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Objectives: Internationally, healthcare quality regulators are criticized for failing 

to respond to patients' complaints. Patient involvement is, therefore, an 

important item on the policy agenda. However, it can be argued that there is a 

discrepancy between the patients' perspective and current regulatory approaches. 

This study examines whether a discrepancy exists between the perspectives of 

patients and regulators on healthcare quality. 

Methods: A questionnaire was sent to 996 people who had registered a 

complaint with the Dutch Healthcare Inspectorate to measure expectations  of 

and experiences with the Inspectorate. A taxonomy was used to classify their 

complaints into the clinical, relationship, or management domains. Results: The 

response was 54%. More complaints about clinical issues (56%, P = 0.000) were 

investigated by the regulator than complaints about organizational (37%) and 

relational issues (51%). Patients with complaints about management issues less 

often indicated (13%, P = 0.002) that health- care is improved by making their 

complaint than patients with complaints about clinical or relationship issues did 

(22%–23%). Patients who reported about relational issues with care providers 

attached more importance to is- suing sanctions against the care provider than 

other patients (mean score 2.89 versus 2.62–2.68, P = 0.006). 

Conclusions: The predominant clinical approach taken by regulators 

does not match the patients' perspective of what is relevant for healthcare 

quality. In addition, patients seem to be more tolerant of what they perceive to 

be clinical or management errors than of perceived relational deficien- cies in 

care providers. If regulators want to give patients a voice, they should expand 

their horizon beyond the medical framework. 

Several countries such as New Zealand, the United Kingdom, and the Netherlands 
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are facing problems with public trust in healthcare quality regulation.1–5 It is argued 

that current patient safety approaches tend to reflect a narrow medical perspective 

that excludes the patients' perspective, creating a discrepancy between the two.6–11 

In addition, some large-scale incidents such as the Mid Staffordshire National Health 

Service trust scandal, where patients complaints were not responded to, have further 

inflamed this debate.
5,12 

When evaluating that case, it was recommended that

openness and transparency about concerns must be ensured and that a greater role 

should be given to complaints within the regulatory process.
13 

The Care Quality

Commission has expressed a commitment to pay more attention to patients' 

complaints in its regulation policies.
14 

In other countries, similar developments can

be seen. Regulators have expressed a greater commitment to improving responses to 

complaints and giving patients  a  greater voice.
4,13–17

 

However, if regulators want to involve patients and their complaints in their policies, 

a clearer understanding of the potential existence of discrepancies between the two 

perspectives is needed, either in terms of issues that are considered relevant or in 

terms of providing information on the effects of reporting a complaint. This could 

help create solutions that improve responses to complaints and patient satisfaction. 

This study examines whether there are discrepancies between the perspectives 

patients and regulators and what they imply. We studied to what degree the 

evaluation procedures and responses of a regulator to complaints of various natures 

(clinical, e.g., related to purely medical subjects, and nonclinical, e.g., related to 

organizational or relational subjects) presented by patients match the patients' 

perspectives on the relevance and perceived effects of their complaints. Complaints 

received by the Dutch healthcare quality regulator (more information in Box 1) are 

used as  a  case study. 

We aim to answer the following questions: 

 Is there a difference in patients' expectations of a regulatory authority

between patients with complaints that are clinical and nonclinical in nature?

 Which complaints (clinical and nonclinical in nature) are considered to be
relevant by the regulator for further investigation and does this match the

patients' perspective?

 How do patients with clinical and nonclinical complaints perceive the

effects of their complaints on healthcare quality and does this match their

expectations?

METHODS 

This study draws upon newly collected data and instruments used in previous 

research.18 A taxonomy was used to determine the nature of the complaints. 
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Furthermore, we submitted a survey to patients who reported complaints to the 

Inspectorate, to measure their expectations and experiences with reporting their 

complaint. Information about which complaints were investigated further by the 

Inspectorate gave us insights into the relevance of complaints for healthcare quality 

from the regulator's perspective. 

 
Selection of the Study Population 
A survey was sent to all people (n = 996) who submitted a com- plaint to the 

Inspectorate between August and November 2012 or between April and August 2013. 

The selection of two different periods was helpful in preventing contextual factors 

(such as media exposure after incidents) having too much influence on patients' 

perceptions of the Inspectorate. Furthermore, numbers of respondents to analyze 

differences between subgroups within the study population (age, sex, educational 

level, investigated versus not investigated, and subgroups of complaints with different 

subjects) would be sufficient. 

 Several inclusion criteria were formulated: 

 The complaint must have been submitted by a member of the public/patient 

(or relative), not a care provider 

 The complaint must be about healthcare (so general questions or complaints 

about the Inspectorate itself were excluded) 

 If a complaint was further investigated by the Inspectorate, the investigation of 

the Inspectorate had to be closed, and the complainant had to have been 

informed about the closure by letter, so as to minimize the risk of respondents 

assuming that their response would have an impact on the handling of their 

complaint. 

 An employee of the Inspectorate ensured the complaints met the inclusion 

criteria. 
Two reminders were sent. After those, the response rate was 44%. An abridged 

survey was, therefore, sent to non-responders. 

In total, 67 respondents dropped out because their addresses were incorrect, the 

person had moved, or the person died. Thirty-three people who filled out the survey 

were left out of the analyses because they were included in a special intervention by 

the Inspectorate in which extra attention was given to the complainant, which may 

have influenced their experiences when reporting the complaint. 

 
THESURVEY 

The design of the survey about complaints was driven by the theory of procedural, 

distributive, and interactional justice.25 Information about the development of the 

survey can be found elsewhere (see reference).18
 

The survey comprised the following three parts: (1) characteristics of the person and 

complaint (subject and severity of physical injury), (2) people's expectations when 

reporting to the Inspector- ate, and (3) experiences with reporting. An open answer 

option was given to elucidate the subject of the complaints. Severity of any physical 

harm caused was measured on a five-point-scale (1 = no physical to 5 = death). The 

questions were in the form of statements for which respondents could indicate the 

importance of the specific statement. Immediately afterward, respondents were asked 

how much they felt that these statements actually applied (experiences). 

Respondents' expectations making the complaint (from “not important” to “most 
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important”) and experiences with the reporting (from “no” to “yes”) were 

measured on four-point scales.18

Taxonomy 
A taxonomy was used to conduct a content analysis of the com- plaints (Table 1). This 

taxonomy was developed and reliability analyses were conducted for it in another 

study, using another complaint sample than used in the current study. The earlier study 

aimed to develop a standardization technique for complaint analyses covering all 

healthcare sectors and the setting of regulation. The taxonomy differentiates between 

the clinical/ care/cure domain, management/organization/logistics/planning domain, 

and patient-care provider relationship/communication domain. Those domains are used 

for grouping 6 main categories and 29 subcategories. The average reliability of the 

taxonomy, analyzed by using the ratings of two raters, at the level of the main 

categories was substantial (κ = 0.64). The taxonomy is given in the appendix. 

The answers of the respondents to the questions and the open answer options about 

the nature of the complaints were used to classify each complaint within up to three 

domains, main categories, and subcategories of the taxonomy (by the first author). 

This means that up to three domains, main categories, and subcategories can apply to 

one complaint. 

Statistical Analyses 
Statistical analyses were conducted using the software program STATAVersion 13 

(Stata-Corp., College Station, TX). Background characteristics of the study population 

were compared with the characteristics of the Dutch population26 and are presented 

de- scriptively. Prevalence of the domains, main categories, and sub- categories was 

analyzed by counting whether they occurred at least once within the complaints. A 

Venn diagram was made to show the overlap between the domains. Differences in 

severity of physical injury between the two groups (complaints that were/were not 

investigated) and scores of importance of expectations between the three domains were 

calculated using t tests. Percentages of which expectations were actually met 

(experiences) according to the respondents were calculated by adding scores 3 and 4 

together for each variable. Differences in those experiences between the three 

domains, plus some detailed analyses of the subcategories of the taxonomy, were 

calculated using χ2 tests. The expectations and experience items were split across 

three scales, based on a factor analysis conducted in a previous study.18 Differences 

were considered significant if P value is less than 0.05. Cases with missing values 

were left out of the analyses. 

It was explicitly stated that their individual answers would not be revealed to the 

Inspectorate. The first author kept a list of respondent codes that were also printed 

on each survey and the Inspectorate kept a list with the same codes and the 

associated names and addresses. This allowed response rates to be monitored and re- 

minders to be sent to non-responders by the Inspectorate. The lists were destroyed 

after 6 months. 

No personal information or medical information of the respondents was used in this 

study. 

[TABLE 1][TABLE2] 

RESULTS 

First, we describe the background characteristics of respondents, types of care 

providers, and the nature of the complaints, plus the severity of physical injury 
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related to the complaint. We then focus on what the respondents expected of 

reporting their complaints to the Inspectorate and if differences exist depending on 

the nature of the complaint. After that, we describe which com- plaints were relevant 

for further investigation by the Inspectorate and how the respondents with complaints 

of various natures experienced those responses by the Inspectorate. 

 
Background Characteristics of Respondents and Nature of Their Complaints 

The response was 54% (n = 503, 51% excluding 33 respondents who were included in 

the intervention). Basic study population characteristics are shown in Table 2. More 

than half of the respondents were female. Relatively more respondents were aged 40 

to 64 years than in the Dutch population at large. The study population consisted of 

relatively highly educated people. 

Table 3 shows the types of care that the complaints were about. Most complaints 

concerned hospital care (23%), nursing homes (18%), and mental healthcare (18%). A 

relatively large proportion of complaints concerned the  “other”  answer  option 

(20%). 

Examples of the answers are occupational doctors, haptonomist, and ambulance 

services. 

 
[TABLE 3] 

 
What Patients Find Relevant for Healthcare Quality 
Figure 1 shows the total number of complaints reported by patients per domain. The 

clinical domain occurred most often (64%) 

and overlapped almost equally with the other two domains. The management and 

relationship domains were present in four out of ten of the complaints, with a mutual 

overlap of 7%. Only 4% of all complaints were about all three of the domains. To 

illustrate a complaint about the clinical domain, a patient described a safety incident as: 

“Got a metal on metal hip. […] Had high concentrations of cobalt and chromium in 

my blood.” To illustrate a com- plaint about the relationship domain, a patient 

described a complaint about communication: “Insufficiently informed by at- tending 

physician […]  about  possible  consequences  of placing a prosthesis.” 
An example of a complaint about the management domain is: “Admitted as a heart 

patient in the weekend. Unit was left unstaffed because of staff shortage.” 

No significant differences were found in the prevalence of the domains within the 

complaints with regard to age, sex, and educational level (not in table). 

 
Patients' Expectations of the Inspectorate 

Table 4 shows the average scores of importance for patients' expectations when 

reporting complaints, given separately for the three domains. For most respondents, it 

was most important that reporting their complaints leads to benefits in terms of quality 

of care. 

Patients with complaints in the relationship domain had significantly higher 

expectations of specific consequences for the care provider in question compared with 

the other two domains  (P = 0.006). They felt it is important that the inspectorate 

should have a hard-hitting conversation and that the care provider should be punished 

or banned from working. Detailed analyses showed that especially patients who 

reported about care providers not listening/not taking seriously, about rude attitudes, or 

about abuse found it more important that sanctions should follow compared with the 

remaining patients (not in table, P = 0.000–0.02). 
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found between the average score of self-reported severity of physical injury in 

investigated (mean = 2.5) and non-investigated com- plaints (mean = 2.3). 

Figure 2 shows the total number of complaints for each single domain and those 

overlapping two or three domains, as well as the number of investigated complaints. 

Most complaints concerned the clinical domain, and a greater proportion of clinical 

com- plaints were investigated by the Inspectorate (56%, P = 0.000, not in table) than 

in the relationship (41%) and management domains (37%). 

In addition, the average score of severity of physical injury in complaints about the 

clinical domain was significantly higher (2.8, P = 0.001, not in table) than in the other 

domains. In-depth analyses of the subcategories showed that complaints coded as 

safety incidents and title misuse were investigated significantly more often than the 

other complaints (P = 0.001–0.05, not in table). Figure 2 also shows that fewer 

complaints were handled when a complaint concerns a second and/or third domain 

besides the clinical or when it concerns exclusively the relationship or management 

domain (or both of those). 

Patients' Experiences With the Inspectorate 
Table 5 shows the experiences patients had with reporting their complaint and the 

responses of the Inspectorate. For the items on the benefits for quality of healthcare, 

patients complaining about management issues reported significantly fewer positive 

experiences compared with the other patients (P = 0.002–0.01). Detailed analyses 

show that these effects mostly concern com- plaints about finances, inappropriate 

behavior, insufficient/ unqualified personnel, and insufficient compliance with 

legislation/  directives (P = 0.01–0.04). 

Positive experiences are obviously related to whether com- plaints are investigated: 

patients with complaints that were investigated more often report that their complaint 
led to benefits for quality of care (P = 0.000–0.005, not in table). 

 
DISCUSSION 

This study examined whether there are discrepancies between the perspectives of 

patients and regulators and what those imply. We focused on what relevance regulators 

and patients attach to complaints of different natures, what patients with different 

complaints expected of the regulator, and how the regulator reacted to different 

complaints. 

 
Mismatch Between What Patients and Regulators Find Relevant for Healthcare 

Quality 
Formally, the Inspectorate further investigates patients' com- plaints whether they are 

severe or point to structural problems in healthcare.19 However, this study shows 

divergence in the criteria playing a role in what the Inspectorate considers relevant. 

Com- plaints with a clinical component are more often the subject of further 
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investigations by the Inspectorate, whereas management and organizational 

problems, such as insufficient or unqualified personnel or noncompliance 

with legislation, seem to be less relevant to the Inspectorate when assessing 

problems encountered by patients. However, according to patients, a 

broader scope of aspects of quality of care is relevant and can be learned. 

This illustrates the mismatch between the “biomedical” agenda of 

medicolegal bodies and “life-world” agendas of patients27 and refers to 

what is an ongoing discussion in research, the medical  model being 

dominant and a leading determinant in constructing or reconstructing the 

context of medical harm, adverse events, complaints, and patient safety.7–11,28 It 

has often been argued that the current definition of medical harm excludes 

the non-disease-specific or nonclinical aspects that the patient may 

consider harmful.7,8,11 Patients often evaluate the care received on nonclinical 

aspects, 

such as the interpersonal skills of the care providers29 and how care is organized
30

 

Furthermore, what constitutes an adverse event according to patients refers not only to 

the original event but also to a broader array of aspects such as the aftermath of the 

event and how they were treated.7
 

 

These experiences suggest that if the regulators do want to give patients a voice in their 

policies and acknowledge the patients' perspective, a broader perspective should be 

adopted rather than relying heavily on a narrow medical model or letting the “clinical 

view” dominate. 

Regulator Responds Less Effectively to Patients Who Reported Organizational 

Issues 
The results show that patients with complaints about organizational aspects felt less 

often that their complaint had an effect on quality of care. This is obviously explained 

by the fact that fewer complaints about organizational issues are investigated further 

by the Inspectorate. However, no differences were seen between the nature of the 

complaint and the relevance for quality of care that patients attached to their 

complaint. Patients, therefore, seem to think that there is also a learning potential 

from organizational problems for care providers and the regulator. 

Bismark (2015) argues that medicolegal agencies are often focused too much on 

handling complaints in a procedurally correct way.31 The results seem to fit with this 

reasoning; complaints about organizational issues do not seem to fit in the 

established processes and procedures of the Inspectorate, which could limit effective 

responses to patients, really hearing their voice and providing what they need. 

Furthermore, it could be questioned why organizational problems are deemed to be not 

structural and considered less relevant for the quality of care by the Inspectorate. In 

addition, patients may have a better view of these types of problems in healthcare than 

regulators do during, for instance, regulatory visits and inspections. 

 
Surprising Results About Expectations When Complaint Concerns Relational 

Deficiencies 
For most patients, regardless of the nature of their complaint, it is most important that 

their complaint has an effect on healthcare quality. Personal benefits or consequences 

for care providers are less important. Nevertheless, unexpected but interesting 

differences are observed regarding the nature of complaints and what patients want 

from reporting their complaint to the regulator. Patients with complaints that concern 

relational capabilities of care providers attach more importance to sanctions against 
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the care provider in question than other patients do. Furthermore, this study shows 

that those patients find it very important that their sense of justice is restored. These 

findings are similar to what was found in other studies. Research has shown that 

communication subjectively perceived by patients as unsatisfactory was the main 

factor that made them decide to initiate legal proceedings.32 Levinson  et al.33  found 

that physicians who received no complaints were those who provided information, 

asked the patient's view, and used humor. 

Research among the Dutch public showed that the majority agree with a soft 

approach of imposing measures by regulators in cases of poor quality of care.34 

However, patients, thus, seem to be less tolerant of perceived relational deficiencies of 

care providers than of what they perceive to be clinical or management errors.29 

Regulators could take this into account when inviting patients to report their 

complaints and manage their expectations if they approach them. It could, in addition, 

be debated whether regulators should play a role in addressing care providers in cases 

of relational deficiencies. Lastly, these results could be an important indicator for 

care providers that they should be aware of their relational (and in particular listening) 

skills. Moreover, openness, apologies, and appropriate action after adverse events are 

essential to patients.35,36
 

 
Strengths and Limitations 

A strength of this study is the large sample size. 
The response rate in this study was modest, even after sending two reminders and an 

abridged survey. There is, therefore, a risk of response bias. One consequence could be 

that the results of this study are not fully representative of the group of people who 

complained to the regulator. Nonresponse analysis was not possible because no 

characteristics of the non-respondents were available,   in  part  due  to  the meticulous   

privacy arrangements. 

Research shows that non-respondents are more likely to be members of minority 

groups and lower educated groups.37 No characteristics were available of the 

respondents who returned the abridged survey either. 

Some respondents indicated that completing the survey made them uncomfortable 

because it revived the situation that the com- plaint was about. This could be an 

important reason for the non-response. Another reason could be that filing the 

complaint itself had already cost a great deal of effort, making people reluctant to 

participate. The study population is older and more highly educated than the general 

Dutch population. This might be explained by the fact that this specific group feel 

more empowered to com- plain to the regulator. 

The complaints were classified using the taxonomy by only one author, do to time 

constraints. Therefore, there could be a risk of misclassification bias. Nevertheless, the 

taxonomy has already shown to be substantially reliable. 

This study only includes the process of decision-making by the regulator on if a 

complaint needs further investigation, because the complaint is considered structural or 

very severe. The follow-up after this process, on potential improvement of quality of 

care, is outside the scope of this study. Furthermore, the analysis is based on the content 

of the complaint from the perspective of the patient. The clinician's perspective on a 

complaint may give other insights on the cause of what went wrong. For instance, a 

complaint about clinical decision-making may also be caused by failing information 

systems. This perspective is, however, not analyzed in this study, which is a limitation 

of the study. 

It is unclear whether the results of this study also apply to other regulatory authorities. 

This requires further research. 
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CONCLUSIONS 

There is a mismatch between the patients' and the regulator's perspectives. Although 

the clinical view dominates in the regulator's perspective, patients believe that a 

broader scope of contextual, organizational, and relational aspects of quality of care 

is relevant. This clinical view limits effectively response to patients by the 

Inspectorate, by really hearing the patients' voices and pro- viding what they need. 

The nature of complaints affects patients' expectations from reporting their complaint 

to the regulator. Patients are less tolerant when their complaint concerns relational 

deficiencies in care providers than when they perceive it to be a clinical or 

management error. It could be debated whether regulators should play a role in 

addressing care providers for their relational deficiencies. Furthermore, these results 

could be an important indicator for care providers that they should be aware of their 

relational skills (in particular listening to patients). 

To conclude, if regulators want to include the patients' perspective in their policies, 

they should expand their horizon taking ac- count of the needs and expectations of 

patients, rather than relying too much on the medical model. 
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Box 1 information about complaints about healthcare inthe Netherlands 
 

The Dutch Healthcare Inspectorate is mandated by the Minis- try of 
Health, Welfare and Sports to regulate and monitor healthcare quality. It 
is not the statutory task of the Inspector- ate to handle complaints by 
individual patients. Other re- search already showed that patients are 
aware of that.18 Responsibility for handling of patients' complaints lies pri- 
marily with the care providers, where patients can complain directly at 
complaint officers or boards. Complaints are only eligible for further 
investigation by the Inspectorate when complaints point to structural or 
very severe problems. The criteria are severe deviation from the applicable 
professional standards by medical professionals or other employees within 
the care institution, severe lack or failure of an internal quality system at a 
care institution, severe harm to health, a high probability of recurrence, or 
when care providers do not comply to the Clients' Right to Complain Act.19 

This complaints act obliges care providers to install easily accessible 
indepen- dent complaints committees. The aim of such a committee is to 
focus explicitly on the legitimacy of the patient's complaint. Research has, 
however, shown that many patients are dissatis- fied after this procedure.20

 

The Inspectorate receives approximately 1500 complaints an- nually from 
patients of which the majority are not investigated further by the 
Inspectorate, given its remit.21 However, it was argued that the Inspectorate 
does not take patients seriously and should value patients' complaints as 
signaling deeper problems.5,12,22–24 It was stated in political debates that the 
patients and their complaints deserve more attention and should be 
involved in regulatory policies to reflect patients' perspectives.12,22,23 To 
improve responses to complaints, an independent contact point for the 
general public was set up to guide patients with complaints. 

Crow R, Gage H, Hampson S, et al. The measurement of satisfaction with healthcare: 
implications for practice from a systematic review of the literature. Health Technol Assess, 
2002;6:1–244. 
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FIGURE 1. Venn diagram of distribution of domains occurring in the complaints 

reported by patients (excluding complex complaints [4%]). 
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