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Abstract

Objective: The study was carried out to examine the effect of tele-health application on the anxiety level
and quality of life of patients diagnosed with COVID-19.

Method: The sample was divided into the application (N=28) and control groups (N=28) by random
sampling method. The application group was given COVID-19 discharge training prepared by the
researchers and followed up with telemonitoring over the phone. In the study, data were collected with a
pretest- posttest design, and patient identification form, Quality of Life SF-36 scale and Beck Anxiety
scale were used as data collection forms.

Results: After COVID-19 training and tele health were applied to the patients in the experimental group,
it was determined that there was a difference between the two groups in terms of some sub-dimensions
of quality of life in both groups (p<0.05). When the posttest measurements of the anxiety scale after the
application were examined, it was determined that there was a decrease in the anxiety score in the
experimental group (p<0.05).

Conclusions: It has been found that COVID-19 patient education and telehealthmethod both have a
positive effect on the quality of life of the patients and reduce their anxiety. The tele health method can
encourage to in the patient education and psychological support of the patient, in situations where access
to health is limited due to natural disasters.
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two-way communication between healthcare
professionals and patients, and includes
image, speech and digital communication
Technologies (Hazin & Qaddoumi, 2010;
Merz et all 2021; Bryne 2020). Ithough the
terms telemedicine and telehealth are
sometimes used interchangeably in the
literature, while providing medical care and
treatment to telemedicine applications,
patients, all health professionals offer service
options such as disease prevention, diagnosis,
treatment, and disease management training
in telehealth(Bryne 2020; Mahoney 2020;
Ajalli & Khoshknab 2015; Pazar et all 2015;
Catan et all 2010).

Patient education and tele-monitoring, which
are frequently included in the scope of tele-
health, include the wuse of media
communication tools such as Skype,
FaceTime, WhatsApp Short Message Service
via smart mobile phones that provide two-
way communication in the delivery of health
care services (Hakim et all 2020; Jahromi et
all 2016; beney et all 2002; Chakeri et all
2020; Schaumberg 2020). Tele-monitoring is
popular due to its low cost and easy use, as
well as supporting patient education with
written visual materials, providing repeated
patient education, symptom management and
recognition  of  early  complications
(Fairbrother et all 2014; Inglis et all 2017;
Ivonov 2016). Studies have reported that tele-
monitoring is effective in providing drug
compliance, self-care power, cognitive social
adaptation and high patient satisfaction, and
in coping with illness-induced
anxiety(Hawkes et al 2013; Hindistan &
Cilingir 2012; Farazmand et all 2017; Ionov
et all 2016; Merz et all 2020; Ramaswamy et
all 2020; Jahromi et all 2016). In the relevant
literature, there are research results reporting
that tele-monitoring improves the quality of
life of patients and reduces repeated
hospitalizations(Farazmand et all 2017,
Manzato et all 2021; Raessi et all 2021;
Hawkes et all 2013; Fairbrother et all 2014).
Tele-health is a good option to support the
management of physical and mental
symptoms of quarantined patients isolated at
home during the COVID 19 pandemic. In
studies investigating the mental problems of
COVID 19 patients in home quarantine due to
the decrease in their access to health services
and social support, it was stated that the
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patients experienced problems such as
depression, stress, sleep problems, and
anxiety (Verma 2020, Alipour et all 2020;
Chakeri et all 2020; Zhou et all 2020). For this
reason, when the patients in quarantine are
evaluated holistically, there is a need for
studies that evaluate the effect of telehealth
practice on both the quality of life and anxiety
of patients.

Although there are studies in the related
literature showing that tele-monitoring
improves coping with physical problems and
improves quality of life, and reduces mental
problems such as anxiety and depression,
studies showing the effect of tele-monitoring
given to quarantined patients on anxiety and
quality of life are quite limited (Kamei et all
2021; Jahromi et all 2016), Charekei et all
2020; Allipour et all 2020). The fact that the
COVID 19 pandemic continues to exist in
global health with different variants shows
that quarantine practices will continue for a
while. For this reason, it is critical to develop
tele-health services by evaluating the impact
and quality of tele-health services to be given
to quarantined patients. The study was
conducted to evaluate the effect of telehealth
service to be given to patients under home
quarantine during the COVID 19 pandemic on
anxiety and quality of life.

Methods

Study design: The research was conducted as
a quasi-experimental, case-control, pre-test
post-test design follow up study in order to
examine the effect of tele-health application
given to patients in COVID 19 quarantine on
anxiety and quality of life of patients. The
population of the study consisted of patients
who were quarantined at home for 10 days
after applying to the COVID 19 outpatient
clinic of a state hospital. The data in the study
were collected between 01.01.2021 and
05.06.2021. G power analysis was used to
calculate the sample size of the study. As a
result of the power analysis, when at least 57
people (at least 28 people for each group)
were included in the study, it was calculated
that 80% power could be obtained at the 95%
confidence level. The patients participating in
the study were included in an experimental
and a control group, respectively. The 28
patients who met the inclusion criteria were
assigned to the control group and the 29
patients were assigned to the control group.
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Volunteer patients with a diagnosis of
COVID 19, quarantined at home, over 18
years of age, without communication
problems, literate, no diagnosed mental
pathology, and able to use smart mobile
phones were included in the study. In the
study, a patient whose general condition
deteriorated during the COVID 19 quarantine
and who was hospitalized was excluded from
the sample.

Data collection tools: Data were collected by
online surveys via Google Forms since the
patients were under quarantine in the study. A
total of four forms, including patient
introduction form, SF-Quality-of-Life Scale
and Beck Anxiety Scale, COVID 19
Education Booklet, and Tele-monitoring
Checklist, were used to collect data in the
study. The patient introduction form created
by the researchers consists of 18 questions to
reflect the essential characteristics of patients.
Along with age, educational status, gender,
past illness history, and current illness history,
there are questions about whether patients
have received information about the disease,
COVID 19 education, and satisfaction with
the phone monitoring service provided in the
questionnaire form. In collecting data, the
patients' quality of life was evaluated with the
Short Form of the Quality-of-Life Scale (SF
36). Rand Corporation developed this scale to
evaluate the quality of life. The scale consists
of 8 sub-scales, including physical function,
social function, physical role function,
emotional role function, mental health,
wellness, pain, general health, at a total of 36
items. Evaluation on the scale is carried out
by Likert type, except for some items, and the
last 4 weeks are taken into account. Subscales
evaluate health between 0-100 and show that
the higher the score, the better the quality of
life.(Atalikoglu et all, 2021; Kocyigit et
all,1999). In the study, the Beck anxiety scale
was used to evaluate the anxiety experienced
by the patients during the quarantine process.
Beck developed the Beck Anxiety Scale in
1988. It is a Likert-type evaluation tool that
gives scores ranging from 0-3 on a scale
consisting of 21 items. When calculating the
total score, the responses to the items in the
scale are collected. 8— 15 points obtained from
the scale indicate = Mild anxiety, 16-25 points
= Moderate anxiety, 26-63 points = Severe
anxiety. The lowest score obtained from the
scale is 0, while the highest score is 63. A high
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total score indicates an increase in the severity
of anxiety (Akin & Cetin, 2007; Kurt et al.,
2021). In the study, the researchers prepared a
COVID 19 disease management training
booklet as educational material in telehealth
applications in the experimental group. In the
training booklet, which was developed based
on the literature and in line with expert
opinions, there are sections containing the
COVID 19 agent, symptoms, mode of
transmission, diagnosis, treatment methods,
drug management, applications for possible
complications after treatment, what to do in
emergencies, and reference resources.
(https://www.cdc.gov/coronavirus/2019-
ncov/hep/guidance-home-care.html; Interim
Guidance for Implementing Home Care of
People Not Requiring Hospitalization for
Coronavirus Disease 2019 (COVID 19);
Signal 2020; Zhu et all 2020; Adhiraki et all
2020;
https://covid19bilgi.saglik.gov.tr/depo/rehber
ler/COVID 19-rehberi).

In the study, the researchers prepared a Tele-
monitoring Checklist to record the training
and telemonitoring provided within the scope
of telehealth conducted with each patient in
the experimental group. This list was filled
based on patients' responses on calls on days
1, 5, and 9 of patients' quarantine. The
checklist content included a record of the
answers to whether there was an increase or
decrease in the symptoms of patients, whether
they experienced a different symptom, how
they felt spiritually and physically at each
telemonitoring.

Intervention: Patients who were quarantined
at home due to COVID 19 diagnosis and met
the study's inclusion criteria were informed
about the research by the doctor in charge of
the pandemic outpatient clinic. The telephone
numbers of the patients who volunteered to
participate in the study were forwarded to the
researcher. The researcher performed
telemonitoring in 3 sessions for patients in the
experimental group. The application on the
first day of their quarantine with the patients
in the experimental group who agreed to
participate in the research. Then, the patients
who completed the online questionnaire
forms were called by the researcher by phone.
During the first interview, the researcher
provided information about the COVID 19
patient education booklet covered topics.
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At the end of the interview, feedback was
received on the issues discussed by question
and answer, an online training booklet was
shared, and COVID 19 disease management
training was provided. After completing the
training, patients were asked questions about
the items on the telemonitoring checklist, and
their answers were recorded. The training of
each patient in the

experimental group on the first day of
quarantine was completed about 25-30
minutes. The patients in quarantine were tele-
monitored two more times, on the fifth and
ninth days of the quarantine, by the
researchers. During this process, questions in
the tele-monitoring checklist were asked, and
other questions patients wanted to consult
were answered. The responses of the patients
were recorded. On the last day of the
quarantine, the patients participated in the last
test online, and the data collection was
terminated.

The pre-test questionnaire forms were sent to
the patients' phones using WhatsApp
messaging program before patient education
was conducted within the scope of telehealth
The patients in the control group were called
by the researcher by phone on the first day of
quarantine to fill out the online pre-test forms.
Online final test forms were applied on the
last day of quarantine. There was no
telephone monitoring in the control group,
and the patients received only routine care in
the home.

Statistical analysis: Statistical Packages for
the Social Sciences (SPSS) 24.0 program was
used to analyze the data. Descriptive statistics
such as number and percentage were used in
the evaluation of sociodemographic and
descriptive characteristics. In the analysis of
the tests, the level of significance (p value)
was taken as <0.05. The conformity of the
data to the normal distribution was examined
with the Kolmogorov Smimov test.
Parametric tests were used in the analysis of
normally distributed data, and non-
parametric tests were used in the analysis of
non-normally distributed data (Chi-square,
Independent groups t-test, Man Whitney U
tests).

Ethical considerations: Written permission
was obtained from Cankiri University Ethics
Committee (dated 7.10.2020 and ethical
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committee number: 328), Scientific Research
Platform of the Ministry of Health of the
Republic of Turkey (2020-11-13T21 36 41),
and Cankiri State Hospital in order to conduct
the research. After obtaining all necessary
permissions for the study, the patient who met
the criteria were informed and their written
consent was taken before the data collection.
They were assured about confidentially; as
well they informed that they can withdraw
any time from the study. The research was
conducted following the Helsinki Declaration
on Human Rights.

Results

The research was conducted with 56 patients
with Covid-19 diagnosis. Table 1 shows the
distribution of socio-demographic
characteristics of patients in all groups. The
experimental group participants' mean age
was 37.35+11.70; on the other hand, the
control group's mean age was 40.21+10.25.
53.62% of the patients in the experimental
group were female, and 46.7% of the patients
in the control group were male. While the
experimental group of 78.5% was married,
the control group of 21% was married, too.
The data reveals that 82.12% of the patients
in the experimental group applied to an
outpatient clinic, and 14.3% of the patients in
the control group were admitted to an
emergency department or came by an
ambulance when examining the admission
status of the patients to the hospital. The
findings suggested that 96.4% of the patients
in the experimental group reported their
satisfaction with the telemonitoring education
(Table 1).

According to the Chi-square test results, there
was no statistical difference between the
groups in terms of the age group, gender
group, marital status, profession, education
status, presence of chronic disease, smoking
status, how to apply to hospital in both groups
were found to have a homogeneous
distribution (P=.417;, p=.076; p=.089;
p=.045; p=.086; p=.091). (Table 1) Initially,
we compared the two groups' pre-test scores
for the life quality scale categorized all
subscales. No statistically  significant
difference existed among the
groups(p>0.005). ( Table 2)
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Table 1. Demographic characteristics of patients

Demographic characteristics

Experimental group(N=28)

Control group(N=28)

X SD-MIN MAX | X SD- MIN | x2 /p,
MAX
Age 37.35+£11.70 10.45+59 40.21+£10.25 | 12.3 X’=0.238
p=417
N % N %
Gender
Female 15 53.6 15 53.6 X’=1.708
Male 13 46.7 13 46.7 p=.076
Marital status
Married 22 78.6 21 75 X?>=1.88
Single 6 10.7 7 25 p=.089
Educational status
Middle school graduation 22 78.6 14 50 X?=4.26
Associate degree 10.7 6 21.4 p=871
Undergraduate graduate 10.7 8 38.6
Profession
Officer 10.7 6 21.4 X?*=0.316
Laberer 28.6 7 7 p=.045
Unemployed 13 46.7 12 42.9
Self-employment 2 7.1 1 3.6
Retired 2 7.1 2 7.1
Ways of application to the hospital
Policlinic 23 82.1 21 75 X?=2.62
Emergency servis 5 17.9 71 14.3 p=971
Smoking
Yes 10 35.7 2 7.1 X>=2.18
No 18 64.3 26 92.9 p=.692
Presence of chronic disease
Yes 5 17 9 32.1 X%=3.12
No 23 83 19 67.9 p=.086
Tele monitoring satisfaction
Yes 27 96.4 X*=1.73
No 1 3.6 p=091
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Table 2. The group’s pretest and post test Scores of Life Quality scale(SF-36)

Scores of Scorest of Life

Pretest Scores

Post test Scores

Quality scale

X | P X | P
Physical function
Experimental group 85.89+ 24.34 0.072 90.53+ 10.30 0.001**
Control group 74.44 £22.24 74.28 £13.08
T.1.837 T 3.042
Physical role challenge
Experimental group 64.28 £23.26 0.485 24.28 £12.34 0.036*
Control group 56.25+42.28 T-0.703 45.53+11.45 7Z—2.149
Emotional role difficulty
Experimental group 66.66+ 20.57 0.528 32.14+10.74 0.160
Control group 75.00+26.38 45.23+ 17.64 -1.426
T—0.635
Energy/vitality
Experimental group 66.96+ 40.57 0.158 75.71+ 18.89 0.084
Control group 57.85 £26.54 T-1.431 65.17-22.43 T-1.75
Mental health
Experimental group 29.14+ 12.21 0.767 P 34.82 +£11.47
Control group 27.86 £11.54 Z: -, 296 22.1849.78 0.004*
Social Function
Experimental group 67.85+£29.15 0.553 63.83+22.13 0.031*
Control group 62.05+ 21.45 T-0.808 50.49+21.49 T-2.22
Pain
Experimental group 69.73+ 23.22 0.583 44.89+ 16.90 0.198
Control group 66.42+ 21.45 T-0.553 52.14-14.10 T..-1.303
General health
Experimental group 61.60 £20.55 0.728 33.68 £14.25
Control group 61.96 £17.06 Z:-1.146 23.32+ 12.36 0.017*

* =p<0.005 Z=Man Whitney U test significant value T =Independent T test significant value
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Table 3. The group’s pretest and post test of Beck anxiety scores

Experimental | Control Min Max p t
group group
N=28 N=28
X +SD X +SD
Prestest scores of | 31.32-12.11 36.07-11.38 20 49 0.178 -1.366
Beck anxiety scores
Prestest scores of | 23.89-8.42 34.92-14.29 20 54 0.001* | -3.521
Beck anxiety scores

As for the scores in the post-test that followed
by the interventions, the experimental group's
scores in the physical function subscale
(90.53+10.30), the mental health subscale
(34.82 +£11.47 am), social functioning
subscale (63.83+£22.13), and general health
subscale (33.68+14.25) were higher than
those of the control group (74.28+13.08,
22.18+9.78,  50.49+21.49, 23.32+12.36
respectively). In other words, there was a
statistically significant difference between the
groups in their scores in these four aspects
(p=0.001, p=0.004, p=0.031, p=0.017,
respectively). (Table 2).

Although the experimental group got lower
post-test scores of physical role limitations
subscale (24.28+12.34) than the control group
(45.53+11.45), the Mann-Whitney U test
concluded that the difference was statistically
significant (p=.060, Z=1.893) (Table 2) in
terms of between the groups in physical role
limitations subscales scores (p=.036, Z=-
2.149) (Table 2).

Beck anxiety scale pretest-posttest scores
were evaluated for the anxiety level of the
patients. There was no statistically significant
difference (P=0.178, t=-1.366) between the
mean Beck anxiety scale pre-test scores
(31.32+12.11) and the control group (36.07-
11.38) (Table 3). A significant difference (t=-
3.521, p=0.001) was found between the mean
score of the experimental group (23.89+8.42)
and the control group (34.92+14.29 in the
beck anxiety scale post-test scores after Covid
19 patient telemonitoring training. It was
determined that both groups had a decrease in
the mean score of Beck's anxiety scale after
skill training, and the reduction in the
experimental group was more significant than

www.internationaljournalofcaringsciences.org

in the other group. After the telehealth
intervention in the experimental group, it was
found that the patients in the experimental
group had moderate anxiety, while the
patients in the control group had severe
anxiety.

Discussion

Access to social support and health care is
challenging due to social isolation, especially
for people under quarantine during the
pandemic. This situation caused individuals
to experience both anxieties and decreased
quality of life (Farazmant et all 2017; Hanssen
et all 2002; Verma et all 2020; Chakeri et all
2020, Zhou et all 2020). The research was
conducted to evaluate the effects of telehealth
application on anxiety and the quality of life
of people in quarantine.

The first important finding in the study is that
independent variables such as age group,
gender, educational status, which are socio-
demographic data, did not make a statistically
significant difference in both the pre-tests and
post-tests of the individuals in the
experimental and control groups.

After the researcher gave the telehealth
application to the experimental group, it was
determined that the quality-of-life scale
scores between the two groups, such as
physical function, mental health, and general
health, increased in favor of the experimental
group. A limited number of studies in the
relevant literature evaluate the quality of life
and satisfaction results of telemonitoring
intervention given to people during the
COVID 19 period (Raessi et all 2020; Merz et
all 2021; Saldahanda et all 2020). Raessi et all
have conducted research with 120 COVID-19




International Journal of Caring Sciences

September-December 2023 Volume 16| Issue 3| Page 1324

patients, and it was found that the quality-of-
life scores was significantly higher in the
telehealth intervention group than in the
control group. (Raessi et al 2020). In another
study conducted by telehealth application
supported by electronic medical records of
patients receiving breast cancer treatment
during the pandemic period, it was found that
the vast majority of participants were quite
satisfied with telehealth application (Merz et
al 2021). Similarly, a patient monitoring
protocol was developed within the scope of
the telehealth application to evaluate the
physical psychological symptoms and
personal diabetes management of type 1
diabetes patients during the COVID 19
period. As a result of the research, it was
determined that the telehealth application
given to the patient group was influential in
disease monitoring and helped to reduce face-
to-face consultations (Saldahanda et al 2020).

Apart from the COVID 19 period, within the
scope of telehealth applications, there are also
studies that follow-up of patients with chronic
diseases such as patients with acute
myocardial infarction, those with
pacemakers, cancer patients, patients with
type 2 diabetes, patients with urinary
diversion, hemodialysis patients and also
determine the effects of post-discharge
education and follow-up results on quality of
life and patient satisfaction. (Farazmand et all
2017; Kimman et all 2010; Malmstrom et all
2016; Hanssen et all 2020; Szots et all 2016).
Hansen et al. determined that the 6-month
tele-monitoring program given to patients
with acute myocardial infarction after
discharge contributed to an increase in the
physical health component subscale of the
quality-of-life scale and a change in healthy
life behavior after discharge in the
intervention group compared to the control
group. (Hanssen et 2020). In their study with
117 patients who had undergone total knee
arthroplasty, Szots et all provided traditional
care to the control group while providing
training to the experimental group by
telemonitoring on the 4th and 14th days after
discharge in addition to traditional care.
Patient training was provided by tele-
monitoring per day. While it was found that
monitoring did not make a difference between
the groups in terms of the scores obtained in
the physical dimension of quality of life, there
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was a positive difference in favor of the
experimental group in different components
of the quality of life scale. In addition, it was
reported that the patients in the experimental
group came to unplanned outpatient clinic
controls less than the control group (Szost et
all 2016). In parallel with the results of the
research, it has been determined in the
relevant literature that telehealth applications
have positive effects on patients' quarantine
process, chronic disease management, and
quality of life, and applications to unplanned
outpatient  services  have  decreased
(Farazmand et all 2017; Kimman et all 2010;
Malmstrom et all 2016; Hanssen et all 2020;
Szots et all 2016)

In addition to the positive effects of
telemonitoring method on patients' quality of
life and satisfaction, there are also research
results in the relevant literature stating that
there is no significant difference between
traditional monitoring methods (Beney et all
2002; Wild et all 2016; Merz et all 2020). In
one of these studies by Benet et al., the
experimental group was given counseling
training by phone 48-72 hours after discharge
in the cancer patients sampled in their studies.
At the same time, they did not intervene in the
control group. As a result of the study, it was
reported that there was no difference between
the two groups in the physical well-being
subscale scores of quality of life. In another
study conducted with cancer patients, the
results of a nurse-led telehealth application
given to a group as part of traditional follow-
up 1 year after treatment were compared. As
aresult of the research, it was found that there
was no difference between the quality of life
scores related to health quality between the
two methods (Beney et all 2002)

Although there are research results in the
literature reporting that telehealth application
does not make a difference in the quality of
life and patient satisfaction, researchers have
agreed that telehealth applications are an
excellent alternative to reduce COVID 19
transmission and outpatient visits (Beney et
all 2002; Merz et all 2020; Monagesh and
Hajizadeh; 2020).).

It has been found that compulsory social
isolation during the COVID-19 period
negatively affects the quality of life of
patients, as well as mental health. Many
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countries have stated that telehealth is
appropriate in dealing with mental problems
such as anxiety and depression (Caetano et all
2020; Zhou et all 2020). The COVID 19
pandemic affected a large mass in the world,
and in this process, the isolation measures, the
limitation of face-to-face social support and
life, and the inability to predict when the
epidemic would end caused patients to
experience anxiety. (Charaki of meat 2020;
2020 Bajema et all). Looking at the relevant
research results, there are different results in
studies in which the effect of telemonitoring
on anxiety outcomes was evaluated in the
management of chronic diseases in COVID-
19 and previous years (Manzato et all 2021;
Mancini et all 2020; Mcdowell et all 2015;
Ionov et all 2016). In their research conducted
by Mc Dowell et al with 110 COPD patients,
the intervention group was provided with
telemonitoring for 6 months, while the other
group was followed up with patient
monitoring in a traditional outpatient clinic.
As aresult of the research, it was reported that
telemonitoring positively affects the quality
of life and anxiety level in the intervention
group (Mc Dowell et al 2015). Ionov et
al(2016) developed an online tele-monitoring
platform to monitor blood pressure in
unstable hypertension patients. While online
telemonitoring was performed in the
experimental group, face-to-face patient
monitoring was performed in the control
group. Based on the research results, it was
found that the experimental group had a
positive effect on both blood pressure,
anxiety, and depression levels. Our research
results have also revealed similar results to the
relevant literature. It was found that there was
no difference in terms of anxiety scores in the
experimental and control groups before the
telehealth intervention. After the
telemonitoring intervention, it was found that
the patients’ anxiety scores in the
experimental group decreased significantly
compared to the control group.

Conclusion and recommendations: The
COVID-19 pandemic has been affecting the
world for more than 2 years. Despite the
vaccines developed, the SAR-CoV-2 virus,
which is the causative agent of the disease,
still negatively affects millions of people's
physical and mental health with different
variations, increasing anxiety levels and
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reducing their quality of life. Based on our
research results, it is seen that telehealth
applications positively affect both the quality
of life and anxiety levels of patients.
Telehealth is a good solution because it is
cost-effective, easy to implement, and most
importantly, for the continuity of the
management of the disease in diseases such as
COVID 19, where healthcare personnel are at
high risk of transmission. When our research
results and the literature are examined
together and considering these positive
features of telehealth applications, it is
necessary to use it primarily in the education
and psychological support of the patient,
especially in diseases with a risk of
transmission, in chronic patient groups, in
situations where access to health is limited
due to natural disasters such as epidemics and
earthquakes. In future research, there is a need
for health institutions to develop their tele-
health protocols, to compare the costs of
traditional ~ follow-up  and  telehealth
applications, to support telehealth
applications with  different web-based
programs, to study the effect of telehealth on
anxiety and quality of life with a
multidisciplinary team in randomized
controlled large samples.

Limitations: One of the limitations of the
study is that it was conducted in a single
center and with a small sample, and the other
is that the patients could not be selected in a
randomized controlled manner.
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