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ABSTRACT
Objective Although previous studies largely emphasize 
the positive effects of patient participation in patient 
safety, negative effects have also been observed. This 
study focuses on bringing together the separate negative 
effects that have been previously reported in the literature. 
This study set out to uncover how these negative effects 
manifest themselves in practice within an obstetrics 
department.
Design An exploratory qualitative interview study with 
16 in- depth semistructured interviews. The information 
contained in the interviews was deductively analysed.
Setting The study was conducted in one tertiary 
academic healthcare centre in the Netherlands.
Participants Patients (N=8) and professionals (N=8) from 
an obstetrics department.
Results The results of this study indicate that patient 
participation in patient safety comes in five different forms. 
Linked to these different forms, four negative effects of 
patient participation in patient safety were identified. 
These can be summarised as follows: patients’ confidence 
decreases, the patient–professional relationship can 
be negatively affected, more responsibility can be 
demanded of the patient than they wish to accept and the 
professional has to spend additional time on a patient.
Conclusion This study identifies and brings together four 
negative effects of patient participation in patient safety 
that have previously been individually identified elsewhere. 
In our interviews, there was a consensus among patients 
and professionals on five different forms of participation 
that would allow patients to positively participate in patient 
safety. Further studies should investigate ways to prevent 
and to mitigate the potential negative effects of patient 
participation.

INTRODUCTION
Patient safety is fundamental to excellent 
patient care and a critical component of 
healthcare quality management.1 2 Despite 
the longstanding principle of ‘do no harm’, 
unsafe medical care causes significant 
morbidity and mortality across the world.3 
Unsafe practice mean that there are still many 

patients who suffer harm as a consequence of 
healthcare interventions.4 For this reason, 
many countries have prioritised patient safety 
and are actively working to build safer health 
systems.2 As part of this, there is a focus 
on improving the patient safety culture to 
enhance patient safety in hospitals.5 6

Patient participation is increasingly being 
prioritised internationally.7–9 Patient partic-
ipation has become a starting point for 
quality of care and is frequently seen as an 
important instrument for improving care.10–12 
For example, patient participation is seen as 
having led to increased efforts to measure 
patient experiences, which can then be used 
as input for improving or redesigning health-
care services.13–15

Further, there is increasing recognition and 
acceptance that patients should have a role 
because of their expertise.10

Involving patients in their own safety is 
an example of the wider concept of patient 
participation.16 Patient participation is 
advocated as a means of improving patient 
safety.17–19 Patient participation in, and views 
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 ⇒ The study considers patient participation from a 
fresh perspective, namely the possible negative ef-
fects of patient participation in patient safety, and 
particularly in the context of obstetrics.

 ⇒ The study included the perspectives of both patients 
and professionals and, as a result, this study on 
patient participation is more comprehensive than 
many earlier ones and has brought both perspec-
tives together.

 ⇒ The small sizes of both the patient and professional 
samples, there is a risk of a selection bias.

 ⇒ Further, although a single case study provides in- 
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of external validity.
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on, patient safety are now considered valuable in the effi-
cient identification of effective interventions that promote 
safe care.20 Recent studies have shown that various forms 
of patient participation in patient safety, such as involve-
ment in medication management, reduce the number of 
adverse events.21 22

Despite the potentially major benefits of patient partic-
ipation, several studies suggest that patient participation 
in patient safety can also have negative effects. First, 
asking patients to participate in improving their own 
safety can lead to anxiety issues.23 This fear can arise when 
patients feel that they could be doing more to prevent 
harm.24 Second, involving patients in their own safety can 
consume more of the healthcare professionals’ time, for 
example, when needing to responding when patients or 
their family express concerns.25 Third, patients may be 
allocated more responsibility than their condition or 
ability allows them to cope with.26 Fourth, a more open 
discussion about errors could harm the relationship 
between patient and professional and lower trust in the 
treatment27–29 and also decrease the patient’s confidence 
in the professional.30 31

Notwithstanding these concerns, patients can bring 
experience and information that the professionals may 
lack. For this reason, a patient’s input is seen as crucial. 
There are different forms of patient participation and the 
benefits of these are widely emphasised and promoted. 
However, being aware of potential negative effects, 
especially when they relate to patient safety, is also very 
important. This study focuses on bringing together the 
negative effects that have been reported elsewhere in 
the literature. More specifically, this study seeks then to 
uncover how these negative effects manifest themselves in 
practice within an obstetrics department.

METHODS
Study design
Given that the aim of this research was to investigate forms 
of patient participation in patient safety and to clarify the 
negative effects that arise from these forms, an explor-
atory qualitative interview study was held in an obstetrics 
department. The views of both patients and professionals 
were obtained. The Standards for Reporting Qualitative 
Research checklist32 was used to demonstrate the trans-
parency of all aspects of the qualitative research (see 
online supplemental Appendix A).

Inclusion criteria and participants
The study was conducted at the obstetrics department 
of Erasmus Medical University Centre in Rotterdam, the 
Netherlands. Interviews were held with both patients and 
birth care professionals, to collect their subjective expe-
riences of patient participation. Initially, 21 professionals 
and 32 patients were approached by email, phone or 
personally. Inclusion criteria for the patients were that 
the patient had been admitted to the obstetrics depart-
ment at the time of the approach, were potentially willing 

to participate in an interview at least 3 weeks and at most 
6 weeks after childbirth and had sufficient mastery of the 
Dutch language to fully participate. Inclusion criteria for 
the professionals were a position as a physician or clin-
ical midwife, at least 6- month employment in the obstet-
rics department, and sufficient mastery of the Dutch 
language to fully participate. Of those approached, eight 
professionals and eight patients were interviewed (see 
table 1). A lack of time was the major given reason for the 
approached professionals not to participate in the study. 
For the patients, it was insufficient energy after childbirth 
to participate in the study. Given these reasons, we have 
no reason to conclude that the views of participants and 
the non- participants differed with regard to the research 
question. Further, since we continued to approach and 
interview participants alternating data collection and 
data analysis until we were no longer hearing anything 
new, we consider that data saturation was achieved.

Data collection
In- depth interviews were conducted between March 
2020 and June 2020 by one researcher (MVdV), with 
the sample size extended until saturation was reached 
(after 16 interviews). Due to COVID- 19 concerns, safety 
measures were observed and the interviews took place 
on the basis of the patients’ and professionals’ prefer-
ences. Nine interviews were conducted face to face and 
seven interviews by telephone. The interviews lasted on 
average 59 min (longest 101 min and shortest 43 min). 
The focus was on forms of individual patient participa-
tion. In these semistructured interviews, three areas were 
discussed: patient safety, patient participation in patient 
safety and the negative effects of patient participation in 
patient safety. These central themes were reflected in the 
interview topic guide, which were adapted to the context 
of both patient and professional respondents (see online 
supplemental Appendix B). There were no specific proto-
cols and/or guidelines concerning patient participation 

Table 1 Respondents’ characteristics

Patients, N (%) Professionals, N (%)

Gender

Male 0 (0%) 6 (75%)

Female 8 (100%) 2 (25%)

Age (average) 32 years 51 years (range 37–65 years)

Educational level

Vocational 
education

2 (25%) 0 (0%)

Higher 
vocational 
education

4 (50%) 1 (12.5%)

Scientific 
education

2 (25%) 7 (87.5%)

Profession

Gynaecologist 7 (87.5%)

Clinical midwife 1 (12.5%)
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at the obstetrics department. The in- depth interviews gave 
us a sense of the local culture in this department. After 
the interviews, a member check was carried out by asking 
the respondents if there were factual inaccuracies in the 
transcripts. Twelve of the sixteen participants took part in 
this check, with the other four failing to respond despite 
several attempts. None of the participants indicated any 
factual inaccuracies and no changes were made.

Data analysis
The texts from the interviews were transcribed and anal-
ysed in  ATLAS. ti, V.8 for Windows.  ATLAS. ti is widely used 
as a tool to structure qualitative analysis. We opted for 
inductive analysis to investigate forms of patient partic-
ipation in patient safety because no suitable validated 
scientific model was available. Several negative effects of 
patient participation in patient safety have already been 
reported in the literature and, based on these, categories 
were deductively assigned. First, codes based on the liter-
ature were linked to the text fragments and our initial 
themes. Each theme was given one or more codes and, 
in this way, this study recognises the significance and 
relevance of the existing literature. In addition, the study 
was open to new categories given our fresh approach and 
that we were curious how negative effects might manifest 
themselves in practice. However, no new negative effects 
emerged. In presenting the results, a table overview was 
generated for each category.

Patient and public involvement
Patients and the public were not involved in the design, 
conducting, reporting or dissemination plans of the 
research.

RESULTS
In this section, the most important findings will be 
detailed and substantiated using anonymise quotes.

Forms of patient participation in patient safety in an 
obstetrics department
In this subsection, the forms of participation where there 
was consensus between patients and professionals that 
they would encourage patients to participate more in 
their own safety are discussed.

Jointly coordinate birth plan
The interviewees stated that obstetric patients should 
ideally contribute to their birth plan to express their 
wishes and needs regarding the delivery, so that the 
obstetric patient can together with the professional of 
the obstetrics department see what is feasible. Most of 
the respondents in the interviews indicated that the joint 
coordination of the birth plan can increase the feeling of 
safety.

Act on signs and symptoms
Critical information on possible signs and symptoms that 
might indicate adverse outcomes would allow obstetric 

patients to alert their birth care professional to address 
any potential risks. Provided with this knowledge, 
obstetric patients feel less anxious if such symptoms actu-
ally occur. The professionals in the obstetrics department 
also become more alert to any issues.

Co-treatment
The professionals of the obstetrics department indi-
cated that they want to stimulate patient access to 
and participation in the patient file so that obstetric 
patients can act on the information recorded and have 
a better insight into possible unintended deviations. 
Both patients and professionals stated that, through 
this, obstetric patients can become more involved 
during their hospitalisation and become more of a 
co- owner of the information in the file and also act as 
a co- practitioner in the care process.

Medication check
The obstetric professionals argued that medication 
errors in prescribing and dispensing medication are 
not that uncommon, and that a check on the medi-
cation overview involving the professional and the 
obstetric patient in combination with the packaging 
information is seen as a priority. Obstetric patients 
indicated that they would like to assist in checking 
whether the correct medication at the correct dosage 
is present in the intravenous drip.

Patient’s own input in the time-out procedure
By time out procedure, we refer to the surgical team’s 
short pause, just before an incision, to confirm that 
they are about to perform the correct procedure on the 
correct patient.33 Obstetric professionals indicated that it 
is important to check at least the name and date of birth 
of the patient before childbirth. Both sets of respondents 
argued that, in order to increase the input of obstetric 
patients, it is important that obstetric patients actively 
attract the attention of the professionals.

Negative effects of patient participation in patient safety
The four negative effects of patient participation iden-
tified are summarised in table 2 and then discussed in 
more detail below.

Patients’ confidence decreases
Anxiety
Obstetric patients indicated that the discovery of medi-
cation errors and greater transparency over medication 
errors can cause anxiety. Most of the respondents stated 
that, if errors are made several times, obstetric patients 
become more anxious, and this leads to a decrease in 
confidence. Moreover, the respondents argued that this 
can also make obstetric patients anxious when they do 
not have a medical background because they cannot 
understand everything.

Most of the patients would say, I had to get parac-
etamol and now you are giving me antibiotics. They 
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then wonder if that is true. And then, as a healthcare 
provider you say sorry and that it is how it goes. If they 
notice in the record that they have been given the 
wrong medication three times, they will be more anx-
ious. Then they will also start to think, things always 
go wrong here. And then it could just lead to less trust 
in us. (professional 2, 48 years old)

You do not need an explanation for a paracetamol. 
But iron tablets do have some side- effects that you do 
not know about. You can also have some serious side 
effects from magnesium tablets. If I had known that 
in advance, I wouldn’t have been shocked anymore. 
Then I would have thought, okay, it feels to me like I 
have a really bad fever. My body felt like I was on fire 
and afterwards it turned out to be from the magne-
sium. I read that on Google. It made me very anxious 
at the time because I didn’t hear it there and I could 
not understand it myself. (patient 2)

The patient–professional relationship can be negatively 
affected
Negotiations with the patient about the treatment
If obstetric patients read things in their patient file that 
they find difficult to understand, the relationship between 
patient and professional can be affected. When obstetric 
patients start to consult the patient file, it is possible that 
they raise more points for discussion. This can also happen 
if obstetric patients participate in the time- out procedure. 
The obstetric professionals reported that it sometimes 
feels as if they have to continually negotiate treatment 
with an obstetric patient since patients are encouraged to 
express their needs, and participate in both the keeping 
of the electronic patient file through co- treatment and in 
the time- out procedure through making their own input.

A trend that I, and also my colleagues, experience is 
that patient participation in some cases sometimes 
gives rise to constant negotiation, which is about 
what treatment they should or shouldn’t have. That’s 
something that I think has been increasing in recent 
years. It is something I notice myself suffering from, 
that if the patient expresses it in such a way, I can-
not provide good care. This is the opposite of what 

I would like, and what I think is medically justified. 
(professional 1, 54 years old)

Unwanted insight
Patient involvement with the patient file creates greater 
transparency for obstetric patients, but they may then 
see things they would rather not have seen. Obstetric 
patients especially find things linked to mental well- 
being uncomfortable to read and that the content can 
be too painful. This can affect their relationship with the 
professionals at the time. In response to the reality that 
obstetric patients can read everything, the professionals 
will sometimes deliberately withhold things or write them 
down in a coded form. The obstetric professionals indi-
cated that they do not always get the full picture from the 
obstetric patients and that some information must first be 
cross- checked with other professionals in the department 
before it is included in the file.

Patient and professional cannot bridge the gap in their wishes 
regarding treatment
With obstetric patients participating in their birth plan, 
the professional respondents indicated that sometimes 
obstetric patients have unrealistic wishes, and ones that 
are medically irresponsible. As such, an obstetric patient’s 
wishes cannot always be met.

The intention behind the birth plan is that it im-
proves the communication between me and the pa-
tient. The time investment that is required for this 
and the number of conversations you have, still take 
a lot of the professional’s time, and that also means 
that it doesn’t always work out. So, there are definite-
ly examples of patients where the individual birth 
plan has given rise to different and unrealistic ex-
pectations, and that in some cases it is also difficult 
to manage. However, even in the most extreme case, 
ignoring the wishes and context of a patient is also 
outdated. (professional 6, 62 years old)

Table 2 Negative effects of patient participation in patient safety

Negative effects Causes Identified by

Patients’ confidence decreases Anxiety Patients/professionals

The patient–professional 
relationship can be negatively 
affected

Negotiations with the patient about the treatment
Unwanted insight
Patient and professional cannot bridge the gap in their wishes 
regarding treatment

Patients/professionals
Patients/professionals
Patients/professionals

More responsibility can be 
demanded of the patient than 
they wish to accept

Professionals hand over a lot of responsibility
Patients experience considerable responsibility

Patients/professionals
Patients/professionals

The professional has to spend 
additional time on a patient

Additional questions from the patient
Overdiagnosis

Patients/professionals
Professionals
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More responsibility can be demanded of the patient than they 
wish to accept
Professionals hand over a lot of responsibility
Obstetric patients, given the initiative to give them a role 
in providing an extra control over medication, may iden-
tify errors. After identifying such errors, patients may have 
continuing doubts and bad feelings when taking their medi-
cation. The obstetric professionals had warned about placing 
too much responsibility on their patients and believed that 
medication checks should remain a medical responsibility. In 
addition, home monitoring places considerable responsibil-
ities on the obstetric patients, something they are normally 
not used to. Respondents on both sides argued that many 
obstetric patients are not ready to take on this responsibility 
when it is given to them.

Patients experience considerable responsibility
The majority of the obstetric patients interviewed indi-
cated that they do want to participate in safety, but they do 
not want to bear too much responsibility. In the context of 
checking their medication, obstetric patients argue that 
this should be an extra check—in addition to the nurse’s 
check. The respondents indicated that obstetric patients 
do not always want to bear this responsibility.

I would not want to take full responsibility for doing a 
medication check. The reason for this is that I am not 
medically trained. There may just be another name 
[for the same medication] that I am not aware of. I 
have experienced this before with my dad that two 
names have been mixed up, and that caused consid-
erable damage. As far as I am concerned, two medical 
people should look at it anyway to prevent mistakes. 
I would then like to contribute to patient safety by 
doing a third and final check. (patient 1)

The professional has to spend additional time on a patient
Additional questions from the patient
Both patients and professionals indicated that transparency 
provides obstetric patients with greater insight, and that this 
can lead to more questions from them. It was reported that 
patient participation in medication checks, and their involve-
ment in the electronic patient file and the birth plan, resulted 
in more questions from them to the professionals.

I think there should be a part in the electronic patient 
file that remains between the nurses and the doctors. 
And that part is what you should not share in the file, 
and you do not need to because the patient does not 
have to read everything literally. If everything is there, 
then I would also want to know everything, and that 
will only lead to many more questions. (patient 6)

Overdiagnosis
 
The professionals in the obstetric department mentioned 
that overdiagnosis is a risk and stems from the patient 
participation initiative that encourages them, in the event 

of signs and symptoms, to raise these with the profes-
sionals. The professionals reported that obstetric patients 
do indeed report signs and symptoms, and that this can 
lead to overdiagnosis and overtreatment because of the 
limited knowledge of obstetric patients regarding poten-
tial complications.

It should be a simple conversation about the three 
main symptoms that they should never ignore and di-
rectly raise the alarm. And this conversation should 
not be overshadowed by a lot of other symptoms, be-
cause the risks for the professional are that we then 
test for all kinds of things because we have alerted the 
patient. In addition, the patient does not even really 
know about it. Overall, we will probably not find very 
many relevant things and the costs will increase. (pro-
fessional 7, 45 years old)

DISCUSSION AND CONCLUSION
Although various studies have shown individual nega-
tive effects of patient participation in patient safety, this 
study is the first to bring these together and our empirical 
study, based in the practice of obstetrics, has given added 
insights to these negative effects.

Discussion
Based on the results of previous studies, the expectation 
is that patient participation in patient safety will gener-
ally have positive effects. However, a literature search 
identified four negative effects of patient participation 
in patient safety identified in different studies. This 
study brought together these negative effects and sought 
further explanation.

First, it was found that the confidence of obstetric 
patients can decrease as a result of their participation 
in patient safety. Knowing that there is a risk of medical 
errors may cause anxiety and a decrease in trust. This is 
in line with a study that revealed that the participation of 
patients in improving their own safety can lead to anxiety 
issues.23 Another study similarly shows that fully opening 
up all information to patients at bedside handovers can 
lead to anxiety.34

Second, we found that patient participation in their own 
safety can negatively affect the relationship between the 
obstetric patient and the professional from the obstetrics 
department. This is mainly because making all the informa-
tion in the patient file available to the obstetric patients can 
result in the professionals having to continuously renegotiate 
treatment. It is also possible that a patient and a professional 
cannot bridge the gap between the wishes of the patient and 
the professionals received need for treatment. These are 
fresh insights extending earlier studies.27–29

Third, in the obstetrics department investigated, the 
patients were given a lot of responsibility regarding 
patient safety and they were aware of this responsi-
bility. While one study has argued that patients are now 
expected to take responsibility for their own safety,35 a 
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more recent study considered that patients could only 
function as a safety buffer (often the final one) along-
side professionals.26 In addition, it is argued that, while it 
may be easy for professionals to say that patients should 
bear the responsibility for their own safety, professionals 
always remain responsible for the care they provide. As 
such, the responsibility for patient safety can be unfairly 
assigned to patients.26 Our study found that patients are 
willing to perform a final check. As such, it could be said 
that patients should take on the responsibility, but we also 
saw that obstetric patients were not ready to take on full 
responsibility. Consequently, a balance needs to be found 
between patients and professionals, and here is where 
shared decision- making should come into play. Further, 
because patients’ preferences are often misunderstood, 
professional training should be organised for profes-
sionals so that they can make a better diagnosis based on 
a patient’s preferences.36

Fourth, the obstetric professionals indicated that patient 
participation in patient safety consumes more of their time 
as it leads to additional questions from patients leading to 
more requests for diagnostic tests. This is at odds with an 
earlier observation in the literature that patient participa-
tion is regarded as an efficient way to find effective inter-
ventions to promote safe care.20 Our view is that the role 
of patients is inevitably increasing and, presently, this is not 
balanced with the time that professionals have to invest in 
this. More questions from patients and subsequent overdiag-
nosis, unnecessary testing and treatment can cause harm to 
patients. However, if there is time to develop strong relation-
ships with patients, engage in shared decision- making and, 
take the time to fully educate them about risks and benefits, 
patients often prefer to avoid excessive testing and treat-
ment.37 A different perspective seen in the literature reasons 
that, patient participation in patient safety investigations can 
lead to greater recognition of errors and their correction, but 
will indeed absorb more of a professional’s time.25 It has also 
been argued that, if a professional cannot find enough time 
to be involved in patient participation processes, the patient 
is less likely to participate or view it as a positive experience. 
Another reason identified in the literature for professionals 
not making the time for patient participation is simply 
because professionals do not want to encourage patient 
participation.38–40 A reason offered is that it is not always 
clear why the patient’s perspective is important.41 If this is 
not clear, there may be no incentive for the professional to 
let the patients participate. If professionals see the process as 
taking more of their time due to what they consider an excess 
of questions and requests for further diagnostics, this could 
have a negative effect leading them to try and spend less time 
on patient participation. Further studies should investigate 
the impact of time on patient participation in more detail.

The negative effects reported in this study are found on 
both the patient and the professional levels. This study 
also shows that there are negative effects on the institu-
tional level and identifies the following: cost consider-
ations, legal implications and policies, and culture. If 
patients discover errors, appropriate medical and mental 

support may have to be immediately arranged, adding to 
costs. Further, patient participation can lead to organi-
sational liabilities in the event of errors. Overall, institu-
tional policies and operating procedures will define the 
level of patient participation.25

Strengths and limitations
The strengths of this study include viewing on patient partici-
pation from a fresh perspective, namely the possible negative 
effects of patient participation in patient safety, and partic-
ularly in the context of obstetrics. Another strength of the 
current study is that it included the perspectives of both 
patients and professionals. As a result, this is a more compre-
hensive study on patient participation than many earlier ones 
and brought both perspectives together. Nevertheless, our 
study has some limitations. First, giving the small sample size, 
there may be a selection bias in both patient and professional 
samples. However, small, non- representative samples are 
considered acceptable for qualitative studies provided one 
strives for maximum variation within the sample. Further, 
although a single case study provides in- depth findings, it 
imposes limitations on the extent of external validity. The 
reason for this is that there may well be different procedures 
and cultures within other obstetrics departments. In addi-
tion, there are different types of patient groups and prac-
tices within other care specialties that might lead to different 
findings.

Conclusions
In advance, it was expected that patient participation 
in patient safety would generally have positive effects. 
However, a literature search identified four negative 
effects of patient participation in patient safety identi-
fied in different studies. This study brought together 
these negative findings and sought further explana-
tion, by interviewing both patients and professionals, 
in the context of an obstetrics department, about their 
experiences and ideas. The interviews with patients and 
professionals revealed further evidence for these negative 
effects. Future studies could investigate ways to prevent 
or at least mitigate the negative effects of patients partic-
ipating in patient safety. Adopting measures to remove 
the negative effects is necessary to promote patient safety 
through patient participation.

Practical implications
It is important to continue to encourage patient partic-
ipation. However, because we know from this study that 
there are also negative effects, in addition to the positive 
ones, it is important to look for ways to deal with these. To 
allow obstetric patients to participate in patient safety, it is 
necessary to create moments where they can participate. 
To enable this, it is important that professionals are given 
enough time and professional training by their organisa-
tion to enable them to appropriately respond to patients’ 
participatory inputs.
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