell, 2013). TCA works using the following scheme: 

- highlight in the text discussions which are relevant to the topic of the research 

- initially code each distinct unit of meaning  

- group similar codes creating more focused categories 

- label categories.  

 Appendix A summarizes the process of coding showing the initial codes from the text of the 20 

interviewees’ notes and the following focused codes.    

 From the process of coding, RQs 1, 4 and 7 were modified and RQ 3 was put under discussion 

and subsequently dropped. More specifically, the 20 interviewees considered that difficulties are 

due to high costs in terms of certification body more than consultancy. Furthermore, they believed 

that the misinterpretation of ISO 9001 requirements is only between the company and the 

external auditors of the certification body and that the internal audits are a wasteful formality.  

 Interestingly, in contrast with RQ 3, the interviewees thought that nowadays with the 

digitalization process, managing ISO 9001 documentation can no longer be considered 

bureaucratic. Finally, the interviewed experts added two new possible RQs which had not 

emerged from the literature review. The first one is linked to the possibility that many customers 



are no longer interested in the ISO certificate. The second one concerns the difficulty in measuring 

the real improvements introduced by ISO 9001 certification.  

 As a consequence, the preliminary RQs from the literature review were partly changed, the 

third RQ was dropped and two were added. The new eight RQs were:            

  

RQ1 - Have high costs in terms of certification body represented a difficulty for maintaining ISO 

9001 certification? 

RQ2 - Have high costs in terms of internal resources represented a difficulty for maintaining 

ISO 9001 certification? 

RQ3 - Have misinterpretations between the company and the external auditors of the 

certification body represented a difficulty for maintaining ISO 9001 certification? 

RQ4 - Has a lack of top management commitment and involvement represented a difficulty for 

maintaining ISO 9001 certification? 

RQ5 - Has a lack of staff involvement represented a difficulty for maintaining ISO 9001 

certification? 

RQ6 - Have internal audits considered a wasteful formality represented a difficulty for 

maintaining ISO 9001 certification? 

RQ7 - Have customers not interested in ISO 9001 certification any more represented a difficulty 

for maintaining the certification? 

RQ8 - Has a lack of measurability of the real introduced improvements represented a difficulty 

for maintaining ISO 9001 certification? 

  

 The eight RQs depict the potential difficulties and reasons why Italian SMEs cancelled their 

certificate. The RQs were transformed into eight hypotheses to be tested by means of the 

questionnaire structured with eight questions in appendix B. Each question simply referred to one 

of the RQs. For instance, the first question was stated as: 

Your company cancelled ISO 9001 certification.  

Was the high cost in terms of certification body among the difficulties and reasons which led to this? 

 The questionnaire was addressed to the senior managers of companies. Specifically, all of them 

have been appointed as quality managers within the organization and they were at the company 



at the time the company lost the certification. In order to avoid bias the companies of the sample 

were chosen in respect to the following criteria:  

- The companies are SMEs that have cancelled their ISO 9001 certification from the Italian 

database from 2008 to today. 

- The companies did not withdraw their certificate for economic and financial problems such 

as bankruptcy.   

- The companies are mainly suppliers of other companies and they do not sell directly to end 

user customers.  

- The companies do not belong to the building and construction industry. In Italy, this 

particular sector has been affected over the years by laws and regulations that have 

obligated companies to have an ISO 9001 certification in order to participate in public 

tenders and bids.  

 Table 1 summarizes information about the sample of Italian SMEs in terms of turnover, number 

of employees and sector. 

 

Table 1 – The sample of SMEs by turnover, employees and sector 

Turnover  Number  

Less than 10 M Euros 53 
Between 10 and 20 M Euros 96 
More than 20 M Euros  18 

Employees  Number 

Less than 20 45 
Between 20 and 50 102 
More than 50 20 

Sector Number 

Chemical Industry 32 
Electrical industry 22 
Energy industry  7 
Food Industry 4 
Glass Industry 9 
Appliance Industry 1 
Information Technology 19 



Metallurgical industry 36 
Motorbike components 1 
Plastic Industry 36 

  
   

 Each respondent was asked to rank from 1 to 8 the importance of the reason for cancelling a 

certificate. The on-line questionnaire also included a field in which the senior managers could add 

qualitative comments. The comments left enabled the researcher to collect more information to 

improve the analysis and discussion of the quantitative results.  

 In the last two years about 500 companies were directly contacted through email using 

information from the Italian database of certified companies. In the past this database contained a 

dedicated section with companies whose certificate had been withdrawn. Moreover, other 

contacts came from some third-party certification bodies and consulting firms specialized into 

QMS. Only 34 answers were received through email, therefore many companies have been 

directly contacted by phone, inviting them to fill in the on-line questionnaire. At the end the 

questionnaire was answered by 167 senior managers and 118 out of 167 also ranked from 1 to 8 

the reasons for having cancelled the certificate.  

 Lastly, potential sources of common method biases were tested. Among these sources there 

could be the propensity for respondents to try to maintain consistency in their responses to 

questions (Podsakoff et al. 2003; p. 882), the propensity for respondents to agree (or disagree) 

with questionnaire items independent of their content and the use of a common scale format. The 

test has been performed by means of factor analysis for the answers before and after the 

certification. The highest value of eigenvalue for each of the eight factors was 32.120. The 

eigenvalue is a measure of how much of the variance of the variables a factor explains. In this case 

the first factor accounts for less than 50%. That means that common method bias does not affect 

the results (Podsakoff et al. 2003). 



Results  

 The quantitative inquiry is based on a 95% confidence interval (CI) for the proportion of the 

Italian SME population that cancelled the certificate (Cho and Abe, 2013).  According to Pfenning 

(2010), in this case the size of the population has to be at least ten times the sample. In Italy there 

are about 60 ISO 9001 certification bodies and according to their databases an estimate of 7,000 

companies have cancelled their certificates. Therefore, this methodology is appropriate for a so-

called statistical inference, where parameters of the population as a whole can be evaluated using 

a sample.  

 The respondents answered yes or no to the eight questions; therefore, the measurements are 

binary and the eight null-hypotheses are binomially distributed. The proportion of yeses is shown 

in Table 2 (e.g. 21% answered yes to the first question).   

 

Table 2 Sample proportions and confidence intervals  

Hypothesis Sample proportion ṗ 95% Confidence interval Rank  H0i 

1 0.21 0.15 0.27 7th Accepted 
2 0.64 0.57 0.71 4th Rejected 
3 0.12 0.07 0.17 8th Accepted 
4 0.85 0.80 0.90 2nd Rejected 
5 0.41 0.33 0.48 5th Accepted 
6 0.38 0.31 0.45 6th Accepted 
7 0.88 0.83 0.93 1st Rejected 
8 0.80 0.74 0.86 3rd Rejected 

 
 

 This research wants to test the null-hypotheses that the majority of respondents (more than 

50%) presume that the eight reasons for cancelling a certificate are not true. That means that the 

ṗ value should be higher than 0.5 and the lower 95% Limit. Following this reasoning, for instance, 

for the H01 null-hypothesis the 95% lower Limit is 0.15 and being the ṗ value equal to 0.21 the null-

hypothesis has been accepted. In other words, we are 95% sure that the mean of the population 

proportion is between 0.15 and 0.27 and consequently less than 0.5. On the other hand, for the 



H02 null-hypothesis the 95% lower Limit is 0.57 and the ṗ value 0.64, therefore the null-hypothesis 

has been rejected    

 The quantitative results show that the hypotheses 1, 3, 5 and 6 have been accepted, while the 

hypotheses 2, 4, 7 and have been rejected. The last column of Table 2 ranks the ṗ value or the 

percentage of respondents within the sample. The CI of the eight population proportions was 

calculated using the formula:        

CI = ṗ ± z √
ṗ(1−ṗ)

𝑛
 .  

From statistics, it is known that for a 95% CI the constant z is equal to 1.96 (Dacunha-Castelle and 

Duflo, 2012). Table 2 also shows the margin of errors and the CIs for the eight hypotheses, while 

Figure 1 graphically summarizes the CI limits.  

 

Figure 1 Upper and lower limits of the 95% confidence interval  

 

 

 For each hypothesis, the quantitative results give an explanation in terms of inference of the 

population of SMEs which have cancelled their ISO 9001 certification. These quantitative statistical 

results along with the qualitative notes left by the respondent senior managers represent the 

relevant inputs for the analysis and discussion of each hypothesis in the next section.  
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Analysis and discussion    

High costs in terms of certification body 

 Of the respondents, 21%, or, using the inference, between 15% and 27% of the population 

mean, (with 95% of confidence) and it can be said that the majority of respondents consider this 

reason did not affect the ISO 9001 cancellation. Compared with the literature review results, it 

seems that neither the certification body nor consultancy is now considered to be as expensive as 

they were in the past, especially during the 1990s. In fact, consultancy costs were dropped as a 

research hypothesis as a consequence of the preliminary interview with 20 experts.  

 The notes left by the managers expanded the results. Nine managers wrote that consultancy 

was very expensive in the 1990s and at the beginning of 2000s; however, there has been a 

significant reduction in cost due to competition among consultants and the economic downturn. 

There were no negative notes about the certification bodies or the cost of maintaining the 

certificate. According to six managers, the certification body cost can be considered the lowest 

cost, even for small-sized companies. External audits are usually annual and can be concentrated 

into just one day per year. Interestingly we found some notes in which respondents declared how 

the cost of the certification body is high in so far as the company does not compare its costs with 

as a whole. In this way, some respondents considered a possible relationship between this first 

hypothesis and the eighth one linked to a lack of measurability.     

High costs in terms of internal resources 

 When we come to costs in terms of internal resources, the respondents’ views differ from 

those they held for consultancy and certification body. Indeed, 64% of the respondents or 

between 57% and 71% of the population mean, consider the high costs of internal resources to be 

one of the difficulties and reasons for not maintaining ISO 9001 certification, therefore the null-

hypothesis has been rejected. This issue received the most comments from the respondents (46 

notes). Of the respondents, 24 pointed out the cost of the appointed quality manager. According 

to them it is a cost that a SME cannot afford, especially a full-time role. The respondents’ notes 

indicated that they consider the quality manager to be a sort of bureaucrat dedicated to drawing 

up procedures and work instructions. These respondents considered tasks such as writing quality 

documents, leading internal audits, replying to customers in cases of claims and problems as well 

as holding relationships with the certification body to be wasteful activities. Many criticisms were 

related to the fact that writing quality documents does not often improve processes, rather it just 

describes them. Eight respondents described quality documents as wordy documents that are 



difficult to read and understand, and that they are only for a few specialized managers. In a very 

negative way four respondents highlighted that instead of trying to solve problems and improve 

quality, people dedicated to quality are mainly devoted to counting and noting problems and non-

conforming products. As a consequence, time and resources dedicated to ISO 9001 management 

are considered to give a poor return.        

Misinterpretations between the company and the external auditors        

 This possible problem to maintaining ISO 9001 certification is considered by the respondents to 

be the least important; from a statistical point of view, only 12% of the respondents or between 

7% and 17% of the population mean (with 95% of confidence) considered it a problem and 

naturally the null-hypothesis has been accepted. In contrast with the results from the literature 

review, many respondents highlighted that it was not a pitfall at all. Seventeen senior managers 

wrote that typically the external auditors of the certification bodies had been fair and impartial in 

finding non-conforming situations. Eight managers stated in their notes that, over time, the 

external auditors had changed their attitude from a typical inspection to a proper assessment for 

introducing improvements. This is probably due to the changes that ISO has introduced over time 

with the different releases of the 9001 standard (Phillips, 2015). On the other hand, ten other 

respondents claimed that external audits performed by certification bodies often do not introduce 

any value to the company. We found in these ten notes negatively expressed concepts such as 

formality, worthless, waste of time and two respondents even emphasized that external auditors 

do not intentionally want to find anything relevant because they do not want to risk customer’s 

relationship. This more commercial approach of some certification bodies directly appeared in the 

comments of three other respondents who highlighted with strong words that you can maintain 

your ISO 9001 certificate as long as you pay. Another two respondents commented that, in recent 

years, to save money, certification bodies appointed younger and less experienced auditors. It 

seems that in the 1990s companies were worried about external auditors (Brown et al., 1998; 

Curkovic and Pagell, 1999) but now some auditors are intimidated by companies. In line with the 

comments for the first hypothesis concerning high costs of the certification body, 12 respondents 

noted that external auditors should be considered an investment more than a cost by trying to 

measure what the auditor can give back to the company in terms of performances.     

Lack of top management commitment and involvement  

 According to the quantitative results, a lack of top management commitment and involvement 

is the second most important difficulty linked to maintaining ISO 9001. This is in agreement with 



what has been found from the literature review. In particular, 85% of the respondents answered 

yes and the population mean can be considered to be between 80% and 90% (with 95% of 

confidence). Therefore, it can be claimed that this issue is quite certain. Indeed, in 36 notes the 

common denominator was that top management commitment and involvement is necessary for 

success and for long-term management of QMS. Interestingly, there is a sort of correlation 

between this issue and the seventh and eighth hypotheses for ISO 9001 cancellation. There are 22 

notes in which respondents wrote that top management will be interested in 9001 certification as 

long as their customers ask for it. Furthermore, we found 14 other notes where the respondents 

indicated that top management commitment and involvement in the QMS is basically related to 

measuring performances (Wiengarten et al., 2017).    

Lack of staff involvement 

 Of the respondents, 41% thought that this is a possible difficulty and reason for cancelling an 

ISO 9001 certificate and the statistical results show that the mean of the population ranges from 

33% to 48%. The respondents ranked this hypothesis in fifth position; as a consequence, it would 

not overcome a hypothetical 50% test of proportion. Looking at the notes left, 19 respondents did 

not consider internal resources to be a cost, unless people are well involved in managing the QMS. 

Similarly, in the opinion of 13 respondents it is not a matter of ISO 9001 requirements but 

probably of a wrong internal management. Concerning this issue, the respondents believed that 

there was a lack of leadership and communication from the top in their companies. For instance, 

three respondents declared that the top manager completely delegated the management of the 

system to the quality manager feeling no concern at all. As a consequence, people interpreted ISO 

9001 QMS as something that was not important for the company and they were not committed to 

it. In discordance with the literature review, no links were made between poor involvement and 

an excess of bureaucracy or the quality documentation.     

 Internal audits considered a wasteful formality 

 The respondents did not consider internal audits to be one of the most relevant problems in 

keeping ISO 9001 certification. To be more precise, 38% of the respondents or, using the 

inference, between 31% and 45% of the population mean considered internal audits to be a 

problem in keeping ISO 9001 certification. Starting from the negative notes, four respondents 

considered internal audits to be a complete waste of time, with no value introduced to a SME. 

Another 18 respondents expressed a similar concept, they highlighted that internal audit 

usefulness basically depends on how a company manages the audit. Twelve respondents indicated 



that the audit should not be a simple check of whether the 9001 requirements are implemented 

or not. These respondents referred to internal audits where, first of all, the company measures the 

performance of each QMS process trying to improve them over time.     

Customers not interested in ISO 9001 certification    

 According to the senior managers who answered the on-line questionnaire this could be the 

most relevant problem in maintaining ISO 9001 certification. Of the sample of 167 respondents, 

88% answered yes and from a statistical point of view the mean of the population ranges from 

0.83 to 0.93. Therefore, the null-hypothesis has been rejected. Of the qualitative comments left by 

the respondents, 38 declared that their customers were initially interested in the ISO 9001 

certification process, especially during the 1990s, but not later. According to the managers, in the 

last decade customers have lost their interest in having ISO 9001 certified suppliers and gradually 

they have stopped requiring the certificate. One could believe that the phenomenon is linked to a 

lack of trust in the certification system. For instance, some managers declared that customers 

consider that being ISO 9001 certified does not automatically mean being good at providing 

quality products or on-time delivery. Furthermore, according to other respondents, at the 

beginning of 2000s cancellation of a certificate aroused suspicion; however, now it is more 

common and companies do not have to formally explain the cancellation to their customers. Of 

interest, according to 11 respondents, this could also have led to the gradual fading of top 

managers’ commitment and involvement in ISO 9001 QMS.  

Lack of measurability of the real introduced improvements   

   The third most relevant problem for the respondents was the lack of measurability of the real 

introduced improvements. Quantitative results show a relatively high 80% of the respondents 

within the sample and the mean of the population between 74% and 86% responded yes. 

However, the qualitative notes showed some disagreement. For instance, 12 respondents believed 

that the lack of measurability is a direct consequence of a not committed and involved top 

management, whereas nine other respondents reported it is as a lack inherent in the standard. For 

instance, these respondents claimed ISO 9001 is just focused on customer satisfaction and product 

quality figures, and that the standard fails to foster other performances, especially economic and 

financial performances. Seven other respondents highlighted that ISO 9001 differs from advanced 

management systems such as TQM and Lean Manufacturing (Panizzolo et al., 2012); for example, 

it lacks day-by-day performance indicators to better involve workers. We also found some 

interesting notes about the problem-solving approach introduced in ISO 9001. According to the 



respondents, ISO 9001 completely lacks requirements linked to basic quality improvement tools 

such as Pareto chart, cause and effect diagram, 5 WHYs and many others inherited from TQM 

(Donauer et al., 2014). In this way, the respondents believed that ISO 9001 does not lead toward a 

culture of cost of poor quality measurability.       

    

Relationships among the hypotheses  

 From the qualitative notes left by the respondents we can suppose a causal relationship among 

the tested hypotheses. According to Dey (1993), the researcher can try to categorize concepts 

derived from the notes linking these concepts together.  In particular, following the causal diagram 

in Figure 2 and according to the respondents, it can be argued that the top reason which leads to 

ISO 9001 cancellation is that customers are no longer interested in suppliers having the certificate. 

According to the notes, this can cause a lack of top management and commitment in the QMS 

which, in turn, implies a lack of measurability of performance and a lack of staff involvement. If a 

lack of measurability occurs, then typically it is difficult to evaluate costs and return of the 

certification body as well as of internal audits. As a consequence, there could be misinterpretation 

between the company and the external auditors and audits could be perceived as formal and 

wasteful activities. A lack of staff involvement can bring to high costs of the internal resources, in 

particular referring to quality managers and other staff dedicated to the QMS.  

 

Figure 2 Causal diagram of the tested hypotheses  
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However, Figure 2 is based solely on a purely explorative method. Qualitative methods used to 

identify causal relationships and develop causal explanations is now accepted by some researchers 

even if is still under debate and not-well theorized (Maxwell, 2004). The supposed relationships 

among the hypotheses should be tested considering one variable to be dependent and one or 

more variables independent and choosing a proper quantitative method.  

 

Conclusions   

 This research was carried out with a sample of 167 manufacturing SMEs that have cancelled 

their ISO 9001 certification from the Italian database.  

 Our findings from the literature review contrasted with the views of our respondents who 

considered that costs related to consultancy and the certification body were cheaper now than in 

the past; therefore, these costs were no longer perceived to be a difficulty for maintaining ISO 

9001. The certification body has even been considered as having a commercial approach and 

consequently sometimes obliging with the situation. Moreover, according to the respondents, 

there are very few misinterpretations with the external auditors of the certification body. We also 

did not find any declared difficulty in terms of paperwork or red tape for maintaining the QMS. It is 

probable that this difficulty has been overcome with the massive implementation of information 

technology and digitalization. Compared with the literature review results, the situation 

concerning internal audits was unclear; some companies claimed some difficulty especially when 

audits are not managed with the aim of measuring performance of the processes. Similarly, the 

respondents are in two minds concerning costs of internal resources. They simply stated that it 

depends on the level of people involvement and their tasks; in particular, staff cannot be just 

dedicated to administrative and bureaucratic activities concerning identification and counting of 

non-conforming products, inspections and audits for the compliance.      

 The quantitative results were clearer and agreed with the literature review in terms of top 

management commitment and measurability of the real introduced improvements. Respectively, 

they are the second and third ranked difficulties and both overcome a 50% test of proportion. 

However, the highest ranked difficulty and reason which led to cancellation of ISO 9001 

certification seemed to be customers’ lack of interest in whether the company has the certificate.  

 Lastly our research also brought to light possible relationships among the hypotheses as shown 

in Figure 2. Customers’ current lack of interest in ISO 9001 certification could have led to a 



consequent drop in top management involvement and commitment in the QMS and a further 

consequence in terms of lack of performance measurability and staff involvement.  

Implications for practitioners    

 The conclusions of this research highlight relevant issues for managers, consultants, QMS 

auditors and even for ISO 9001 authors.  

 The value of the ISO 9001 certificate is weakening in some markets; this implies that QMS 

practitioners have to aim at achieving QMS benefits regardless of the certificate of compliance. 

Moreover, this research shows that there are several mistakes which have to be avoided to get the 

best from an ISO 9001 QMS. For instance, first, top managers should not delegate the QMS to 

quality managers and, second, the staff dedicated to the QMS has to implement real continuous 

improvement using tools and principles that are not included in ISO 9001 requirements. Our 

respondents suggested the implementation of, at least, basic quality tools such as Pareto chart, 

cause and effect diagram and 5WHYs, especially for reducing the so-called cost of poor quality. 

Last, but not least, performances of processes and the QMS as a whole have to be measured from 

an efficiency and effectiveness point of view. Performance measurement has to involve workers 

through day-by-day management and even the way of leading internal audits has to be connected 

with performance measurability.       

Avenues for further research      

   The limitations of this research open avenues for further research. Scholars could compare the 

results of this Italian sample with other national samples or a more general one. Furthermore, 

there are some limitations in the way of coding the research questions and choosing the experts; 

therefore, there are probably other difficulties with ISO 9001 certification worthy of investigation 

not taken into consideration. The relationships among the eight hypotheses also need more 

investigation. In this case, quantitative research could transform the hypotheses into variables 

creating a multi-regression model or similar. Finally, scholars and practitioners could find out what 

the current 2015 version of ISO 9001 lacks, proposing suggestions for developing and improving 

future issues of the standard.    
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Appendix A - Coding qualitative data from the interviews 

Interview focus: discussion of the research questions connected to the difficulties of maintaining ISO 9001 

certification  

 

Responses   Initial coding  Focused coding 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Data from the 20 
interviews  

    

 Certification body is a significant cost 
over time 
Certification body does not introduce 
any improvement  

  
 
1 - High costs in terms of certification 
body 

 You do not have to use consultants 
necessarily  

  

 You have to appoint a quality 
manager 
You have to waste time in writing 
procedures and filling in records 
You have to add tasks to your daily 
job 

  
 
2 - High costs in terms of internal 
resources 

 Computers and software help in 
managing documentation 
All the quality documents can be 
digitalized 
The new ISO 9001 version is very 
flexible in terms of documentation 

  
 
3 - Low level of bureaucracy due to 
digitalization 

 External auditors have their own 
interpretation of the requirements 
External auditors are often not able 
to understand company’s point of 
view  

  
4 - Misinterpretations between the 
company and the external auditors 

 Top managers and entrepreneurs 
often do not sponsor enough ISO 
9001 certification 
Top managers give conflicting 
messages to the staff  
Top managers just delegate to 
quality managers 

  
 
 
5 - Lack of top management 
commitment and involvement  

 Workers consider that quality 
documentation is not very clear 
Employees are often not involved in 
drafting documents 

  
6 - Lack of staff involvement  

 Internal audits are considered a 
check of people’s jobs  
Internal audits do not introduce 
significant improvements 
Internal audits are just a formality 

  
 
7 - Internal audits are considered a 
wasteful formality  

 ISO 9001 is of some interest as long 
as it is asked for by customers 
Markets do not value ISO 9001 
certification like they used to in the 
past 

  
 
8 - ISO 9001 not requested by the 
customers any longer  

 It is difficult to measure the real 
improvements achieved 
ISO 9001 does not request 
measurement of economic and 
financial impacts  
Key indicators are mainly based on 
customer satisfaction  
 

  
 
 
9 - Lack of economic and financial 
measurability  

   
 

  

 

 

 

 

 



Appendix B – The questions asked in the questionnaire of the survey  

Your company cancelled ISO 9001 certification. In your opinion, among the difficulties and reasons which 

led to this you have found (rank from 1 to 8 the importance of the reason): 

1- high cost in terms of certification body 

2- high costs in terms of internal resources 

3- misinterpretations between the company and the external auditors of the certification body 

4- a lack of top management commitment and involvement 

5- a lack of staff involvement 

6- internal audits considered a wasteful formality 

7- customers not interested in ISO 9001 certification of suppliers any more 

8- a lack of measurability of the real introduced improvements 

 


