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Objectives: Randomized controlled trials are one of the most reliable resources for
assessing the effectiveness and safety of medical treatments. Low quality randomized
controlled trials carry a large bias that can ultimately impair the reliability of their
conclusions. The present study aimed to evaluate the quality of randomized controlled
trials published in International Journal of Urology by using multiple quality assessment
tools.

Methods: Randomized controlled trials articles published in International Journal of
Urology were found using the PubMed MEDLINE database, and qualitative analysis was
carried out with three distinct assessment tools: the Jadad scale, the van Tulder scale
and the Cochrane Collaboration Risk of Bias Tool. The quality of randomized controlled
trials was analyzed by publication year, type of subjects, intervention, presence of
funding and whether an institutional review board reviewed the study.

Results: A total of 68 randomized controlled trial articles were published among a
total of 1399 original articles in International Journal of Urology. Among these rand-
omized controlled trials, 10 (2.70%) were from 1994 to 1999, 23 (4.10%) were from 2000
to 2005 and 35 (4.00%) were from 2006 to 2011 (P = 0.494). On the assessment with the
Jadad and van Tulder scale, the numbers and percentage of high quality randomized
controlled trials increased over time. The studies that had institutional review board
reviews, funding resources or that were carried out in multiple institutions had an
increased percentage of high quality articles.

Conclusions: The numbers and percentage of high-quality randomized controlled
trials published in International Journal of Urology have increased over time. Further-
more, randomized controlled trials with funding resources, institutional review board
reviews or carried out in multiple institutions have been found to be of higher quality
compared with others not presenting these features.

Key words: evidence-based medicine, Japan, quality assessment, randomized con-
trolled trial, urology.

Introduction

Since the study of EBM was initially introduced by the EBM Working Group in 1992, EBM
has become the fundamental method for drawing conclusions in modern medicine. Usage of
RCT minimizes the biases that can occur during research. For this reason, RCT are thought
to provide the most dependable evidence in EBM research, which itself is one of the most
reliable research methods for assessing the effectiveness and safety of medical treatments.'
However, with low quality RCT resulting from improper basic research instruments, such as
randomization, blinding and allocation concealment, the reliability of conclusions that are
drawn can be impaired.” Therefore, the assessments of the quality of RCT are critical for
raising the reliability of EBM. The CONSORT statement was announced in 1996 with an
aim to decrease the number of poorly conducted RCT by offering appropriate standards.
Since the CONSORT statement, various journals and organizations have played a guiding
role in enhancing the quality of RCT.* The CONSORT statement is a guideline for writing
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RCT, and several studies have used this to evaluate the
quality of RCT. These studies used the conformity to allo-
cate arbitrary scores for comparison; however, as this is not
a scoring tool, we used the CCRBT in the present study. By
contrast, the Jadad scale offers a scoring system to inde-
pendently assess RCT. The Jadad scale assesses scale-based
research through three simple and easy items: randomiza-
tion, double blinding and dropouts. Although the ease and
simplicity of the Jadad scale has allowed it to become
widely used, it does not include an assessment item for
allocation concealment.* Unlike the Jadad scale, both the
van Tulder scale and CCRBT assess allocation concealment.
Allocation concealment is one method of carrying out a
randomized allocation sequence, and is essential to avoid
selection bias in patient allocations before treatment. The
van Tulder scale is one of the tools recommended by the
Cochrane group and is composed of 11 items. When an
article corresponds with the conditions of five of these 11
items, then it is rated as high quality.” CCRBT assesses the
quality of RCT using six classifications, and RCT are ulti-
mately categorized as high, moderate or low risk of bias.®
1JU is the official journal of the Japanese Urological Asso-
ciation and has published evidence-based and scientifically
written articles since 1994. However, no study has yet
assessed the quality of RCT published in IJU. The present
study aims to evaluate the quality of RCT published in 1JU
by using quality assessment tools for RCT including the
Jadad scale, the van Tulder scale and CCRBT.

Methods
Subjects

A total of 1399 original articles published in IJU over the
past 18 years from 1994 (volume 1) to 2011 (volume 18)
were manually searched.

Determination of RCT

Two reviewers found RCT reports published in IJU inde-
pendently by using the PubMed MEDLINE database. They
found and collected RCT reports by searching for keywords,
such as “random”, “randomized” and “randomly”, in the
Methods section of the articles. A third reviewer then made

a final determination by adjusting the collected data.

Assessment of the quality of RCT

Quality assessment was carried out using the Jadad scale,
the van Tulder scale and CCRBT. Quality was assessed as an
individual index. Two reviewers carried out the assessments,
and if there were discrepancies in the results, then these were
resolved through discussion. We blinded the authors to
ensure that any subjective opinions of the evaluator based on
their affiliations or connections with the authors did not
affect their assessment of the quality of the RCT. The quality
assessments were carried out by determining the publication

year, type of subjects, interventions, presence of funding,
whether an IRB reviewed the trial and whether the trial was
carried out as a multicenter study.

Jadad scale

The Jadad scale, also known as the Oxford quality scoring
system, is a scale-scoring tool that was developed in 1996
through a standardized item reduction process of 49 items. It
shows a high level of interrater agreement, with an interclass
correlation coefficient of 0.66 (95% CI 0.53-0.79) and high
validity.” It is composed of five total points: two points that
are related to randomization, two points that are related to
blinding and one point that is related to dropouts.” In the
analysis carried out in the present study, when the trial only
provided comments without any descriptions of randomiza-
tion and blinding, one point was granted for each item. One
point was then added if there was any description of the
proper methods. In contrast, when the description method
was inappropriate, one point was deducted from each item.
As for dropouts, when the number of dropouts in each subject
group and the reasons for dropouts was specified, one point
was given. If there were no dropouts, then it needed to be
explicitly stated. When the total was =3 points, then the trial
was assessed to be high quality. However, when the total was
=2 points, then the trial was assessed to be low quality. For
studies where double blinding was impossible, if the total
score was =2 points, then the trial was assessed to be high
quality.

van Tulder scale

The van Tulder scale is a scale tool that was developed from
the “Maastricht-Amsterdam LIST” (19 items), which itself
was developed by the addition of a few items to the Delphi
List that was used for the analysis of bias. The scale was
revised to contain 11 components in 2003 and has been
recommended by the Cochrane Collaboration Back Review
Group for the methodological assessment of RCT.? Several
studies have proven the mutual agreement between the van
Tulder scale and other analysis tools, and the van Tulder
scale has been used as a quality scoring method.*!! The van
Tulder scale is designed to assess 11 components, including
randomization, allocation concealment, baseline character-
istics, patient blinding, caregiver blinding, observer blind-
ing, co-intervention, compliance, dropout rate, end-point
and intention to treat analysis.’ In the analysis carried out in
the present study, the scoring was performed by assigning
“yes”, “no” or “don’t know” for each item, and if a
minimum of five of the criteria were satisfied (=5 points),
then the trial was assessed to be high quality.

CCRBT

The CCRBT is an evaluation tool recommended by the
Cochrane collaboration and carried out systemic analyses
including meta-analyses. Unlike the Jadad and van Tulder
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Table 1 Characteristics of RCTs according to publication year

Years Original RCT Intervention: Double  Concealment
articles (%) drug blinding  of allocation
(%) (%)
1994-1999 370 10 (2.70) 7 (70) 0 0
2000-2005 566 23 (4.1) 14 (60.9) 3(13.00 1(4.3)
2006-2011 879 35 (4.00) 27 (77.1) 8(22.9) 5(14.3)
P-value 0.494 0.412 0.197 0.242
Total 1399 68 (3.7) 48 (70.6) 11(16.2) 6(8.8)
x>-test.

scales, it cannot provide evaluation scoring. Instead, it uses
six “sources of risk of bias”, including selection bias, per-
formance bias, detection bias, attrition bias, reporting bias
and other bias, for qualitative assessment based on the cri-
teria for judgment. This allows RCT to be classified as “high
risk”, “moderate risk” or “low risk” of bias based on their
qualities.'? In the analysis carried out in the present study,
the scoring was performed by assigning “yes”, “no” or
“unclear” for each item, where “yes” meant a low risk of
bias, “no” meant a high risk of bias and “unclear” meant an
uncertain risk of bias. If the first three questions were
answered with “yes”, and no important concerns related to
the last three domains were identified, then the trial was
classified to be at low risk of bias. If the case was assessed
in =2 domains with “unclear” or “no”, then the trial was
classified to be at moderate risk of bias. If the case was
assessed in =3 domains with “unclear” or “no”, then the
trial was classified to be at high risk of bias.

Statistical analysis

Starting with 1994, the qualities of the RCT were analyzed
in 6-year units. Kruskal-Wallis analysis of variance was
used to compare and analyze the respective scores obtained
by each of the assessment tools. The y*-test was used to
compare and analyze the ratio of the high quality disserta-
tions, and the quality assessment outcomes when CCRBT
was used. SPss version 18.0 (SPSS, Chicago, IL, USA) was
used for statistical analysis, and a P-value <0.05 was con-
sidered to be statistically significant.

Results

Quantitative variation in the number of RCT
published in JU over time

From 1994 to 2011, 68 of the 1399 articles published in [JU
were RCT. Among these 68 articles, 10 (2.70%) were pub-
lished from 1994 to 1999, 23 (4.10%) were published from
2000 to 2005 and 35 (4.00%) were published from 2006 to
2011. Although the numbers of both published original arti-
cles and RCT have increased over time, the percentage of
RCT in IJU has not significantly changed (P =0.494;
Table 1).
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Qualitative variation in the number of RCT
published in 1JU over time

1 Jadad quality assessment scale: When the RCT were
assessed starting in 1994 using 6-year units, the mean
Jadad scale score of RCT from 1994 to 1999 was
1.20 = 0.42. From 2006 to 2011, the mean Jadad scale
score significantly increased to 2.48 = 1.38 (P = 0.004).
Although there were no high-quality articles from 1994
to 1999, there were 19 out of 35 (54.3%) high quality
RCT from 2006 to 2011 (P = 0.005).

2 van Tulder assessment scale: The mean van Tulder scale
score of RCT published in [JU from 1994 to 1999 was
2.40 = 0.70, whereas the score of RCT published from
2006 to 2011 was 5.54 £2.57 (P <0.001). Although
only one out of 10 (10%) high-quality RCT was pub-
lished from 1994 to 1999, 19 out of 35 (54.3%) RCT
published from 2006 to 2011 were of high quality
(P=0.022).

3 CCRBT: Among all RCT published in IJU from 1994 to
2005, no articles were assessed as at low risk of bias
using CCRBT. However, from 2006 to 2011 there were
five (14.3%) low risk of bias articles (P =0.033)
(Table 2).

4 Before and after 2001, which is when IF scores
were introduced: The Jadad and van Tulder scores of 13
papers published before 2001 were 1.31 = 0.48 and
2.27 = 1.01, respectively. The proportion of high-quality
articles published before 2001 according to the Jadad and
van Tulder scores were 1/17 (7.7%) and 2/13 (15.4%),
respectively. For the 55 RCTs published after 2001, the
Jadad and van Tulder scores increased to 2.20 = 1.28 and
5.02 £ 2.47, respectively. The proportion of high-quality
articles published after 2001 according to the Jadad and
van Tulder scores increased to 26/55 (47.3%) and 25/55
(45.5%), respectively (P < 0.005). For analyses using
CCRBT, there were no publications with low risk of bias
before 2001, whereas five publications published after
2001 were in this category (Table 3).

Analysis of RCT by subject

Among all of the RCT published in IJU over the past 18
years, 22 were about voiding dysfunction, 18 were about
oncology, 10 were about stone disease/endourology/
laparoscopic surgery, and seven were about infertility/
andrology. When the Jadad and van Tulder scales were used
to assess the quality of each subject, the mean scores of RCT
about voiding dysfunction and infertility/andrology were
significantly higher than the other subjects (P =0.004).
When CCRBT was used to assess quality, two articles about
voiding dysfunction, and one article about each of stone
disease, infection and andrology were evaluated to be at low
risk of bias. The differences in qualities of RCT according to
each subject were statistically significant (Table 4).
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Table 2 Quality assessment of RCT according to publication year

Years Jadad scale van Tulder scale Cochrane’s assessment of risk bias
Score High quality (%) Score High quality (%) High risk (%) Moderate risk (%) Low risk (%)
1994-1999 1.20 = 0.42 0 2.40 = 0.70 1 (10%) 10 (100%) 0 0
2000-2005 1.69 = 0.87 8 (34.8%) 4.09 = 1.90 7 (30.4) 19 (82.6%) 4 (17.4%) 0
20062011 2.48 = 1.38 19 (54.3%) 5.54 = 2,57 19 (54.3%) 20 (57.1%) 10 (28.6%) 5 (14.3%)
P-value 0.004 0.005+ <0.001 0.022+ 0.033t
Total 2.03 =£1.22 27 (39.7%) 459 = 2.43 27 (39.7%) 49 (72.1%) 14 (20.6%) 5 (7.4%)
Kruskal-Wallis test, +ytest.
Table 3 Quality assessment of RCT according to publication year (before and after 2001, IF introduction year)
Years Jadad scale van Tulder scale Cochrane’s assessment of risk bias
Score High quality (%) Score High quality (%) High risk (%) Moderate risk (%) Low risk (%)
1994-2000 (n =13) 1.31 £0.48 113 (7.7) 2.27 =1.01 2/13 (15.4) 13 (100%) 0 0
20012011 (n =55) 220 = 1.28 26/55 (47.3) 5.02 =247 25/55 (45.5) 36 (63.6%) 14 (25.5%) 14 (25.5%)
P-value 0.013 0.007t <0.001 0.043+ 0.044+
Kruskal-Wallis test, +ytest.
Table 4 Characteristics of RCT according to subjects
Subjects, n Jadad scale van Tulder scale Cochrane’s assessment of risk bias
Score High quality (%) Score High quality (%) High risk (%) Moderate risk (%) Low risk (%)
Voiding dysfunction, 22 2.68 = 1.32 12 (54.5) 5.77 £ 2.60 14 (63.6) 12 (54.5) 8 (36.4) 2(9.1)
Oncology, 18 1.28 + 0.57 3(16.7) 2.94 = 1.00 2(11.1) 18 (100) 0 0
Stone/endourology/laparoscopic, 10 1.90 £ 1.52 3(30.0) 4.30 £ 2.06 2 (20) 8 (80) 1(10) 1(10)
Infertility/andrology, 7 257 £1.27 4 (57.1) 5.86 = 3.76 4 (57.1) 3 (42.9) 3(42.9) 1(14.3)
Infection, 3 1.33 = 0.58 0 433 = 1.52 1(33.3) 2 (66.7) 0 1(33.3)
Others, 8 1.87 + 0.64 5 (62.5) 437 +1.50 4 (50.0) 6 (75.0) 2 (25.0) 0
P-value 0.004 0.051+ 0.007 0.014+ 0.048t

Kruskal-Wallis test, +y?test.

Analysis of factors related to the quality of
the articles

When the Jadad and van Tulder scales were used to assess
quality, there were statistically significant differences in
the mean scores observed between studies that consisted
of drug treatment and non-drug treatment studies
(Jadad 2.29 = 1.34, 1.40 = 0.50, P<0.001; van Tulder
5.06 = 2.64, 3.45 £ 1.23, P=0.001). The ratios of high-
quality articles among drug treatment RCT and non-drug
articles were 19/48 (39.6%) and 8/20 (40%), respectively,
when the Jadad scale was used, and 22/48 (45.8%) and
5/20 (25%), respectively, when the van Tulder scale was
used. This indicates a slightly higher ratio of high-quality
articles among drug treatment studies, but this difference
was not statistically significant. When CCRBT was used,
significantly more RCT that used drug treatments were
assessed to be at low risk of bias (P =0.024). When the

Jadad and van Tulder scales were used to assess quality,
the mean scores of studies with funding and IRB reviews
were higher than studies without these factors. Further-
more, when CCRBT was used, more RCT with funding
and IRB review were assessed to be at low risk of bias
than the studies without these factors. However, only with
the Jadad scale assessment was the ratio of high-quality
articles not significantly different between studies with
funding and those without. The mean scores of RCT that
were carried out as multicenter studies were higher than
non-multicenter studies on the Jadad and van Tulder
scales, and the ratio of high-quality articles carried out
as multicenter studies was higher only with the van
Tulder assessment. However, when CCRBT was used to
assess and compare whether the studies were carried
out at multiple centers, the difference in the number of
articles that were at low risk of bias was not significant
(Table 5).

© 2013 The Japanese Urological Association
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Table 5 Factors associated with quality of RCT

Factors No. RCT (%) Jadad scale van Tulder scale Cochrane’s assessment of risk bias
Score High quality (%) Score High quality (%) High risk (%) Moderate risk (%) Low risk (%)

Intervention type
Drug 48 (70.59) 229 =134 19 (39.6) 5.06 = 2.64 22 (45.8) 30 (62.5) 13 (27.1) 5(10.4)
Non-drug 20 (29.41) 1.40 = 0.50 8 (40.0) 345 +*1.23 5(25.0) 19 (95.0) 1(1.5) 0
P-value <0.001 0.974+ 0.001 0.110t 0.024+

Funding source
Yes 15 (22.06) 293 +1.53 9 (60.00) 7.00 = 2.95 11(73.3) 6 (40.00) 5(33.3) 4(26.7)
No 53 (77.94) 1.77 = 0.99 18 (34.0) 390 +1.76 16 (30.2) 43 (81.1) 9(17.0) 1(1.9)
P-value 0.013 0.069t 0.001 0.003t 0.001t

Reviewed by IRB
Yes 38 (55.88) 253 +1.33 20 (52.6) 5.79 = 2.49 23 (60.5) 22 (57.9) 12 (31.6) 4 (10.5)
No 30 (44.12) 1.40 = 0.67 7 (23.3) 3.07 £1.17 4(13.3) 27 (90.0) 2(6.7) 5 (7.4)
P-value <0.001 0.014+ <0.001 <0.001+ 0.013t

Multicenter study
Yes 30 247 =133 15 (50.0) 557 290 16 (53.3) 19 (63.3) 8(26.7) 3(10.0)
No 38 1.68 = 1.02 12 (31.6) 3.81 = 1.64 11 (28.9) 30 (78.9) 5(15.8) 5 (7.4)
P-value 0.008 0.123+ 0.002 0.041+ 0.3601

Student’s t-test, tytest.

Discussion

Since the first RCT was published in 1JU in 1994, the total
number of RCT published has gradually increased, but the
ratio of RCT relative to all articles has not significantly
increased. The number and percentage of high-quality RCT
published in IJU has increased over time. However, some of
the research papers did not clearly state the methods or carry
out randomization properly. Furthermore, some studies
inappropriately carried out blinding, concealment of alloca-
tion and intention to treat analyses.

There are various tools that can be used to evaluate the
quality of RCT, including the Campell, Moher, Chalmers,
Jadad, van Tulder, Newell’s and Cochrane assessments. We
used the widely-used Jadad scale, van Tulder scale and
CCRBT methods that have been recommended by several
meta-analysis groups to evaluate the quality of RCT.
Recently, various studies have attempted to assess the
quality of RCT using these tools. Lee et al. analyzed 28
(0.89%) RCT published in KJU from 1991 to 2010 by using
the Jadad scale only. They reported that the quantity and
mean Jadad scale score of RCT has gradually increased over
time. Lee ef al. also suggested two items (descriptions of
double blinding and dropouts) in which RCT published in
KJU needed improvement." Similarly, in the present study,
the mean Jadad scale score for RCT published in [JU
increased according to time. Chung et al. analyzed RCT
published in KJFM from 1980 to 2005," and found that the
mean scores of RCT also increased over time. Although
Chung ef al. only used the Jadad scale to assess the quality
of RCT in KJFM, they also analyzed allocation concealment
and found that there were just two (8.7%) articles where
proper allocation concealment was implemented. In the

© 2013 The Japanese Urological Association

present study, there were just six (8.8%) RCT in IJU that
described properly-designed allocation concealment.

Asthe importance of EBM has been gradually highlighted,
the high level of evidence providing RCT is estimated to be
increasing.'® Although these previous studies did not
compare the quality of RCT over time, the present study
showed that the scale scores and the ratios of high-quality
articles in IJU increased in quality over time when assessed
by the Jadad scale, the van Tulder scale and CCRBT.

When the quality of articles was compared in single years
rather than 6-year units, the improvements in quality were
observed with the van Tulder scale, but not the Jadad scale
(Fig. 1). These differences in RCT quality are a result of the
various differences between the assessment methods and
standards. The Jadad scale scoring is too simple and places
too much emphasis on blinding. The van Tulder scale pro-
vides more scrutiny than the Jadad scale, but all 11 items in
the van Tulder scale are weighted equally. When CCRBT is
used to assess quality, allocation concealment, sequence
generation and blinding items must all be satisfied for an
article to be assessed with a lower risk of bias. Even if proper
randomization is carried out, there remains a probability of
bias for patients, researchers and related researchers if allo-
cation is not securely concealed.'® Schulz et al. reported that
the effects of interventions in RCT could be overstated up to
40% when allocation was not properly concealed.'” The first
article in [JU that showed proper allocation concealment was
published in 2004. Among the 11 RCT published
after 2010, just two (18.1%) showed proper allocation con-
cealment. Because of an increase in appropriate implemen-
tation of double blinding, randomization and dropouts over
time, the ratios of high-quality articles increased with
the Jadad and van Tulder scales. However, the continuous
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Fig. 1 Quality assessment of RCT according to publication year. One-way ANOVA analysis of (a) Jadad scale score and (b) van Tulder scale score.

implementations of improper allocation concealment
methods resulted in a small number of articles with a low risk
of bias when assessed by CCRBT.

Furthermore, the present study confirmed that RCT pub-
lished in IJU that underwent IRB review had higher quality
ratios relative to RCT that did not. To date, no other study
has been published that investigated the relationship
between the presence of IRB review and article quality.
Proper arrangement of the research methods and implemen-
tation of IRB review in the planning process might increase
the validity of a study. A study that did not use drugs as a
treatment modality had difficulty in keeping both patients
and investigators blind. The present study found that blind-
ing was not carried out properly in articles that did not use
drug treatments and, as a result, only a small number of
high-quality articles were observed when compared with
RCT that did use drug interventions. The present study also
found that published RCT with funding were assessed to be
higher in quality than studies without funding. There is
controversy over assessing the quality of articles based on
funding resources, because an insufficient number of assess-
ments have been carried out. According to the Lee et al.
study that analyzed the quality of RCT in KJU, the studies
that received funding resulted in a higher ratio of high-
quality articles, because their investigation schemes were
better prearranged.'® However, Clifford et al. analyzed 100
RCT published in five leading general medical journals, and
reported that there was no correlation between funding
resources and the quality of articles.'® In the present study,
articles with funding resources were assessed to have higher
scores with Jadad and van Tulder scale assessment, and
higher ratios of high-quality articles with the van Tulder
scale assessments than articles without funding resources.
Furthermore, the ratio of articles with funding had a signifi-
cantly lower risk of bias with the CCRBT assessment.

RCT that were carried out in multiple centers were evalu-
ated to be high quality. Prearrangement of research schema
to carry out uniform data gathering and analyzing in several
institutions could be beneficial for improving the quality of

articles. However, as only a limited number of multicenter
RCT were examined in the present study, this conclusion is
not valid until further assessments with supplementary RCT
can be carried out.

The numbers of RCT published in IJU on voiding
dysfunction, oncology and stone disease/endourology/
laparoscopy were 22, 18 and 10, respectively. These articles
accounted for 73.5% of all RCT. Voiding dysfunction was
the subject that had the largest number of articles (22 RCT;
32.3%) and the highest ratio of high quality articles (Jadad:
54.5%; van Tulder: 63.6%). Among the studies on voiding
dysfunction, articles that used drug interventions, which for
this subject it is relatively easy to carry out both randomi-
zation and double blinding, and articles that underwent IRB
reviews were numerous. For these reasons, the quality of
articles about voiding dysfunction was increased.

In the field of oncology, it is difficult to carry out RCT
for studies of novel antitumor agents or treatment methods;
furthermore, these studies often pose ethical problems. We
believe this is why such studies are rarely published in
most journals. Therefore, only RCT that have minimal
expected complications or ethical issues are likely to be
published. Such a trend was seen in the RCT published in
1JU. Of the 18 oncology studies published in this journal,
eight were on pre- or postoperative bladder instillation
after transurethral resection of bladder tumor, nine were on
androgen deprivation therapy before and after radical pros-
tatectomy, and one was on adjuvant therapy with UFT (a
1:4 mixture of tegafur and uracil) after radical nephrec-
tomy. Doubling blinding could not be carried out for most
of these studies. Because of this limitation, studies that
make blinding impossible are categorized as high-quality
articles in the Jadad scale if they score two or more.
However, the van Tulder scale and the CCRBT do not con-
sider such exceptions. We look forward to a consensus for
new assessment tools that correct for these limitations in
future discussions.

IF is a measure of the relative importance of a journal, and
journals with a higher IF tend to publish articles of higher
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quality. Barbui ef al. used RCT comparing two groups of
patients with depression who were either being treated with
fluoxetine or with another pharmacological agent to
compare the quality of RCT according to the IF of the
journal." The authors concluded that the IF was not associ-
ated with the quality of the RCT. However, as that is a study
of a small number of RCT for a specific disease, it cannot
represent the trend of all RCT. Journals with higher IF tend
to prefer to publish higher-quality articles, and require well-
designed high-quality RCT for publication. With the
increasing importance of EBM in the literature, the demand
for high-quality RCT is growing. We believe that the IF of a
journal affects the quality of the RCT it publishes. We look
forward to future studies in this area being published. The
present study showed that the quality of published RCT
increased after the introduction of IF in 2001. This might be
a result of the overall improvement in the quality of articles
over time; however, we believe it is also a result of attempts
by IJU to maintain and improve the quality of the work
published after the introduction of IF; and also the introduc-
tion of the new Good Clinical Practice in 1998 could
improve the quality of physicians initiating clinical trials in
Japan. Such changes are likely to be another reason for the
gradual increase in the quality of RCT.

The present study is not without limitations. As the study
was manually researched and evaluated, subjective opinions
might have been involved in the assessment process. To
compensate for this limitation, two designated medical prac-
titioners participated in sampling individually, and two spe-
cialists carried out the quality assessments independently.
The authors of the papers need to be blinded, as any affili-
ation that the evaluator has with the authors might affect
their quality assessment. The purpose of this process was to
adjust the significant differences in the results and to secure
the objectivity and reliability of the study. The other limita-
tion is that there is no consensus on which quality assess-
ment tools are the most accurate. However, in the present
study, we made an effort to overcome this limitation by
using three distinct and representative quality assessment
tools. The present study was able to show both qualitative
and quantitative changes in RCT published in IJU from
1994 to 2011 by carrying out quality assessments. The
objective of the study was to suggest research directions and
to facilitate improvements in the quality of articles pub-
lished in IJU. In the present study, the quality of the papers
was compared using criteria such as whether funding was
provided and when the paper was published. The amount of
funding, length of the study period and the year of protocol
development are likely to be associated with the quality of
the RCT. However, those factors were not stated, meaning
these factors could not be analyzed.

The total number of original articles and RCT has
increased over time since the [JU was first issued in 1994.
Although there have been no significant changes in the

© 2013 The Japanese Urological Association

ratios of RCT relative to the total number of articles pub-
lished in IJU, the quality of RCT has increased. A sustained
effort to enhance the research quality and increase the
number of RCT will contribute to the advancement of 1JU.
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