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Abstract

Objectives: To investigate the effect of adding clinical study report (CSR) data to publication and author data on data completeness and
meta-analytical results.

Study Design and Setting: Case report of a systematic review with meta-analysis of randomized controlled trials on icodextrin
compared to glucose solutions in peritoneal dialysis including 19 clinical trials. We considered the outcomes mortality, peritoneal dialysis
technique failure, quality of life, net peritoneal ultrafiltration (at 3—6 months, and 1—2 years), serious adverse events (SAE), peritonitis, and
uncontrolled fluid overload. The results for these outcomes were reanalyzed using (a) publication and author data only, then compared with
(b) publication and author data with added CSR data. At outcome level, we compared the number of included trials, pooled point estimates
(ie, regarding effect direction), and 95% confidence intervals (Cls; ie, regarding overlap and width) between the two groups of trials (a and
b). We illustrated the results of our meta-analyses in forest plots and narratively summarized them.

Results: Except for two of the eight assessed outcomes (quality of life and net peritoneal ultrafiltration [1—2 years]), more complete
data was available when adding CSRs to publication and author data. Point estimates were not statistically significantly different for pub-
lication and author data, compared to publication, author, and CSR data, for any outcome. For peritonitis, point estimates were on opposite
sides of the line of no effect but remained statistically nonsignificant when adding CSR data. For SAE and net peritoneal ultrafiltration
(3—6 months), the width of the 95% CI was narrower when adding CSR data and for net peritoneal ultrafiltration (3—6 months), in addition,
the point estimate statistically significantly favored icodextrin when adding CSR data.

Conclusion: The fraction of publications reporting results varied substantially by outcome, with SAE most under-reported in publica-
tions. While the integration of CSR data did not substantially alter meta-analytical results, it enhanced data completeness and precision in
effect estimates. Our findings underscore the importance of accessing CSR data to optimize evidence syntheses and inform clinical deci-
sion-making. © 2025 The Author(s). Published by Elsevier Inc. This is an open access article under the CC BY license (http://
creativecommons.org/licenses/by/4.0/).
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Plain Language Summary

When researchers want to understand how well a treatment works, they often combine results from several clinical
studies in a process called a meta-analysis. Usually, these analyses rely on data published in scientific journals. How-
ever, published articles don’t always include all the important results. Additional information can sometimes be found
in clinical study reports (CSRs), which are detailed documents submitted by pharmaceutical companies to regulatory
agencies. In this study, we looked at how including CSR data might affect the results of a meta-analysis. We focused on
19 clinical trials that compared two types of interventions used in peritoneal dialysis for patients with kidney disease:
solutions based on icodextrin, a sugar polymer, or on a sugar called glucose. We analyzed several health outcomes such
as survival, quality of life, peritoneal ultrafiltration, and complications like infections or kidney function, and serious
side effects. First, we analyzed the results using only published articles and information provided by study authors.
Then we repeated the analysis, this time adding data from CSRs where available. We compared the number of studies
included, the size and direction of treatment effects, and the precision of the results. We found that adding CSRs often
provided more complete information, especially for outcomes like serious side effects that were not always reported in
journal articles. The overall direction of the results—whether icodextrin was better, worse, or the same—did not change
much when CSR data was added. However, the results became more precise in two cases (serious side effects and peri-
toneal ultrafiltration). In one case, adding CSR data made the benefit of icodextrin statistically significant (peritoneal
ultrafiltration). In summary, although adding CSR data did not substantially change the main conclusions, it improved
the completeness and accuracy of the results. This shows that using CSRs in research summaries can provide a more

reliable basis for making clinical decisions.

1. Introduction

Clinical trials are important for evaluating the efficacy
and safety of interventions. Systematic reviews play a
pivotal role in synthesizing available evidence from primary
studies to inform clinical practice and health policy deci-
sions [1]. However, relying solely on published data may
lead to incomplete or biased assessments due to publication
bias and selective reporting [2—4]. Previous research across
various medical fields has consistently highlighted the pres-
ence of publication bias and selective reporting in clinical
trial publications [5,6]. Meta-research has shown that pub-
lished trials tend to report favorable outcomes more
frequently than negative outcomes, a phenomenon that leads
to an overestimation of treatment effects [7].

In recent years, there has been growing recognition of
the importance of supplementing data from clinical trial
publications for pharmaceutical interventions with informa-
tion from clinical study reports (CSRs), which can offer a
thorough description of trial planning, conduct, analyses,
and results [8,9]. While resembling journal articles in con-
tent (eg, rationale, objectives, methods, results, discussion/
conclusion), CSRs surpass them in detail, featuring exten-
sive tables, figures, and unrestricted datasets due to regula-
tory reporting requirements and the absence of page limits
[9]. These reports can span dozens to tens of thousands of
pages for a single trial [10]. CSRs are submitted to regula-
tory bodies to secure pharmaceutical marketing authoriza-
tion and approval. They typically include key study
documents as appendices, such as the study protocol, statis-
tical analysis plan, any amendments, blank case report
forms, patient information sheets, blank informed consent
forms, and individual patient listings [11—13].

Research examining the quality of reporting in published
trials compared to CSR data has revealed that CSRs often
provide more detailed descriptions of outcome measure-
ment and results [14,15]. This suggests that outcome re-
porting bias may be mitigated by the use of CSRs in
evidence syntheses [16]. A few examples have demon-
strated the potential benefits of incorporating CSR data into
systematic reviews. These benefits include timeliness of
data for health care decision-making, increased complete-
ness of data, inclusion of unpublished trials, and more ac-
curate estimation of treatment effects [16,17]. For
example, meta-research in diverse medical fields showed
that adverse events and patient-relevant outcomes were
not reported in sufficient detail or even not at all in public
sources (ie, trial registries and journal publications)
compared to CSRs [10,18—20]. A systematic review in
the field of psychiatry has shown that when considering
CSR data, the conclusions of the review changed, not in
favor of the antidepressant drug, and that when using pub-
lished data only, the benefit of the drug was overestimated
and harm underestimated [21]. An assessment of the impact
of unreported and unpublished data obtained from CSRs on
the effect estimation of quality of life in cancer showed that
with more complete data from CSRs, effect estimation may
change from a clinically important difference to a nonclini-
cally important difference [10]. In Supplementary File 1,
we listed relevant evidence identified via preparatory
searches for this project on PubMed and Google Scholar.

To add work in this field of research, we conducted a case
study based on a previously completed systematic review
comparing icodextrin vs glucose solutions in people with
kidney failure undergoing peritoneal dialysis [22,23]. Perito-
neal dialysis is a widely utilized renal replacement therapy
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What is new?

Key findings

e There was no statistically significant difference for
point estimates obtained from meta-analysis of
publication and author data, compared to publica-
tion, author, and CSR data, for any of the assessed
outcomes in peritoneal dialysis management.

e Only for one outcome, peritonitis, the direction of
effect was changed when adding CSR data.

e While the integration of CSR data did not substan-
tially alter meta-analytical results, it enhanced data
completeness and precision of effect estimates, for
example in the analysis of serious adverse events.

What this adds to what is known?

e While the overall effect estimates remained largely
consistent, adding CSR data may influence the
interpretation of certain outcomes.

What is the implication and what should change

now?

e Trial sponsors should make full CSRs publicly
available without restriction; and researchers and
reviewers should actively search for CSRs and
consider them in evidence synthesis and meta-
analysis; their structured nature facilitates data
retrieval.

for patients with end-stage renal disease [24]. Among os-
motic agents used in peritoneal dialysis, icodextrin has
emerged as a promising alternative to glucose for improving
ultrafiltration and fluid management in these patients [22]. In
our systematic review, we considered publication, author,
and CSR data. Here, we aimed to investigate the effect of
adding CSR data to publication and author data on data
completeness and meta-analytical results. By systematically
comparing the outcomes derived from publication and
author data alone vs. those augmented by CSR data, we
sought to elucidate the potential methodological implica-
tions for evidence synthesis and research practice.

2. Methods

We performed a case study based on our systematic re-
view with meta-analysis [22,23].

2.1. Case presentation

The methods used for the previously completed icodex-
trin systematic review were prespecified [23] and the results

are described in full detail elsewhere [22]. In short, we
included randomized controlled trials on icodextrin vs
glucose solutions as osmotic agents for peritoneal dialysis
in people with kidney failure on mortality, peritoneal dial-
ysis technique failure (ie, conversion to another treatment),
quality of life, and net peritoneal ultrafiltration (primary
outcomes). Secondary outcomes related to safety (serious
adverse events (SAE) and peritonitis) and kidney function
(uncontrolled fluid overload). We searched MEDLINE,
EMBASE, CENTRAL, Ichushi Web, 10 Chinese databases,
clinical trial registries, conference proceedings, and citation
lists from inception to November 2018 and contacted prin-
cipal investigators and other experts for additional refer-
ences. CSRs were requested from trial sponsors Baxter
Healthcare and Terumo. Two independent reviewers
selected the eligible trials and extracted data using a pre-
specified extraction instrument. Authors of included studies
were contacted for further data when published data was
incomplete and if no CSR was available. Two independent
reviewers assessed the risk of bias of included trials at the
outcome level using the Cochrane risk-of-bias tool for ran-
domized trials (version from 2011 [25]) and the certainty of
evidence using the Grading of Recommendations Assess-
ment, Development and Evaluation (GRADE). Nineteen
trials that randomized 1693 participants were included in
the meta-analysis. Study characteristics of the included tri-
als are shown in Goossen et al [22].

2.2. Design of the case study and data analysis

We prespecified the methods for this case study [26].
From the previously completed icodextrin systematic review,
we considered all outcomes from the summary of findings
table for analysis: mortality, peritoneal dialysis technique
failure, quality of life, net peritoneal ultrafiltration (at
3—6 months and 1—2 years), SAE, peritonitis, and uncon-
trolled fluid overload [22] (note that the outcome net perito-
neal ultrafiltration at <6 weeks was also part of the summary
of findings table in [22], but this outcome was not consid-
ered here because data was only available from CSR and
could therefore not be compared to publication and author
data). The results related to these outcomes were reanalyzed
using (a) publication data and data from author request
(hereafter also referred to as publication and author data)
compared with (b) publication and author data with added
CSR data (hereafter also referred to as publication, author,
and CSR data). At outcome level, we compared the number
of included trials, pooled point estimates (ie, regarding effect
direction), and 95% confidence intervals (Cls; ie, regarding
overlap and width) between the two comparison groups (a
and b) [27]. Data were meta-analyzed using RevMan,
version 5.4 [28]. Heterogeneity between trials was quantified
using I? statistics [29]. Fixed-effect models were used for
outcomes in the absence of heterogeneity (> = 0), with
sensitivity analyses using random-effects models. Other-
wise, random effects models were used. Dichotomous
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outcomes were analyzed using Mantel-Haenszel risk ratios
(RRs) or, when event rates were low, Peto odds ratios
(ORs). Continuous outcomes were pooled using the
inverse-variance standardized mean difference (SMD). Point
estimates were reported along with 95% Cls. A % test was
used to test for significant differences in meta-analytical re-
sults. We illustrated the results of our analyses in forest plots
and narratively summarized them.

3. Results

We considered 19 trials for our analysis. The data sour-
ces for the 19 trials were publication and author data only
(9 trials [30—39]), publication, author, and CSR data (9 tri-
als [40—60]), and CSR data only (1 trial [61,62]). One trial
included in our previous SR was not used in the meta-
analysis for any outcome; and was therefore not included
in this case study.

Mortality was reported in 17 of the 19 trials (89%) from
publication and author data (a) and in all 19 trials (100%)
when CSR data were added (b). SAE were most underre-
ported and only available for two trials (18%) from publi-
cation and author data (a) and for 11 trials (58%) when
CSR data were added (b; Table 1).

Because point estimates were not estimable from the
available data for all trials due to zero events, we finally used
less trial data for the meta-analyses of mortality (10 trials for
publication and author data vs 11 when adding CSR data),
peritoneal dialysis technique failure (8 trials for publication
and author data vs 12 when adding CSR data), and perito-
nitis (8 trials for publication and author data vs 14 when add-
ing CSR data) (Supplementary File 2—9).

Point estimates were not statistically significantly
different for publication and author data (a), compared to
publication, author, and CSR data (b), for any outcome
(Fig 1; Fig 2; Supplementary File 2—9). For peritonitis,
point estimates were on opposite sides of the line of no ef-
fect but remained statistically nonsignificant (Mantel-Haens-
zel RR 0.91 [95% CI1 0.75—1.10] for publication and author
data [a] vs 1.07 [95% CI 0.88—1.31] when adding CSR data
[b]). For SAE, the 95% CI was narrower when adding CSR
data (Mantel-Haenszel RR 0.89 [95% CI 0.51—1.54] for
publication and author data [a] vs 091 [95% CI
0.76—1.10] when adding CSRs [b]). For net peritoneal ultra-
filtration (3—6 months), the 95% CI was narrower when add-
ing CSR data and statistically significantly favored
icodextrin (inverse variance SMD 0.70 [95% CI —0.35 to
1.74] for publication and author data [a] vs 0.82 [95% CI
0.17—1.47] when adding CSRs [b]).

4. Discussion

The results of our case study showed that the fraction of
publications reporting results varied substantially by

outcome, that SAE were most under-reported in publica-
tions, that the conclusions of the meta-analysis remained
unchanged when adding unpublished CSR data. Contrary
to our expectations based on previous research, the integra-
tion of CSR data did not yield statistically significant differ-
ences in point estimates for any outcome when compared to
publication and author data alone. It is noteworthy that the
direction of effect for peritonitis was altered with the inclu-
sion of CSR data, though this was not statistically signifi-
cant either with or without integrated CSR data. The
results of two endpoints became more precise (SAE) or sta-
tistically significant (peritoneal ultrafiltration) when adding
CSR data to publication and author data. This suggests that,
while the overall effect estimates remained largely consis-
tent, the additional information from CSR data might influ-
ence the interpretation of some outcomes. However, in our
case analysis it is very unlikely that the slight differences
would have an impact on practice recommendations (eg,
in clinical guidelines).

Evidence on the impact of using CSR data into meta-
analyses and comparisons between meta-analysis with
and without CSR data is rare. An analysis of quality of life
in cancer patients showed that when using more complete
data from CSRs, pooled effect estimation may change from
a clinically important difference to a nonclinically impor-
tant difference [10]. For an assessment of a drug to treat
depression, the inclusion of CSR data changed the conclu-
sions of the review, not in favor of the drug compared with
placebo and active comparators, and that when using pub-
lished data only, the benefit of the drug was overestimated
and harm underestimated [21]. In contrast to these studies,
the conclusions of the meta-analysis in our case study re-
mained unchanged when adding unpublished data. Even
if the results did not differ statistically significantly, this
does not diminish the potential of CSRs. In our case, adding
CSR data changed the precision two out of the eight as-
sessed outcomes and therefore had the potential to generate
more precise and trustworthy meta-analytical results.

The reporting of outcome data did not clearly differ be-
tween publications and CSRs in either benefit or harms out-
comes, however, the analysis of SAE has shown that this
outcome is most under-reported in publications, and that
adding CSR data can lead to more accurate results. This
is consistent with other analyses that showed that SAE or
harm endpoints were also reported less extensively or even
not at all [14,18,19,63]. CSRs may therefore play an impor-
tant role in the consideration of the full body of evidence,
particularly regarding potential harms of drug assessments.

Meta-research and systematic reviews that assessed the
utility of CSR data in evidence synthesis highlighted bar-
riers such as access to CSR data and standardization of data
extraction methods [63—65]. In a survey study, Hodkinson
et al investigated the main barriers to the use of regulatory
data such as CSRs, stratifying their respondents into three
groups: respondents who had requested/used regulatory
data, who had considered regulatory data, or who had not
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Table 1. Assessed outcomes with number of trials and participants per comparison groups a (publication and author data) and b (publication,

author, and clinical study report data)

a: Publication and

b: Publication, author,

a: Publication and b: Publication, author,

Outcome author data (n trials) and CSR data (n trials)  author data (n patients) and CSR data (n participants)
Mortality 17 (10%) 19 (119) 1605 1688
Peritoneal dialysis technique failure 14 (8% 18 (129) 1079 1401
Quality of life 2 2 143 116°
Net peritoneal ultrafiltration (3—6 mo) 4 6 162 363
Net peritoneal ultrafiltration (1—2 y) 3 3 104 104
Serious adverse events 2 11 160 1303
Peritonitis 9 (89 15 (14%) 896 1348
Uncontrolled fluid overload 5 8 301 602

CSR, clinical study reports; n, number.

@ Because point estimates were not estimable from the available data for all trials, we finally used less trial data for the meta-analyses of mor-
tality (10 trials for publication and author data vs 11 when adding CSR data), peritoneal dialysis technique failure (8 trials for publication and
author data vs 12 when adding CSR data), and peritonitis (8 trials for publication and author data vs 14 when adding CSR data).

b The total number participant data is lower when adding CSR dat
CSR at 52 wk [41]. The total number of participants at 52 wks was

considered regulatory data [15]. Actual or potential users of
regulatory data (the first two groups) cited ‘“‘restricted and
limited sharing of data” and ‘“‘time constraints” as the main
barriers. In contrast, “effort/resources required” was cited
as a barrier exclusively by the third group, who had not
considered using regulatory data in their review. Our own
experience confirms that the additional workload associated
with working with CSRs is small because their structured
nature facilitates data retrieval. For studies where CSRs
were available, we found that they eliminated the need to
extract publication data and reduced the amount of time
spent resolving ambiguities.

Mortality, N ICO (n/N) GLU (n/N)
Pub. + author data (17 RCTs) 11/839 20/766
Pub. + author + CSR data (19 RCTs) 12/881 20/807
Conversion to hemodialysis, N

Pub. + author data (14 RCTs) 16/547 16/532
Pub. + author + CSR data (18 RCTs) 17/706 20/695
Serious adverse events

Pub. + author data (2 RCTs) 19/82 22/78
Pub. + author + CSR data (11 RCTs) 142/690 124/613
Peritonitis

Pub. + author data (9 RCTs) 124/485 110/411
Pub. + author + CSR data (15 RCTs) 152/717 117/631
Ultrafiltration failure, N

Pub. + author data (5 RCTs) 9/152 26/149
Pub. + author + CSR data (8 RCTs) 11/307 28/295

a because for one study, the publication reported data at 12 weeks [60], the
smaller due to withdrawals over the course of the study (follow-up).

We did not plan to systematically compare the GRADE
certainty of evidence ratings with and without the addition
of CSR data. However, we suspect that the addition of
CSR data may have slightly affected the GRADE evidence
profiles in our underlying systematic review [22] in the do-
mains of risk of bias and imprecision due to more compre-
hensive study information, less selective reporting and more
precise Cls, with a trend toward more certainty and a higher
level of evidence. Further research is needed to assess the
impact of adding CSR data to publication data on GRADE
certainty ratings, but this should be prospectively planned
and rigorously embedded in the review process.

2
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Figure 1. Comparison of pooled point estimates of binary results for publication and author data vs publication, author, and CSR data. Cl, confi-
dence interval; CSR, clinical study report; FE, fixed effect; GLU, glucose; ICO, icodextrin; M-H RR, Mantel-Haenszel risk ratio; n, number of events;
N, number of participants; OR, odds ratio; P, P value; Pub, publication; RCT, randomized controlled trial; RE, random effect.
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Quality of life ICO (n/N) GLU (n/N)
Pub. + author data (2 RCTs) N=85 N=58
Pub. + author + CSR data (2 RCTs) N=68 N=48

Net peritoneal ultrafiltration, 3-6m

Pub. + author data (4 RCTs) N=86 N=76
Pub. + author + CSR data (6 RCTs) N=182 N=181
Net peritoneal ultrafiltration, 1-2y

Pub. + author data (3 RCTs) N=56 N=48
Pub. + author + CSR data (3 RCTs) N=56 N=48

P (x?) IV SMD [95% Cl], RE

_—I: 0.10[-0.24, 0.43]

0.81 0.04[-0.33, 0.41]

R G 0.70[-0.35, 1.74]

—o— 084 0.82[0.17, 1.47]
— 0.60[-0.59, 1.79]
— ¢— 100 0.60[-0.59, 1.79]
-2 0 2 4
Favours GLU Favours ICO

Figure 2. Comparison of pooled point estimates of metric results for publication and author data vs publication, author, and CSR data. Cl, confi-
dence interval; CSR, clinical study report; GLU, glucose; ICO, icodextrin; IV, inverse variance; m, month; N, number of participants; P, P value;
Pub, publication; RCT, randomized controlled trial; RE, random effect; SMD, standardized mean difference; y, year.

Addressing the challenge of timely access to CSRs is
crucial for ensuring the validity and reliability of meta-
analytical findings. Although the CSRs have been pub-
lished by the European Medicines Agency (EMA) since
2016 [66], a recent study showed that there are significant
delays in the provision of such data [65] and that access
is hampered by cumbersome registration or separate re-
quests [64,66]. Hence, the availability and accessibility of
CSRs still seems to be limited despite efforts by the
EMA, partly because some restrictions to public access
are still in place. Limited search and retrieval options in
the databases of approval document may add another chal-
lenge for the use of CSRs in evidence synthesis [13,67]. At
this point, we can reiterate the call for the ‘“establishment
of a worldwide, public, central, and digitized clinical study
portal containing all CSRs” [68] to promote resource-
efficient production of unbiased evidence syntheses.
Examples exist from Vivli, an independent and nonprofit
organization that has developed a global data-sharing and
analytics platform with a focus on individual patient data,
or ClinicalStudyDataRequest.com, a data sharing con-
sortium of clinical study sponsors [69—71]. We believe that
trial sponsors have an obligation to make full CSRs pub-
licly available without restriction or delay. In return, we
believe that researchers and reviewers ought to actively
search for CSRs and include them in evidence syntheses
and meta-analyses, as this is time well spent to improve
the quality of systematic reviews. However, and to inform
time- and cost-benefit planning about the integration of
CSR data in the future, systematic review teams may
consider tracking the time and efforts made to search and
include CSR into evidence syntheses.

Our analysis revealed a disparity between data reported
in trial publications and CSRs. The outcome ‘‘peritonitis”
may be defined as “number of patients with peritonitis”
and “number of peritonitis events’’. While CSRs generally
reported both types of data, the outcome definition was not

always clear in the publications and may lead to misinter-
pretation of the published data. The consideration and in-
clusion of CSRs therefore also requires a careful review
of the quality, accuracy and consistency between and within
the various clinical trial sources. So far, reviewers have
been left on their own to deal with such discrepancies be-
tween trial publications and CSRs, as already noted by
others [19]. It is therefore necessary to develop methodo-
logical guidelines for the correct and efficient handling of
CSRs, for example, also for dealing with differences in
the results data of clinical trials.

4.1. Limitations

Our study had the following limitations. Our analysis
was based on a limited number of trials for a single inter-
vention, which may restrict the generalizability of our find-
ings. Additionally, the inclusion of CSR data may introduce
biases inherent to industry-sponsored trials, warranting
careful consideration in data interpretation. Future research
should aim to replicate our findings in larger and more
diverse samples (ie, other populations, interventions, and
outcomes). We did not follow a reporting guideline as we
were unable to identify one.

5. Conclusion

Our case study provides valuable insights into the effect
of adding CSR data to publication data in systematic re-
views of icodextrin trials in peritoneal dialysis. The fraction
of publications reporting results varied substantially by
outcome with SAE most under-reported in publications.
While the integration of CSR data did not substantially alter
meta-analytical results, it enhanced data completeness and
precision in effect estimates, for example, evident in the
analysis of SAE. These findings underscore the importance
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of accessing CSR data to optimize evidence syntheses (ie,
more comprehensive understanding of trial outcomes and
ensure data completeness) and inform clinical decision-
making in peritoneal dialysis management. As access to
CSRs has become easier in some cases in recent years, re-
viewers may consider including CSR data in meta-analysis
of drug trials. Future research should systematically
analyze to what extent unpublished data influence outcome
assessment in meta-analyses, for example by conducting a
scoping review or systematic review on the topic, including
case studies such as ours.

Declaration of generative AI and Al-assisted technol-
ogies in the writing process

We used the free version of ChatGPT on 16 April 2025
to draft the plain language summary that we manually
refined. We prompted ChatGPT using our scientific
abstract.

CRediT authorship contribution statement

Julian Hirt: Investigation, Visualization, Methodology,

Writing — original draft, Software, Formal analysis,
Writing — review & editing, Validation. Dawid Pieper: Su-
pervision, Writing — review & editing, Investigation,

Conceptualization, Validation, Project administration,
Formal analysis, Resources, Methodology. Monika Beck-
er: Writing — review & editing, Methodology, Validation.
Jessica Breuing: Methodology, Writing — review & edit-
ing, Validation. Mark R. Marshall: Methodology, Valida-
tion, Writing — review & editing. Kathe Goossen:
Software, Data curation, Writing — original draft, Re-
sources, Formal analysis, Writing — review & editing, Vali-
dation, Project administration, Investigation, Visualization,
Supervision, Methodology.

Declaration of competing interest

K.G., M.B,, I.B., M.R.M,, and D.P. received funding
from Baxter International for the conduct of a systematic
review comparing icodextrin vs glucose in peritoneal dial-
ysis. At that time, MRM was an employee of Baxter Inter-
national. D.P. is an associate editor with the Journal of
Clinical Epidemiology but had no role in the editorial pro-
cess. There are no competing interests for any other author.

Supplementary data

Supplementary data related to this article can be found at
https://doi.org/10.1016/j.jclinepi.2025.111890.

Data availability

All data that we generated or analyzed in this study is
provided in this publication.

References

[1] Higgins JPT, Thomas J, Chandler J, Cumpston M, Li T, Page MJ,
et al, editors. Cochrane Handbook for Systematic Reviews of Inter-
ventions version 6.4. Available at: https://www.cochrane.org/
authors/handbooks-and-manuals/handbook/archive/v6.4. Accessed
July 17, 2025.

Page MJ, McKenzie JE, Kirkham J, Dwan K, Kramer S, Green S,

et al. Bias due to selective inclusion and reporting of outcomes and

analyses in systematic reviews of randomised trials of healthcare in-
terventions. Cochrane Database Syst Rev 2014;10:MR000035. https:

//doi.org/10.1002/14651858. MR000035.pub?2.

Page MIJ, Sterne JAC, Higgins JPT, Egger M. Investigating and

dealing with publication bias and other reporting biases in meta-ana-

lyses of health research: a review. Res Synth Meth 2020;12:248—59.
https://doi.org/10.1002/jrsm.1468.

Schmucker CM, Blimle A, Schell LK, Schwarzer G, Oeller P,

Cabrera L, et al. Systematic review finds that study data not published

in full text articles have unclear impact on meta-analyses results in

medical research. PLoS One 2017;12(4):e0176210. https:

//doi.org/10.1371/journal.pone.0176210.

Williamson PR, Gamble C. Identification and impact of outcome se-

lection bias in meta-analysis. Stat Med 2005;24(10):1547—61. https:

//doi.org/10.1002/sim.2025.

[6] McGauran N, Wieseler B, Kreis J, Schiiler Y-B, Kolsch H, Kaiser T.
Reporting bias in medical research - a narrative review. Trials 2010;
11:37. https://doi.org/10.1186/1745-6215-11-37.

[7] Chan A-W, Krleza-Jeri¢ K, Schmid I, Altman DG. Outcome report-
ing bias in randomized trials funded by the Canadian Institutes of
Health Research. CMAJ 2004;171(7):735—40. https://doi.org/10.
1503/cmaj.1041086.

[2

—

3

—

4

finar}

[5

—

[8] Cochrane Methods. Clinical study reports and other regulatory docu-
ments. Available at: https://methods.cochrane.org/methods-cochrane/
clinical-study-reports-and-other-regulatory-documents. Accessed
April 26, 2024.

[9] European Medicines Agency. Structure and content of clinical study

reports. Available at: https://www.ema.europa.eu/en/documents/
scientific-guideline/ich-e-3-structure-and-content-clinical-study-re-
ports-step-5_en.pdf. Accessed April 26, 2024.

[10] Rohner E, Grabik M, Tonia T, Jini P, Pétavy F, Pignatti F, et al. Does
access to clinical study reports from the European Medicines Agency
reduce reporting biases? A systematic review and meta-analysis of
randomized controlled trials on the effect of erythropoiesis-
stimulating agents in cancer patients. PLoS One 2017;12(12):
e0189309. https://doi.org/10.1371/journal.pone.0189309.

[11] Doshi P, Jefferson T. Clinical study reports of randomised controlled
trials: an exploratory review of previously confidential industry re-
ports. BMJ Open 2013;3(2):€002496. https://doi.org/10.1136/bm-
jopen-2012-002496.

[12] Kohler M, Wieseler B. Why clinical study reports really matter. Med
Writing 2018;27(2):59—63.

[13] Byme D, Prendergast C, Fahey T, Moriarty F. Clinical study reports
published by the European Medicines Agency 2016-2018: a cross-
sectional analysis. BMIJ Open 2023;13(5):¢068981. https:
//doi.org/10.1136/bmjopen-2022-068981.

[14] Hodkinson A, Gamble C, Smith CT. Reporting of harms outcomes: a
comparison of journal publications with unpublished clinical study
reports of orlistat trials. Trials 2016;17(1):1. https://doi.org/10.
1186/s13063-016-1327-z.


https://doi.org/10.1016/j.jclinepi.2025.111890
https://www.cochrane.org/authors/handbooks-and-manuals/handbook/archive/v6.4
https://www.cochrane.org/authors/handbooks-and-manuals/handbook/archive/v6.4
https://doi.org/10.1002/14651858.MR000035.pub2
https://doi.org/10.1002/14651858.MR000035.pub2
https://doi.org/10.1002/jrsm.1468
https://doi.org/10.1371/journal.pone.0176210
https://doi.org/10.1371/journal.pone.0176210
https://doi.org/10.1002/sim.2025
https://doi.org/10.1002/sim.2025
https://doi.org/10.1186/1745-6215-11-37
https://doi.org/10.<?show [?tjl=20mm]&tjlpc;[?tjl]?>1503/cmaj.1041086
https://doi.org/10.<?show [?tjl=20mm]&tjlpc;[?tjl]?>1503/cmaj.1041086
https://methods.cochrane.org/methods-cochrane/clinical-study-reports-and-other-regulatory-documents
https://methods.cochrane.org/methods-cochrane/clinical-study-reports-and-other-regulatory-documents
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e-3-structure-and-content-clinical-study-reports-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e-3-structure-and-content-clinical-study-reports-step-5_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/ich-e-3-structure-and-content-clinical-study-reports-step-5_en.pdf
https://doi.org/10.1371/journal.pone.0189309
https://doi.org/10.1136/bmjopen-2012-002496
https://doi.org/10.1136/bmjopen-2012-002496
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref12
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref12
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref12
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref12
https://doi.org/10.1136/bmjopen-2022-068981
https://doi.org/10.1136/bmjopen-2022-068981
https://doi.org/10.<?show [?tjl=20mm]&tjlpc;[?tjl]?>1186/s13063-016-<?thyc=10?>1327-z<?thyc?>
https://doi.org/10.<?show [?tjl=20mm]&tjlpc;[?tjl]?>1186/s13063-016-<?thyc=10?>1327-z<?thyc?>

8

[15]

[16]

[17]

(18]

[19]

[20]

[21]

(22]

[23]

[24]

(25]

(26]

(27]

(28]

[29]

(30]

J. Hirt et al. / Journal of Clinical Epidemiology 185 (2025) 111890

Hodkinson A, Dietz KC, Lefebvre C, Golder S, Jones M, Doshi P,
et al. The use of clinical study reports to enhance the quality of sys-
tematic reviews: a survey of systematic review authors. Syst Rev
2018;7:117. https://doi.org/10.1186/313643-018-0766-x.

Jefferson T, Doshi P, Boutron I, Golder S, Heneghan C, Hodkinson A,
et al. When to include clinical study reports and regulatory docu-
ments in systematic reviews. BMJ Evid Based Med 2018;23:
210—7. https://doi.org/10.1136/bmjebm-2018-110963.

Moore RA, Edwards JE, McQuay HJ. Sildenafil (Viagra) for male
erectile dysfunction: a meta-analysis of clinical trial reports. BMC
Urol 2002;2:6. https://doi.org/10.1186/1471-2490-2-6.
Paludan-Miiller AS, Créquit P, Boutron I. Reporting of harms in
oncological clinical study reports submitted to the European Medi-
cines Agency compared to trial registries and publications-a method-
ological review. BMC Med 2021;19:88. https:
//doi.org/10.1186/512916-021-01955-0.

Maund E, Tendal B, Hrobjartsson A, Jgrgensen KJ, Lundh A,
Schroll J, et al. Benefits and harms in clinical trials of duloxetine
for treatment of major depressive disorder: comparison of clinical
study reports, trial registries, and publications. BMJ 2014;348:
£3510. https://doi.org/10.1136/bm;j.g3510.

Wieseler B, Wolfram N, McGauran N, Kerekes MF, Vervolgyi V,
Kohlepp P, et al. Completeness of reporting of patient-relevant clin-
ical trial outcomes: comparison of unpublished clinical study reports
with publicly available data. PLoS Med 2013;10(10):e1001526.
https://doi.org/10.1371/journal.pmed.1001526.

Eyding D, Lelgemann M, Grouven U, Harter M, Kromp M, Kaiser T,
et al. Reboxetine for acute treatment of major depression: systematic
review and meta-analysis of published and unpublished placebo and
selective serotonin reuptake inhibitor controlled trials. BMJ 2010;
341:¢4737. https://doi.org/10.1136/bmj.c4737.

Goossen K, Becker M, Marshall MR, Biihn S, Breuing J, Firanek CA,
et al. Icodextrin versus glucose solutions for the once-daily long
dwell in peritoneal dialysis: an enriched systematic review and
meta-analysis of randomized controlled trials. Am J Kidney Dis
2020;75(6):830—46. https://doi.org/10.1053/j.ajkd.2019.10.004.
Becker M, Biihn S, Breuing J, Firanek CA, Hess S, Nariai H, et al.
The role of icodextrin in peritoneal dialysis: protocol for a systematic
review and meta-analysis. Syst Rev  2019;8:35. https:
//doi.org/10.1186/s13643-019-0959-y.

Blake PG. Integrated end-stage renal disease care: the role of perito-
neal dialysis. Nephrol Dial Transpl 2001;16(Suppl 5):61—6. https:
//doi.org/10.1093/ndt/16.suppl_5.61.

Higgins JPT, Altman DG, Ggtzsche PC, Juni P, Moher D,
Oxman AD, et al. The Cochrane Collaboration’s tool for assessing
risk of bias in randomised trials. BMJ 2011;343:d5928. https:
//doi.org/10.1136/bmj.d5928.

Hirt J, Goossen K, Becker M, Marshall MR, Pieper D. Effect of add-
ing clinical study report data to publication data in a meta-analysis: A
case study. Available at: https://osf.io/mgnhc/. Accessed July 11,
2025.

Mathes T, Rombey T, Kuss O, Pieper D. No inexplicable disagree-
ments between real-world data-based nonrandomized controlled
studies and randomized controlled trials were found. J Clin Epide-
miol 2021;133:1—13. https://doi.org/10.1016/j.jclinepi.2020.12.019.
Cochrane. ReviewManager (RevMan). Available at: https://training.
cochrane.org/online-learning/core-software/revman. Accessed April
24, 2024.

Deeks JJ, Higgins JPT, Altman DG. Analysing data and undertaking
meta-analyses. In: Higgins JPT, Thomas J, Chandler J, Cumpston M,
Li T, Page MJ, et al, editors. Cochrane Handbook for Systematic Re-
views of Interventions version 6.4; 2023, p 421—67. Available at:
https://www.cochrane.org/authors/handbooks-and-manuals/handbook/
archive/v6.4. Accessed July 17, 2025.

Yoon HE, Chang YK, Shin SJ, Choi BS, Kim BS, Park CW, et al.
Benefits of a continuous ambulatory peritoneal dialysis (CAPD) tech-
nique with one icodextrin-containing and two biocompatible glucose-

[31]

[32]

[33]

[34]

[35]

[36]

[37]

[38]

[39]

[40]

[41]

[42]

[43]

[44]

[45]

[46]

containing dialysates for preservation of residual renal function and
biocompatibility in incident CAPD patients. J Korean Med Sci
2014;29(9):1217-25. https://doi.org/10.3346/jkms.2014.29.9.1217.
Bredie SJ, Bosch FH, Demacker PN, Stalenhoef AF, van Leusen R.
Effects of peritoneal dialysis with an overnight icodextrin dwell on
parameters of glucose and lipid metabolism. Perit Dial Int 2001;
21(3):275—8]1.

Chang TI, Ryu DR, Yoo TH, Kim HJ, Kang EW, Kim H, et al. Effect
of icodextrin solution on the preservation of residual renal function in
peritoneal dialysis patients: a randomized controlled study. Medicine
2016;95(13):e2991. https://doi.org/10.1097/md.0000000000002991.
Chen JB, Cheng BC, Liu WH, Liao SC, Fu MM, Moi SH, et al. Lon-
gitudinal analysis of cardiac structure and function in incident-
automated peritoneal dialysis: comparison between icodextrin solu-
tion and glucose-based solution. BMC Nephrol 2018;19:109. https:
//doi.org/10.1186/s12882-018-0912-7.

Chow KM, Szeto CC, Kwan B, Leung CB, Law MC, Li P. Random-
ized controlled study of icodextrin on the treatment of peritoneal dial-
ysis patients during acute peritonitis. Nephrology 2014;19(S2):S71.
https://doi.org/10.1111/nep.12236_2.

Chow KM, Szeto CC, Kwan BC, Pang WF, Ma T, Leung CB, et al.
Randomized controlled study of icodextrin on the treatment of peri-
toneal dialysis patients during acute peritonitis. Nephrol Dial Transpl
2014;29(7):1438—43. https://doi.org/10.1093/ndt/gfu033.

Konings CJ, Kooman JP, Schonck M, Gladziwa U, Wirtz J, van den
Wall Bake AW, et al. Effect of icodextrin on volume status, blood
pressure and echocardiographic parameters: a randomized study. Kid-
ney Int 2003;63(4):1556—63.  https://doi.org/10.1046/1.1523-
1755.2003.00887.x.

de Moraes TP, Andreoli MC, Canziani ME, Da Silva DR,
Caramori JC, Ponce D, et al. Icodextrin reduces insulin resistance
in non-diabetic patients undergoing automated peritoneal dialysis: re-
sults of a randomized controlled trial (STARCH). Nephrol Dial
Transpl 2015;30(11):1905—11. https://doi.org/10.1093/ndt/gfv247.
Paniagua R, Ventura MD, Avila-Diaz M, Cisneros A, Vicente-
Martinez M, Furlong MD, et al. Icodextrin improves metabolic and
fluid management in high and high-average transport diabetic pa-
tients. Perit Dial Int 2009;29(4):422—32.

Takatori Y, Akagi S, Sugiyama H, Inoue J, Kojo S, Morinaga H, et al.
Icodextrin increases technique survival rate in peritoneal dialysis pa-
tients with diabetic nephropathy by improving body fluid manage-
ment: a randomized controlled trial. Clin J Am Soc Nephrol 2011;
6(6):1337—44. https://doi.org/10.2215/cjn.10041110.

Baxter Healthcare Corporation. A study to evaluate the safety and ef-
ficacy of a 7.5% icodextrin peritoneal dialysis solution in patients
treated with automated peritoneal dialysis (APD): Clinical Study
Report PRO-RENAL-REG-035 1998.

Baxter Healthcare Corporation. 7.5% Icodextrin Peritoneal Dialysis
Solution- A Study to Evaluate the Safety and Efficacy of a 7.5% Ico-
dextrin Peritoneal Dialysis Solution in Patients Treated with Contin-
uous Ambulatory Peritoneal Dialysis (CAPD): Clinical Study Report
RD-97-CA-130 2000.

Baxter Healthcare Corporation. A Study to Evaluate the Safety of a
7.5% Icodextrin Peritoneal Dialysis Solution in Patients Treated with
Peritoneal Dialysis (PD) in North America: Clinical Study Report
RD-97-CA-131 2000.

Baxter Healthcare Corporation. Assessment of the biocompatibility
of glucose polymer solution in automated peritoneal dialysis
(APD): Clin Study Rep ML/IB 011 (Diana) 2000.

Baxter Healthcare Corporation. Multicentre Clinical Trial oflcodex-
trin in CAPD Final Report Addendum (MIDAS): Clinical Study
Report ML/IB 001 2000.

Baxter Healthcare Corporation. A Clinical Comparison Study of
BLPG in Patients Receiving Continuous Ambulatory Peritoneal Dial-
ysis (CAPD): Clinical Study Report BLR-PG22 2001.

Baxter Healthcare Corporation. A double-blind, randomised,
controlled trial to assess the effects of Extraneal(TM) (icodextrin)


https://doi.org/10.1186/s13643-018-<?thyc=10?>0766-x<?thyc?>
https://doi.org/10.1136/bmjebm-2018-110963
https://doi.org/10.1186/1471-2490-2-6
https://doi.org/10.1186/s12916-021-01955-0
https://doi.org/10.1186/s12916-021-01955-0
https://doi.org/10.1136/bmj.g3510
https://doi.org/10.1371/journal.pmed.1001526
https://doi.org/10.1136/bmj.c4737
https://doi.org/10.1053/j.ajkd.2019.10.004
https://doi.org/10.1186/s13643-019-<?thyc=10?>0959-y<?thyc?>
https://doi.org/10.1186/s13643-019-<?thyc=10?>0959-y<?thyc?>
https://doi.org/10.1093/ndt/16.suppl_5.61
https://doi.org/10.1093/ndt/16.suppl_5.61
https://doi.org/10.1136/bmj.d5928
https://doi.org/10.1136/bmj.d5928
https://osf.io/mgnhc/
https://doi.org/10.1016/j.jclinepi.2020.12.019
https://training.cochrane.org/online-learning/core-software/revman
https://training.cochrane.org/online-learning/core-software/revman
https://www.cochrane.org/authors/handbooks-and-manuals/handbook/archive/v6.4
https://www.cochrane.org/authors/handbooks-and-manuals/handbook/archive/v6.4
https://doi.org/10.3346/jkms.2014.29.9.1217
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref31
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref31
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref31
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref31
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref31
https://doi.org/10.1097/md.0000000000002991
https://doi.org/10.1186/s12882-018-0912-7
https://doi.org/10.1186/s12882-018-0912-7
https://doi.org/10.1111/nep.12236_2
https://doi.org/10.1093/ndt/gfu033
https://doi.org/10.1046/j.1523-1755.2003.00887.x
https://doi.org/10.1046/j.1523-1755.2003.00887.x
https://doi.org/10.1093/ndt/gfv247
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref38
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref38
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref38
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref38
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref38
https://doi.org/10.2215/cjn.10041110
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref40
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref40
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref40
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref40
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref41
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref41
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref41
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref41
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref41
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref42
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref42
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref42
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref42
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref43
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref43
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref43
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref44
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref44
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref44
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref45
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref45
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref45
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref46
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref46

[47]

[48]

[49]

[50]

[51]

[52]

[53]

[54]

[55]

[56]

[571

[58]

J. Hirt et al. / Journal of Clinical Epidemiology 185 (2025) 111890 9

compared to Dianeal® (7.5% PD4 (2.27% glucose) solution (both
administered for the long dwell exchange) on fluid status, blood pres-
sure and cardiovascular disease parameters in hypertensive peritoneal
dialysis patients: Clin Study Rep PRO-RENAL-REG-40 2002.
Baxter Healthcare Corporation. A Study to Evaluate the Efficacy and
Safety of 7.5% Icodextrin Peritoneal Dialysis Solution as Compared
to Dianeal® PD-2 Peritoneal Dialysis Solution with 4.25% Dextrose,
for the Long Dwell in Patients Treated with Automated Peritoneal
Dialysis (APD): Clinical Study Report RD-00-CA-050 2004.
Baxter Healthcare Corporation. A Study to Evaluate the Safety and
Efficacy of 7.5% Icodextrin Peritoneal Dialysis Solution (Extraneal)
Compared to 2.5% Dextrose Dianeal® PD-2 Peritoneal Dialysis So-
lution in Patients Treated with Continuous Ambulatory Peritoneal
Dialysis (CAPD): Clinical Study Report CN-R-001 2006.

Davies SJ, Woodrow G, Donovan K, Plum J, Williams P,
Johansson AC, et al. Icodextrin improves the fluid status of peritoneal
dialysis patients: results of a double-blind randomized controlled
trial. J Am Soc Nephrol 2003;14(9):2338—44.

Finkelstein F, Healy H, Abu-Alfa A, Ahmad S, Brown F, Gehr T,
et al. Superiority of icodextrin compared with 4.25% dextrose for
peritoneal ultrafiltration. J Am Soc Nephrol 2005;16(2):546—54.
https://doi.org/10.1681/asn.2004090793.

Gokal R, Mistry CD, Peers EM. Peritonitis occurrence in a multi-
center study of icodextrin and glucose in CAPD. MIDAS study
group. Multicenter investigation of icodextrin in ambulatory dialysis.
Perit Dial Int 1995;15(6):226—30.

Guo A, Wolfson M, Holt R. Early quality of life benefits of icodextrin
in peritoneal dialysis. Kidney Int 2002;(S81):S72—9. https:
//doi.org/10.1046/j.1523-1755.62.s81.10.x.

Lin A, Qian J, Li X, Yu X, Liu W, Sun Y, et al. Randomized
controlled trial of icodextrin versus glucose containing peritoneal
dialysis fluid. Clin J Am Soc Nephrol 2009;4(11):1799—804. https:
//doi.org/10.2215/cjn.02950509.

Mistry CD, Gokal R, Peers E. A randomized multicenter clinical
trial comparing isosmolar icodextrin with hyperosmolar glucose solu-
tions in CAPD. MIDAS Study Group. Multicenter Investigation of Ico-
dextrin in Ambulatory Peritoneal Dialysis. Kidney Int 1994;46(2):
496—503.

Ota K, Akiba T, Maeba T, Nakao T, Nakayama M, Tokioka T, et al.
Clinical results of icodextrin dialysis solution in Japan: results of a
double-blind comparative study using glucose dialysate as a control
drug. Kidney Dial 2003;55(1):211-9.

Plum J, Gentile S, Verger C, Brunkhorst R, Bahner U, Faller B, et al.
Efficacy and safety of a 7.5% icodextrin peritoneal dialysis solution
in patients treated with automated peritoneal dialysis. Am J Kidney
Dis 2002;39(4):862—71. https://doi.org/10.1053/ajkd.2002.32009.
Posthuma N, Ter WP, Donker A, Oe P, Peers E, Verbrugh H. Assess-
ment of the effectiveness, safety, and biocompatibility of icodextrin in
automated peritoneal dialysis. Perit Dial Int 2000;20(S2):S106—13.
Posthuma N, ter Wee PM, Verbrugh HA, Oe PL, Peers E, Sayers J,
et al. Icodextrin instead of glucose during the daytime dwell in CCPD

[591

[60]

[61]

[62]

[63]

[64]

[65]

[66]

[67]

[68]

[69]

[70]

(711

increases ultrafiltration and 24-h dialysate creatinine clearance.
Nephrol Dial Transpl 1997;12(3):550—3.

Wolfson M, Piraino B, Hamburger RJ, Morton AR. A randomized
controlled trial to evaluate the efficacy and safety of icodextrin in
peritoneal dialysis. Am J Kidney Dis 2002;40(5):1055—65. https:
//doi.org/10.1053/ajkd.2002.36344.

Posthuma N, ter Wee PM, Donker AJ, Oe PL, van Dorp W,
Peers EM, et al. Serum disaccharides and osmolality in CCPD pa-
tients using icodextrin or glucose as daytime dwell. Perit Dial Int
1997;17(6):602—17.

Baxter Healthcare Corporation. A randomized, cross-over, compara-
tive trial to evaluate the efficacy and safety of 7.5% icodextrin peri-
oneal dialysis solution in comparison to 2.5% dextrose solution in
patient treated with continuous ambulatory peritoneal dialysis (capd):
clinical study report RD-00-CA-022 2002.

Yu CC, Yang CW, Wu CH, Weng SM, Huang CC. Icodextrin is effec-
tive to increase ultrafiltration volume in high and high-average trans-
porter capd patients: a prospective study in comparison with dextrose
dialysate. Poster and Oral Presentation at the Taiwan Society of
Nephrology Annual Scientific Meeting. Kaohsiung, Taiwan: Chang
Gung Memorial Hospital, Division of Nephrology; 2002.

Jgrgensen L, Ggtzsche PC, Jefferson T. Benefits and harms of the hu-
man papillomavirus (HPV) vaccines: systematic review with meta-
analyses of trial data from clinical study reports. Syst Rev 2020;
9(1):43. https://doi.org/10.1186/s13643-019-0983-y.

Hopkins AM, Modi ND, Rockhold FW, Hoffmann T, Menz BD,
Veroniki A-A, et al. Accessibility of clinical study reports supporting
medicine approvals: a cross-sectional evaluation. J Clin Epidemiol
2024;167:111263. https://doi.org/10.1016/j.jclinepi.2024.111263.
Paludan-Miiller AS, Maclean-Nyegaard IR, Munkholm K. Substan-
tial delays in clinical data published by the European Medicines
Agency - a cross sectional study. J Clin Epidemiol 2022;146:
68—76. https://doi.org/10.1016/j.jclinepi.2022.02.004.

European Medicines Agency. Clinical data publication. Available at:
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-
authorisation/clinical-data-publication. Accessed September 2, 2024.
Ladanie A, Ewald H, Kasenda B, Hemkens LG. How to use FDA
drug approval documents for evidence syntheses. BMJ 2018;362:
k2815. https://doi.org/10.1136/bmj.k2815.

McGauran N, Wieseler B. Centralised full access to clinical study
data can support unbiased guideline development, continuing medical
education, and patient information. J Eur CME 2021;10(1):1989172.
https://doi.org/10.1080/21614083.2021.1989172.

Vazquez E, Gouraud H, Naudet F, Gross CP, Krumholz HM, Ross JS,
et al. Characteristics of available studies and dissemination of
research using major clinical data sharing platforms. Clin Trials
2021;18(6):657—66. https://doi.org/10.1177/17407745211038524.
ClinicalStudyDataRequest.com. Available at: https://www.clinical
studydatarequest.com/. Accessed October 3, 2024.

Vivli. Vivli - center for global clinical research data. Available at:
https://vivli.org/. Accessed October 3, 2024.


http://refhub.elsevier.com/S0895-4356(25)00223-9/sref46
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref46
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref46
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref46
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref47
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref47
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref47
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref47
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref47
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref48
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref48
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref48
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref48
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref48
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref49
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref49
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref49
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref49
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref49
https://doi.org/10.1681/asn.2004090793
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref51
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref51
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref51
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref51
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref51
https://doi.org/10.1046/j.1523-1755.62.s81.10.x
https://doi.org/10.1046/j.1523-1755.62.s81.10.x
https://doi.org/10.2215/cjn.02950509
https://doi.org/10.2215/cjn.02950509
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref54
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref54
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref54
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref54
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref54
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref54
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref55
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref55
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref55
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref55
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref55
https://doi.org/10.1053/ajkd.2002.32009
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref57
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref57
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref57
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref57
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref58
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref58
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref58
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref58
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref58
https://doi.org/10.1053/ajkd.2002.36344
https://doi.org/10.1053/ajkd.2002.36344
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref60
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref60
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref60
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref60
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref60
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref61
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref61
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref61
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref61
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref61
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref62
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref62
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref62
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref62
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref62
http://refhub.elsevier.com/S0895-4356(25)00223-9/sref62
https://doi.org/10.1186/s13643-019-<?thyc=10?>0983-y<?thyc?>
https://doi.org/10.1016/j.jclinepi.2024.111263
https://doi.org/10.1016/j.jclinepi.2022.02.004
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/clinical-data-publication
https://www.ema.europa.eu/en/human-regulatory-overview/marketing-authorisation/clinical-data-publication
https://doi.org/10.1136/bmj.k2815
https://doi.org/10.1080/21614083.2021.1989172
https://doi.org/10.1177/17407745211038524
https://www.clinicalstudydatarequest.com/
https://www.clinicalstudydatarequest.com/
https://vivli.org/

	Clinical study report data did not substantially alter point estimates but improved precision in a nephrology systematic review
	1. Introduction
	2. Methods
	2.1. Case presentation
	2.2. Design of the case study and data analysis

	3. Results
	4. Discussion
	4.1. Limitations

	5. Conclusion
	Declaration of generative AI and AI-assisted technologies in the writing process
	CRediT authorship contribution statement
	Declaration of competing interest
	Supplementary data
	Data availability
	References


