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Hepiinyn

EIZAT'QI'H: Ot toyaromompéveg khvikég Soxipéc (TKA) amotelovv Tov ¥pucd
KOVOVO, GTNV EKTIUNGT TNG OMOTEAEGHUOTIKOTNTOS TOV KAVIK®OV TOPEUPACEDV Kol M
dwpovng  ovaeopd Tovg elvar  dkpwg onupavtiky. H  oflwon CONSORT
(Consolidated Standards of Reporting Trials) eivor pio Paciopévn oe omodeilelg
TPOGEYYIoN Yo va, BeATidoet Ty motdtnta Tov TKA.

YTOXOI: H o&oldynon g modtnrog avapopds tov dnupoctevpévay TKA
OYETIKOL LE TNV EVOOYYEINKT OVTILETMRION TOV EVOOKPAVIOV OVELPUOUATOV EVAVTL
NG XEPOVPYIKNG AVTILETMOMIONS SVUPwvVa pe T dMAwon CONSORT.

MEG®OAOI: INpaypotoromoape avalitnon oe 3 nhextpovikéc Paoeic dedouévmv
(PubMed, Scopus, Web of Science) toyoomomuéveoy KMVIKOV UEAETOV TOL
a@opovav TV dlayeipion (YELPOLPYIKN 1 EVOAYYELNKT]) EVOOKPAVIOV AVEVPLGUAT®V.
To epompatordyio CONSORT pe tig 37 gpotmoelg ypnowonomdnke yo v
a&loddynon g mowdtntog avtdv v TKA. ITibavol mapdyovieg moidtntog ovapopis
e€epevvnOnkav: Odypappe pong GUUUETOYNG, OplOUOS GLYYPAPEWMV, GUVIELECTNG
BapHtnrag meploduo, £tog ékdoomg, uEyehog delyLatog, TOAVKEVTPIKOG GYEOLOGOGC

AITOTEAEXMATA: H ovolfgmon ovayvopioe 11 kotdhinia apbpo yio
avaivor. Movo 3 dnuooctevoelg (21.43%) eppdavicay emopkr ava@opd (Tave amd
75%) waboc vanp&av 11 perérec (78.57%) pe evoppovion pe to COSNORT
nopandveo ond 50%. H povomapayovtikn avaivon avédeice 6Tt povo o aptudg tov
GLYYPOUPEDV ElXE IOl GNUOVTIKT] GUGYETION LLE TNV TOLOTNTO OVOPOPAC.

YYMIIEPAXMATA: H noidtnto tov avapop®v TOV TOYMOTOMUEVOY KAVIKOV
LEAETAOV CYETIKOV LE TNV OXEIPION TOV EVOOKPAVIOV AVEVPLGUAT®V TOPAUEVEL N
wavoromtikn. H Bedtimon g modtrog g avaeopds toug kpivetol avaykoio yio
TNV EKTIUNOT TNG EYKLPOTNTOG TNG KAVIKNG EPELVAG.

AEZEIX KAEIAIA: CONSORT, tuyotonomuéveg khvikég dokuég, Tlowdtnta,
Evdoxpaviaxd avevpoouata, Evdayyelokn, Xeipovpyikn, AVIIHETOTION
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Abstract

INTRODUCTION: Randomized controlled trials (RCTs) are considered the gold
standard in evaluating the effectiveness of clinical interventions, and their transparent
reporting is of paramount importance. The CONSORT (Consolidated Standards of
Reporting Trials) statement is an evidence-based approach to improving RCTS'
quality.

AIMS: Evaluation of the reporting quality of published RCTs concerning
endovascular management of intracranial aneurysms versus surgical management
according to the CONSORT statement.

METHODS: Three electronic databases (PubMed, Scopus, Web of Science) were
searched for RCTs involving the management (endovascular vs. surgical) of
intracranial aneurysms. The 37-item CONSORT checklist was used to assess the
reporting quality of these RCTs. Possible determinants of reporting quality were
explored: Participant flowchart, number of authors, Impact factor of the journal,
Publication year, Sample size, Multicentric design

RESULTS: The search identified 14 eligible articles for analysis. Only three
publications (21.43%) presented adequate reporting (above 75%), while there were 11
studies (78.57%) with CONSORT compliance more than 50%. Univariate analysis
revealed that only the number of authors had a significant association with the
reporting quality.

CONCLUSIONS: The quality of reporting in RCTs focusing on the management of
intracranial aneurysms remains unsatisfactory. Further improvement of reporting is
necessary to assess the validity of clinical research.

Keywords: CONSORT, Randomized Controlled Trials, Quality, Intracranial
aneurysms, Endovascular, Surgical, Methodology
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Introduction

Randomized Control Trials (RCTSs) are at the top level of the evidence hierarchy and
constitute a valuable tool in modern clinical research. [1] Their ability to randomize
patients to different interventions in a stratified way allows the researcher to correlate
outcome events with interventions, excluding unknown factors. [2] However,
problems such as selection bias, publication bias, or funding bias may arise. [3, 4]
Readers need written information on a study's methodology and findings to assess the
quality of the provided information. [5] Also, since RCTs play a significant role in
healthcare providers' clinical practice and treatment guidelines, the determination of
the validity of a trial must be a straightforward procedure. [6, 7]

Considering the previous concerns about the clarity of reporting of RCTs, the
CONsolidated Standards of Reporting Trials (CONSORT) statement was published in
1996. [6] The CONSORT statement underwent two revisions, the first in 2001 [8] and
the second in 2010 [9], each accompanied by a detailed explanation and elaboration
document. [10, 11] The last version consists of a 37-item checklist grouped into five
categories and a flow diagram. [12] The CONSORT statement intends to facilitate the
transparent reporting of trials and aid readers and reviewers in their appraisal and
interpretation. [13] However, the CONSORT statement constitutes a guide for
reporting RCTs, and its use as a quality appraisal tool should be avoided.[9]

Unruptured aneurysms' prevalence is estimated to be between 2 and 5%, whereas the
incidence of subarachnoid hemorrhage (SAH) per 100,000 people is approximately 9
to 20, harboring a mortality rate of about 60% within six months. [14] The
neurosurgeon must be informed of the natural history and in the management. For the
management of intracranial aneurysms, two primary treatments are proposed: surgical
management with clipping of the aneurysm and endovascular treatment consisting of
several techniques such as simple coiling, flow diversion, or complex coiling. [14, 15]
Guidelines relevant to the management of SAH reported recommendations for the
treatment modalities of intracranial aneurysms based on retrospective studies,
prospective observational studies, and large multicenter RCTs. [14, 15] It is essential
to assess the reporting clarity of the RCTs used in making these guidelines and of
those that would be available for the creation of revised versions of guidelines.

Many publications have used the CONSORT statement to evaluate the quality of
reports of RCTs in various subspecialties of medicine. [16-21] However, to our
knowledge, there is no assessment of publications regarding intracranial aneurysms
management. In the present study, we analyzed the quality of publications published
between 2000 and 2021, reporting of RCTs regarding the management (surgical or
endovascular) of patients with intracranial aneurysms using the revised CONSORT
2010 statement checklist.
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Methods

Literature search

SCOPUS, PUBMED, and Web of Sciences databases were searched to identify all
relevant RCTs published from January 1%, 2000, to December 31%, 2021. The
implemented search criterion that was used was the following: ((intracranial OR
cerebral) AND aneurysm) AND (surgical OR clipping) AND (endovascular OR
coiling). All titles and abstracts were visually inspected for eligibility, followed by a
review of the complete manuscripts. Finally, the retrieved RCTs were manually
searched for relevant references.

Eligibility criteria

Studies fulfilling the following criteria were considered eligible:
e They were published from January 1%, 2000, to December 31%, 2021
e They were classified as RCTs
e They involved two interventions (surgical and endovascular)
e The recruited patients with intracranial aneurysms

Studies were excluded according to the following criteria:
e reports not in English
e conference abstracts
e studies performed on animals
e pilot trials
e other study designs
e study protocols
e retracted papers
e sub-group and posthoc analysis of published RCTs

Data extraction

The reporting quality of the retrieved RCTs was assessed using the revised
CONSORT 2010 checklist, which includes 25 items, 12 of which are separated into
two parts. Also, the 37-item questionnaire is divided into five categories: Title and
abstract, Methods, Randomization-blinding, Results, and Other information.
(http://www.consort-statement.org) Each item was appraised by 1 point when
adequately reported. If the item was absent, was reported partially, or was reported in
a different article section, it was appraised by 0. Furthermore, when an item was
reported using an external reference that was consistent, it was assessed by 1.

We assessed Item 1b (Structured summary) separately based on the CONSORT
extension for abstracts. Instead of its original 17-item version, a more suitable 16-item
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version was used after removing the item regarding contact details specific to
conference abstracts (Table 1). According to our checklist, item 1b was assessed by 1
when more than seven items were present in the abstract. Further information
collected included journal ranking for the publication year (according to Clarivate
Analytics (Thomson Reuters) via Journal Citation Reports), publication year, number
of authors, sample size, the presentation of a participant flow diagram, and the
presence of a multicentric design.

Table 1: Modified CONSORT checklist to report an RCT in a journal abstract

Item Description

Title Identification of the study as randomized

Trial design Description of the trial design (e.g., parallel, cluster, non-inferiority)
Methods S

Participants
Interventions
Objective

Outcome
Randomization
Blinding (masking)

Results
Numbers randomized
Recruitment
Numbers analyzed
Outcome
Harms

Conclusions
Conclusions
Trial registration
Funding

Eligibility criteria for participants and the settings where the data were collected
Interventions intended for each group

Specific objective or hypothesis

Clearly defined primary outcome for this report

How participants were allocated to interventions

Whether or not participants, caregivers, and those assessing the outcomes were blinded to group
assignment

Number of participants randomized to each group

Trial status

Number of participants analyzed in each group

For the primary outcome, a result for each group and the estimated effect size and its precision
Important adverse events or side effects

General interpretation of the results
Registration number and name of the trial register
Source of funding

Statistical analysis

Compliance above 75% was defined as adequate and below 75% as inadequate.
Univariate analysis for possible determinants was performed. Journal's impact factor
(IF) was transformed into a dichotomous variable (classified as low <3.48 and high
>3.48). The use of IF=3.48 was based on the median of our sample. Also, publication
period (before and after 2010), sample size (dichotomous variable based on the
median of our sample, <300 randomized patients vs. >300 randomized patients), and
the number of authors (dichotomous variable based on the median of our sample, <8
authors vs. >8 authors) were transformed similarly. Additionally, Participant
flowchart and multicentric design were explored as categorical variables. All the
variables were analyzed using Fisher's exact test. Also, an exploratory analysis was
performed to investigate the existence of a linear correlation between abstract and
article reporting quality, determining Pearson Correlation Coefficient (Pearson's r).
The statistical analysis was made on the IBM SPSS v.21 packages and EXCEL. The
cutoff point for statistical significance was set at the two-sided 0.05 level.
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Results

Literature search retrieved a total of 15,623 articles (Figure 1). After removing the
duplicate records, 8,471 articles were screened based on their title and abstract.
Finally, 14 publications were included in our qualitative analysis after assessing 30
full-text eligible articles. The manual search of references did not provide any

additional reports of RCTSs.
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Figure 1: Flow Diagram

CONSORT compliance

Out of the 14 articles, 4 (28.57%) were published before 2010, while the rest were
published the period after. The Mean consort adherence for all the publications was
60.61% (SD=15.20), while the minimum and maximum adherence were 29.73% and
81.08%, respectively. Three publications (21.43%) presented an adequate reporting
(above 75%), while there were 11 studies (78.57%) with CONSORT compliance

more than 50%. (Table 2)

Duplicate records removed
(n=7,152)

Records excluded:
(n=8441)

irelevant papers

other study designs
articles not in English
animal studies
conference abstracts
other study designs
reviews

commentaries editorials

(n =16)

Reports excluded:

other study designs

pilot studies

sub-group and post hoc analyses
study protocols
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Adherence per consort item was evaluated and presented in Figure 2 and Table 3.
Items la and 1b were reported in 50% and 85.71% of the articles, respectively,
whereas items 2a and 2b in every publication. Regarding methodological items, only
6 (35.29%) were reported by 75% or more of the publications, while items 6b, 10, and
11b were not reported in any article. Also, description of the trial's design and
important changes (3a and 3b correspondingly) were underreported. Only four items
of the results section (40%) were reported by 75% or more of the studies. Items 14b,
17b, and 18 were severely underreported. Trial limitations (item 20) had the lowest
report rate of discussion domain (57.14%), while item 22 was reported in all the
articles. Finally, other information (trial registration, trial protocol, sources of
funding) were rated as reported in 57.14%, 64.48%, and 50% of the studies,
respectively.

Table 2: List of the included publications reporting RCTs along with their characteristics and Consort Score

Multicenter - Average
Authors Year Journal IF - Sample Size compliance
Trial
score (%)

Darsaut et al. [22] 2017  Journal of Neurology, Neurosurgery, and 7, Yes 136 81.08

Psychiatry
Proust et al. [23] 2018  Neurochirurgie 0.948 No 41 59.46
Molyneux et al. [24] 2002  Lancet 15.397 Yes 2143 67.57
Darsaut et al. [25] 2019 Neurochirurgie 1214 Yes 103 81.08
Wadd et al. [26] 2015 Journal of th(_e College of Physicians and 0.343 No 140 29.73

Surgeons Pakistan
Lietal. [27] 2012 The Journal of International Medical 0.958 No 192 35.14

Research
Molyneux et al. [28] 2014  Lancet 45.217 Yes 1644 64.86
Molyneux et al. [29] 2005  Lancet 23.878 Yes 2143 64.86
Koivisto et al. [30] 2000  Stroke 6.008 No 109 48.65
McDougall et al. [31] 2012 Journal of Neurosurgery 3.148 No 472 62.16
Darsaut et al. [32] 2021  World Neurosurgery 2.104 Yes 171 78.38
Spetzler et al. [33] 2013  Journal of Neurosurgery 3.227 No 408 59.46
Molyneux et al. [34] 2009  The Lancet. Neurology 18.126 Yes 2143 56.76
Spetzler et al. [35] 2015  Journal of Neurosurgery 3.737 No 408 59.46

IF: Impact Factor
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Table 3: Proportion of reported 37 items in a total of 14 randomized controlled trials grouped by publication period

Time period

Consort Item All reports  Before 2010  After 2010 P-value

(n=14) (n=4) (n=10)
Title and abstract
1a. Identification as a randomised trial in the title 7 (50%) 3 (75%) 4 (40%) 0.559
1b. Structured summary of trial design, methods, results, and
conclusions (for specific guidance see CONSORT for 12 (85,71%) 4 (100%) 8 (80%) 0.560
abstracts)
Introduction
2a. Scientific background and explanation of rationale 14 (100%) 4 (100%) 10 (100%) -
2b. Specific objectives or hypotheses 14 (100%) 4 (100%) 10 (100%) -
Methods
_3a. Dgscrlptlon _of trla_l design (such as parallel, factorial) 6 (42,85%) 0 (0%) 6 (60%) 0.085
including allocation ratio
3b. Import_an_t _change:s to methods after trial commencement 5 (35,71%) 0 (0%) 5 (50%) 0.221
(such as eligibility criteria), with reasons
4a. Eligibility criteria for participants 13 (92,85%) 3 (75%) 10 (100%) 0.286
4b. Settings and locations where the data were collected 12 (85,71%) 2 (50%) 10 (100%) 0.066
5. The interventions for each group with sufficient details to
allow replication, including how and when they were 7 (50%) 0 (0%) 7 (70%) 0.070
actually administered
6a. Completely defined prespecified primary and secondary
outcome measures, including how and when they were 14 (100%) 4 (100%) 10 (100%) -
assessed
Gb_. Any changes to trial outcomes after the trial commenced, 0 (0%) 0 (0%) 0 (0%) )
with reasons
7a. How sample size was determined 7 (50%) 3 (75%) 4 (40%) 0.559
7b. When applicable, explanation of any interim analyses 7 (50%) 3 (75%) 4 (40%) 0.559

and stopping guidelines
8a. Method used to generate the random allocation sequence 13 (92,85%) 4 (100%) 9 (90%) 1.000
8b. Type of randomisation; details of any restriction (such as

0 0, 0,
blocking and block size) 8(57.14%) 3 (75%) 5 (50%) 0.580
9. Mechanism used to implement the random allocation
sequence (such as sequentially numbered containers), 3 (21,42%) 1.(25%) 2 (20%) 1.000

describing any steps taken to conceal the sequence until
interventions were assigned

10. Who generated the random allocation sequence, who
enrolled participants, and who assigned participants to 0 (0%) 0 (0%) 0 (0%) -
interventions

1la. If done, who was blinded after assignment to

interventions (for example, participants, care providers, those 4 (28,57%) 1 (25%) 3 (30%) 1.000
assessing outcomes), and how
11b. If relevant, description of the similarity of interventions 0 (0%) 0 (0%) 0 (0%) -

12a. Statistical methods used to compare groups for primary
and secondary outcomes
12b. Methods for additional analyses, such as subgroup

14 (100%) 4 (100%) 10 (100%) -

0, 0, 0,
analyses and adjusted analyses 12 (85,71%) 2 (50%) 10 (100%) 0.066
Results
13a. For each group, the numbers of participants who were
randomly assigned received intended treatment and were 11 (78,57%) 3 (75%) 8 (80%) 1.000
analyzed for the primary outcome
13b. For each group, losses and exclusions after 11 (78,57%) 3 (75%) 8 (80%) 1.000
randomisation, together with reasons
14a. Dates defining the periods of recruitment and follow-up 10 (71,42%) 3 (75%) 7 (70%) 1.000
14b. Why the trial ended or was stopped 5 (35,71%) 2 (50%) 3 (30%) 0.580
15. A table showing baseline demographic and clinical 9 (64,28%) 2 (50%) 7 (70%) 0.580

characteristics for each group

16. For each group, the number of participants (denominator)
included in each analysis and whether the analysis was by 13 (92,85%) 4 (100%) 9 (90%) 1.000
original assigned groups
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17a. For each primary and secondary outcome, results for
each group, and the estimated effect size and its precision 12 (85,71%) 4 (100%) 8 (80%) 1.000
(such as 95% confidence interval)

17b. For binary outcomes, presentation of both absolute and
relative effect sizes is recommended

18. Results of any other analyses performed, including
subgroup analyses and adjusted analyses, distinguishing 3 (21,42%) 2 (50%) 1 (10%) 0.176
prespecified from exploratory

19. All important harms or unintended effects in each group

4 (28,57%) 2 (50%) 2 (20%) 0.520

0, 0, 0,
(for specific guidance see CONSORT for harms) 8 (57.14%) 2 (50%) 6 (60%) 1.000
Discussion
?O. Trl.al. I|m|tat|c_)ns, addressmg_so'urces of potential bias, 8 (57,14%) 0 (0%) 8 (80%) 0.015
imprecision, and, if relevant, multiplicity of analyses
21. Generalisability (external validity, applicability) of the 10 (71,42%) 3 (75%) 7 (70%) 1.000

trial findings
22. Interpretation consistent with results, balancing benefits
and harms, and considering other relevant evidence

Other information
23. Registration number and name of trial registry 8 (57,14%) 2 (50%) 6 (60%) 1.000
24. Where the full trial protocol can be accessed, if available 9 (64,28%) 4 (100%) 5 (50%) 0.221

25. Sources of funding and other support (such as a supply of o o 0
drugs), the role of funders 7 (50%) 3 (75%) 4 (40%) 0.559

14 (100%) 4 (100%) 10 (100%) -

Determinants of reporting quality

The association of several factors with the overall reporting quality was investigated
in this study. The results provided by univariate analysis are presented in Table 4.
Analysis revealed that the number of authors had a significant association with the
reporting quality. The publication period, participant flowchart, impact factor of the
journal, multicentric design, and sample size were not associated with CONSORT
compliance. Also, further analysis was performed to reveal possible associations
between the publication period and every individual item. (Table 3)

An exploratory analysis was performed to investigate for linear correlation between
abstract and article reporting quality. Pearson's r was estimated r = 0.839, p < 0.001,
which indicates a strong, positive correlation with statistical significance. The trend
between abstract and article reporting quality is graphically demonstrated in the
scatter plot diagram (Figure 3)

Table 4: Univariate analysis of possible determinants of reporting quality

Parameter Adequate CONSORT Inadequate CONSORT P-value
compliance (3) compliance (11)
Participant Flowchart 3/3 5/11 0.258
Number of authors more than 8 3/3 2/11 0.027
Impact Factor more than 3.48 1/3 6/11 1.000
Publication after 2010 3/3 7/11 0.505
Multicentric design 3/3 4/11 0.192
Sample size larger than 300 0/3 7/11 0.192
8
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Discussion
CONSORT compliance

The present study constitutes an effort to assess the reporting quality of RCTs for
managing cerebral aneurysms based on the revised version of the CONSORT
statement of 2010. Fourteen articles were reviewed, and the overall compliance to the
CONSORT statement was moderate. Unfortunately, only three publications (21.43%)
presented adequate reporting (above 75%), while the mean CONSORT adherence for
all the publications was as low as 60.61%. Out of the 37 items on the checklist, only
14 items were addressed in 75% or more of the publications.

Item 1a was reported in 50% of the publications, while a well-structured abstract
according to the CONSORT for Abstracts extension (item 1b) was present in 12
studies (85.71%). Abstracts play the role of a filtration tool for readers, and their
compliance to the CONSORT guidelines has been previously studied. [36-39]
Regarding methodological items, 7 out of 17 items (41.17%) were underreported.
Specifically, blinding (Item 11a), allocation concealment mechanism (Item 9), and
trial design (Item 3a) were reported in 28.57%, 21.42%, and 42.85%, respectively,
while changes to trial outcomes (Item 6b), implementation (Item 10) and description
of the similarity of interventions (Iltem 11b) were not reported in any article.
Implementation of randomization constitutes the central issue in several studies [40—
43], whereas other researchers similarly reported item 3a (trial design). [44, 45]

Most items regarding the results section were sufficiently reported (above 60%). Only
17b (binary outcomes), 18 (the result of any other analyses), and 14b (reason for trial
stopping) were underreported. In our study, items with respect to trial registration
(23), protocol (24), and funding (25) were moderately reported by 57.14%, 64.28%,
and 50% of the articles, respectively. Although their importance is tremendous and
constitute the most objectively assessed items, they tend to be frequently
underreported. [16, 46] On the contrary, discussion and introduction items were more
adequately reported. However, this finding should be interpreted with caution, given
the subjective nature of these items. [20]

It is essential to highlight that compliance with the CONSORT statement does not
improve the quality of a trial but its methodological reporting. A well-conducted but
inadequately reported RCT may be misclassified, its reproduction will not be feasible,
and its data will not be easily applied in the clinical setting. [47]
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Determinants of reporting quality

Univariate analysis indicated that more authors were associated with superior
reporting quality (p =0.027). However, in our study, the presence of a participant
flowchart or multicentric design, a more significant impact factor (more than 3.48), a
sample size larger than 300, and the publication after 2010 showed no statistically
significant association with reporting quality.

Several studies have already investigated the relationship between the CONSORT
compliance and date of publication providing results compatible with superior
reporting following publication of the CONSORT guidelines. [21, 48-50] Journal
impact factor was previously studied, and a significant association between IF and
reporting quality was demonstrated. [16, 18, 21, 49, 51, 52] Although the number of
authors [20, 43, 53] was previously investigated by several researchers with no
concluding results, some publications correlate scientific collaboration with superior
reporting quality. [20, 54] This finding appears consistent with our results.

Finally, it is a fact that most readers decide to acquire or not a full text based on its
abstract, explaining why its reporting quality is important. [55] Liambas et al., in
2018, found a significant correlation in reporting quality between the abstract and
article. [20] In our study, an exploratory analysis was carried out to investigate the
linear relationship between abstracts and the article's proportion of compliance based
on CONSORT guidelines. A statistically significant, strong, positive correlation was
established (r = 0.839, p < 0.001).

Limitations

Our study has several limitations. Firstly, the sample size of our study was small
because of the limited number of relevant RCTs in the literature, limiting our ability
for further statistical analysis, including multivariate analysis. Secondly, the
CONSORT statement checks only whether an item is reported rather than carried out
in the trial so that a well-conducted trial may be misjudged. Thirdly, several checklist
items regarding blinding or concealment may not always be applicable in RCTs of
surgical interventions where the investigators or the patients cannot be blinded to their
treatment method. Finally, we used the revised version of the CONSORT statement
for all the articles, even those published before 2010. The applicability of this version
of the tool may be questionable.

11
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Conclusion

In conclusion, this study shows that the quality of reporting according to the
CONSORT statement of most RCTs focusing on the management of intracranial
aneurysms remains unsatisfactory. Further improvement of reporting is necessary to
assess the validity of clinical research, and transparent reporting will enable readers to
critically appraise the procedural quality and interpret the results of published studies.

12

Institutional Repository - Library & Information Centre - University of Thessaly
27/07/2024 10:20:17 EEST - 52.15.221.227



References

1. Nystrom L, Rutqvist LE, Wall S, Lindgren A, Lindqvist M, Rydén S, Andersson
I, Bjurstam N, Fagerberg G, Frisell J (1993) Breast cancer screening with
mammography: overview of Swedish randomised trials. Lancet 341:973-978 .
https://doi.org/10.1016/0140-6736(93)91067-v

2. Stolberg HO, Norman G, Trop | (2004) Randomized controlled trials. AJR Am J
Roentgenol 183:1539-1544 . https://doi.org/10.2214/ajr.183.6.01831539

3. OIkin I (1995) Meta-analysis: reconciling the results of independent studies. Stat
Med 14:457-472 . https://doi.org/10.1002/sim.4780140507

4. Pfeifer MP, Snodgrass GL (1990) The continued use of retracted, invalid
scientific literature. JAMA 263:1420-1423

5. Schulz KF, Grimes DA (2002) Allocation concealment in randomised trials:
defending against deciphering. The Lancet 359:614-618
https://doi.org/10.1016/S0140-6736(02)07750-4

6. Begg C, Cho M, Eastwood S, Horton R, Moher D, Olkin I, Pitkin R, Rennie D,
Schulz KF, Simel D, Stroup DF (1996) Improving the quality of reporting of
randomized controlled trials. The CONSORT statement. JAMA 276:637—639 .
https://doi.org/10.1001/jama.276.8.637

7. Mills EJ, Wu P, Gagnier J, Devereaux PJ (2005) The quality of randomized trial
reporting in leading medical journals since the revised CONSORT statement.
Contemp Clin Trials 26:480-487 . https://doi.org/10.1016/j.cct.2005.02.008

8. Moher D, Schulz KF, Altman D, CONSORT Group (Consolidated Standards of
Reporting Trials) (2001) The CONSORT statement: revised recommendations for
improving the quality of reports of parallel-group randomized trials. JAMA
285:1987-1991 . https://doi.org/10.1001/jama.285.15.1987

9. Schulz KF, Altman DG, Moher D, CONSORT Group (2010) CONSORT 2010
Statement: updated guidelines for reporting parallel group randomised trials.
BMC Med 8:18 . https://doi.org/10.1186/1741-7015-8-18

10. Altman DG, Schulz KF, Moher D, Egger M, Davidoff F, Elbourne D, Getzsche
PC, Lang T, CONSORT GROUP (Consolidated Standards of Reporting Trials)
(2001) The revised CONSORT statement for reporting randomized trials:
explanation and  elaboration. Ann Intern Med  134:663-694
https://doi.org/10.7326/0003-4819-134-8-200104170-00012

11. Moher D, Hopewell S, Schulz KF, Montori V, Gotzsche PC, Devereaux PJ,
Elbourne D, Egger M, Altman DG (2010) CONSORT 2010 Explanation and
Elaboration: updated guidelines for reporting parallel group randomised trials.
BMJ 340:¢869-c869 . https://doi.org/10.1136/bmj.c869

12. Egger M, Jini P, Bartlett C, CONSORT Group (Consolidated Standards of
Reporting of Trials) (2001) Value of flow diagrams in reports of randomized

13

Institutional Repository - Library & Information Centre - University of Thessaly
27/07/2024 10:20:17 EEST - 52.15.221.227



controlled trials. JAMA 285:1996-1999
https://doi.org/10.1001/jama.285.15.1996

13. Turner L, Shamseer L, Altman DG, Weeks L, Peters J, Kober T, Dias S, Schulz
KF, Plint AC, Moher D (2012) Consolidated standards of reporting trials
(CONSORT) and the completeness of reporting of randomised controlled trials
(RCTs) published in medical journals. Cochrane Database of Systematic Reviews.
https://doi.org/10.1002/14651858.MR000030.pub?2

14. Steiner T, Juvela S, Unterberg A, Jung C, Forsting M, Rinkel G (2013) European
Stroke Organization Guidelines for the Management of Intracranial Aneurysms
and Subarachnoid Haemorrhage. CED 35:93-112
https://doi.org/10.1159/000346087

15. Connolly ES, Rabinstein AA, Carhuapoma JR, Derdeyn CP, Dion J, Higashida
RT, Hoh BL, Kirkness CJ, Naidech AM, Ogilvy CS, Patel AB, Thompson BG,
Vespa P, American Heart Association Stroke Council, Council on Cardiovascular
Radiology and Intervention, Council on Cardiovascular Nursing, Council on
Cardiovascular Surgery and Anesthesia, Council on Clinical Cardiology (2012)
Guidelines for the management of aneurysmal subarachnoid hemorrhage: a
guideline  for healthcare professionals from the American Heart
Association/american ~ Stroke  Association.  Stroke  43:1711-1737
https://doi.org/10.1161/STR.0b013e3182587839

16. Rikos D, Dardiotis E, Tsivgoulis G, Zintzaras E, Hadjigeorgiou GM (2016)
Reporting quality of randomized-controlled trials in multiple sclerosis from 2000
to 2015, based on CONSORT statement. Mult Scler Relat Disord 9:135-139 .
https://doi.org/10.1016/j.msard.2016.07.013

17. Rikos D, Dardiotis E, Aloizou A-M, Siokas V, Zintzaras E, Hadjigeorgiou GM
(2019) Reporting Quality of Randomized Controlled Trials in Restless Legs
Syndrome Based on the CONSORT Statement. Tremor Other Hyperkinet Mov (N
Y) 9: . https://doi.org/10.7916/d8-0f2v-aq62

18. Beneki E, Vrysis C, Zintzaras E, Doxani C (2021) Analysis of the quality of
reporting of randomized controlled trials in anticoagulant versus antiplatelet
medication for venous thromboembolism prophylaxis as governed by the
CONSORT  statement. J  Thromb  Thrombolysis  52:138-147
https://doi.org/10.1007/s11239-020-02315-0

19. Kodounis M, Liampas IN, Constantinidis TS, Siokas V, Mentis A-FA, Aloizou A-
M, Xiromerisiou G, Zintzaras E, Hadjigeorgiou GM, Dardiotis E (2020)
Assessment of the reporting quality of double-blind RCTs for ischemic stroke
based on the CONSORT statement. J Neurol Sci 415:116938
https://doi.org/10.1016/j.jns.2020.116938

20. Liampas I, Chlinos A, Siokas V, Brotis A, Dardiotis E (2019) Assessment of the
reporting quality of RCTs for novel oral anticoagulants in venous
thromboembolic disease based on the CONSORT statement. J Thromb
Thrombolysis 48:542-553 . https://doi.org/10.1007/s11239-019-01931-9

14

Institutional Repository - Library & Information Centre - University of Thessaly
27/07/2024 10:20:17 EEST - 52.15.221.227



21.

22.

23.

24,

25.

26.

217.

28.

Ziogas DC, Zintzaras E (2009) Analysis of the quality of reporting of randomized
controlled trials in acute and chronic myeloid leukemia, and myelodysplastic
syndromes as governed by the CONSORT statement. Ann Epidemiol 19:494-500
. https://doi.org/10.1016/j.annepidem.2009.03.018

Darsaut TE, Findlay JM, Magro E, Kotowski M, Roy D, Weill A, Bojanowski
MW, Chaalala C, lancu D, Lesiuk H, Sinclair J, Scholtes F, Martin D, Chow MM,
O'Kelly CJ, Wong JH, Butcher K, Fox AJ, Arthur AS, Guilbert F, Tian L,
Chagnon M, Nolet S, Gevry G, Raymond J (2017) Surgical clipping or
endovascular coiling for unruptured intracranial aneurysms: a pragmatic
randomised trial. ' J Neurol Neurosurg Psychiatry 88:663-668
https://doi.org/10.1136/jnnp-2016-315433

Proust F, Bracard S, Lejeune J-P, Thines L, Leclerc X, Penchet G, Bergé J,
Morandi X, Gauvrit J-Y, Mourier K, Ricolfi F, Lonjon M, Sedat J, Bataille B,
Droineau J, Civit T, Magro E, Pelissou-Guyotat I, Cebula H, Lallouche K, David
P, Emery E, Courthéoux P, Vignes J-R, Bénichou J, Aghakani N, Roche P-H, Gay
E, Bessou P, Guabrillargues J, Irthum B (2018) A randomized controlled study
assessing outcome, cognition, autonomy and quality of life in over 70-year-old
patients after aneurysmal subarachnoid hemorrhage. Neurochirurgie 64:395-400 .
https://doi.org/10.1016/j.neuchi.2018.08.004

Molyneux A (2002) International Subarachnoid Aneurysm Trial (ISAT) of
neurosurgical clipping versus endovascular coiling in 2143 patients with ruptured
intracranial aneurysms: a randomised trial. The Lancet 360:1267-1274 .
https://doi.org/10.1016/S0140-6736(02)11314-6

Darsaut TE, Roy D, Weill A, Bojanowski MW, Chaalala C, Bilocq A, Findlay
JM, Rempel JL, Chow MM, O'Kelly C, Ashforth RA, Kotowski M, Magro E,
Lemus M, Fahed R, Arikan F, Arrese I, Sarabia R, Altschul DJ, Chagnon M,
Guilbert F, Shankar JJS, Proust F, Nolet S, Gevry G, Raymond J (2019) A
randomized trial of endovascular versus surgical management of ruptured
intracranial aneurysms: Interim results from ISAT2. Neurochirurgie 65:370-376 .
https://doi.org/10.1016/j.neuchi.2019.05.008

Wadd IH, Haroon A, Habibullah null, Ansari S, Mukhtar S, Rashid U, Vohra AH
(2015) Aneurysmal Subarachnoid Hemorrhage: Outcome of Aneurysm Clipping
Versus Coiling in Anterior Circulation Aneurysm. J Coll Physicians Surg Pak
25:798-801 . https://doi.org/11.2015/JCPSP.798801

Li Z-Q, Wang Q-H, Chen G, Quan Z (2012) Outcomes of endovascular coiling
versus surgical clipping in the treatment of ruptured intracranial aneurysms. J Int
Med Res 40:2145-2151 . https://doi.org/10.1177/030006051204000612

Molyneux AJ, Birks J, Clarke A, Sneade M, Kerr RSC (2015) The durability of
endovascular coiling versus neurosurgical clipping of ruptured cerebral
aneurysms: 18 year follow-up of the UK cohort of the International Subarachnoid
Aneurysm Trial (ISAT). Lancet 385:691-697 . https://doi.org/10.1016/S0140-
6736(14)60975-2

15

Institutional Repository - Library & Information Centre - University of Thessaly
27/07/2024 10:20:17 EEST - 52.15.221.227



29.

30.

31.

32.

33.

34.

35.

36.

37.

Molyneux AJ, Kerr RSC, Yu L-M, Clarke M, Sneade M, Yarnold JA, Sandercock
P, International Subarachnoid Aneurysm Trial (ISAT) Collaborative Group
(2005) International subarachnoid aneurysm trial (ISAT) of neurosurgical
clipping versus endovascular coiling in 2143 patients with ruptured intracranial
aneurysms: a randomised comparison of effects on survival, dependency,
seizures, rebleeding, subgroups, and aneurysm occlusion. Lancet (London,
England) 366:809-817 . https://doi.org/10.1016/S0140-6736(05)67214-5

Koivisto T, Vanninen R, Hurskainen H, Saari T, Hernesniemi J, Vapalahti M
(2000) Outcomes of early endovascular versus surgical treatment of ruptured
cerebral aneurysms. A prospective randomized study. Stroke 31:2369-2377 .
https://doi.org/10.1161/01.str.31.10.2369

McDougall CG, Spetzler RF, Zabramski JM, Partovi S, Hills NK, Nakaji P,
Albuquerque FC (2012) The Barrow Ruptured Aneurysm Trial. J Neurosurg
116:135-144 . https://doi.org/10.3171/2011.8.JNS101767

Darsaut TE, Keough MB, Sagga A, Chan VKY, Diouf A, Boisseau W, Magro E,
Kotowski M, Roy D, Weill A, lancu D, Bojanowski MW, Chaalala C, Bilocq A,
Estrade L, Lejeune J-P, Bricout N, Scholtes F, Martin D, Otto B, Findlay JM,
Chow MM, O'Kelly CJ, Ashforth RA, Rempel JL, Lesiuk H, Sinclair J, Altschul
DJ, Arikan F, Guilbert F, Chagnon M, Farzin B, Gevry G, Raymond J (2021)
Surgical or Endovascular Management of Middle Cerebral Artery Aneurysms: A
Randomized Comparison. World Neurosurg 149:e521-e534
https://doi.org/10.1016/j.wneu.2021.01.142

Spetzler RF, McDougall CG, Albuquerque FC, Zabramski JM, Hills NK, Partovi
S, Nakaji P, Wallace RC (2013) The Barrow Ruptured Aneurysm Trial: 3-year
results. J Neurosurg 119:146-157 . https://doi.org/10.3171/2013.3.JNS12683

Molyneux AJ, Kerr RSC, Birks J, Ramzi N, Yarnold J, Sneade M, Rischmiller J,
ISAT Collaborators (2009) Risk of recurrent subarachnoid haemorrhage, death, or
dependence and standardised mortality ratios after clipping or coiling of an
intracranial aneurysm in the International Subarachnoid Aneurysm Trial (ISAT):
long-term follow-up. Lancet Neurol 8:427-433 . https://doi.org/10.1016/S1474-
4422(09)70080-8

Spetzler RF, McDougall CG, Zabramski JM, Albuquerque FC, Hills NK, Russin
JJ, Partovi S, Nakaji P, Wallace RC (2015) The Barrow Ruptured Aneurysm
Trial: 6-year results. J Neurosurg 123:609-617
https://doi.org/10.3171/2014.9.JNS141749

Janackovic K, Puljak L (2018) Reporting quality of randomized controlled trial
abstracts in the seven highest-ranking anesthesiology journals. Trials 19:591 .
https://doi.org/10.1186/s13063-018-2976-x

Baulig C, Krummenauer F, Geis B, Tulka S, Knippschild S (2018) Reporting
quality of randomised controlled trial abstracts on age-related macular
degeneration health care: a cross-sectional quantification of the adherence to
CONSORT abstract reporting recommendations. BMJ Open 8:e021912
https://doi.org/10.1136/bmjopen-2018-021912

16

Institutional Repository - Library & Information Centre - University of Thessaly
27/07/2024 10:20:17 EEST - 52.15.221.227



38.

39.

40.

41.

42,

43.

44,

45,

46.

47.

48.

Chow JTY, Turkstra TP, Yim E, Jones PM (2018) The degree of adherence to
CONSORT reporting guidelines for the abstracts of randomised clinical trials
published in anaesthesia journals: A cross-sectional study of reporting adherence
in 2010 and 2016. European Journal of Anaesthesiology | EJA 35:942-948 .
https://doi.org/10.1097/EJA.0000000000000880

Sriganesh K, Bharadwaj S, Wang M, Abbade LPF, Jin Y, Philip M, Couban R,
Mbuagbaw L, Thabane L (2017) Quality of abstracts of randomized control trials
in five top pain journals: A systematic survey. Contemp Clin Trials Commun
7:64-68 . https://doi.org/10.1016/j.conctc.2017.06.001

Gnech M, Lovatt CA, McGrath M, Rickard M, Sanger S, Lorenzo AJ, Braga LH
(2019) Quality of reporting and fragility index for randomized controlled trials in
the vesicoureteral reflux literature: where do we stand? J Pediatr Urol 15:204-212
. https://doi.org/10.1016/j.jpurol.2019.02.014

Devos F, Ibrahim N, Foissac F, Bouazza N, Ancel P-Y, Chappuy H, Elie C,
Tréluyer J-M (2018) Comparison of the Quality of Pediatric Randomized
Controlled Trials Published in Both Nursing and Medical Journals: Adherence to
the CONSORT Statement. Worldviews Evid Based Nurs 15:447-454
https://doi.org/10.1111/wvn.12329

Huang YQ, Traore K, Ibrahim B, Sewitch MJ, Nguyen LHP (2018) Reporting
quality of randomized controlled trials in otolaryngology: review of adherence to
the CONSORT statement. Journal of Otolaryngology - Head & Neck Surgery
47:34 . https://doi.org/10.1186/s40463-018-0277-8

Agha R, Cooper D, Muir G (2007) The reporting quality of randomised controlled
trials in surgery: a systematic review. Int J Surg 5:413-422
https://doi.org/10.1016/j.ijsu.2007.06.002

Liu LQ, Morris PJ, Pengel LHM (2013) Compliance to the CONSORT statement
of randomized controlled trials in solid organ transplantation: a 3-year overview.
Transpl Int 26:300-306 . https://doi.org/10.1111/tri.12034

Chen M, Cui J, Zhang AL, Sze DM-Y, Xue CC, May BH (2018) Adherence to
CONSORT Items in Randomized Controlled Trials of Integrative Medicine for
Colorectal Cancer Published in Chinese Journals. J Altern Complement Med
24:115-124 . https://doi.org/10.1089/acm.2017.0065

Nagai K, Saito AM, Saito TI, Kaneko N (2017) Reporting quality of randomized
controlled trials in patients with HIV on antiretroviral therapy: a systematic
review. Trials 18:625 . https://doi.org/10.1186/s13063-017-2360-2

Schulz KF, Chalmers I, Hayes RJ, Altman DG (1995) Empirical evidence of bias.
Dimensions of methodological quality associated with estimates of treatment
effects in controlled trials. JAMA 273:408-412
https://doi.org/10.1001/jama.273.5.408

Agha RA, Fowler AJ, Limb C, Whitehurst K, Coe R, Sagoo H, Jafree DJ,
Chandrakumar C, Gundogan B (2016) Impact of the mandatory implementation

17

Institutional Repository - Library & Information Centre - University of Thessaly
27/07/2024 10:20:17 EEST - 52.15.221.227



49,

50.

51.

52.

53.

54,

55.

of reporting guidelines on reporting quality in a surgical journal: A before and
after study. Int J Surg 30:169-172 . https://doi.org/10.1016/}.ijsu.2016.04.032

Zheng SL, Chan FT, Maclean E, Jayakumar S, Nabeebaccus AA (2016)
Reporting trends of randomised controlled trials in heart failure with preserved
gjection fraction: a systematic review. Open Heart 3:e000449
https://doi.org/10.1136/openhrt-2016-000449

Chatzimanouil MKT, Wilkens L, Anders H-J (2019) Quantity and Reporting
Quality of Kidney Research. J Am Soc Nephrol 30:13-22
https://doi.org/10.1681/ASN.2018050515

Stevanovic A, Schmitz S, Rossaint R, Schiirholz T, Coburn M (2015) CONSORT
item reporting quality in the top ten ranked journals of critical care medicine in
2011: a  retrospective  analysis. PLoS  One  10:e0128061
https://doi.org/10.1371/journal.pone.0128061

Tardy MP, Gal J, Chamorey E, Almairac F, Vandenbos F, Bondiau P-Y, Saada-
Bouzid E (2018) Quality of Randomized Controlled Trials Reporting in the
Treatment of Adult Patients with High-Grade Gliomas. Oncologist 23:337-345 .
https://doi.org/10.1634/theoncologist.2017-0196

Lee S-Y, Teoh PJ, Camm CF, Agha RA (2013) Compliance of randomized
controlled trials in trauma surgery with the CONSORT statement. J Trauma Acute
Care Surg 75:562-572 . https://doi.org/10.1097/TA.0b013e3182a5399%¢

Parish AJ, Boyack KW, loannidis JPA (2018) Dynamics of co-authorship and
productivity across different fields of scientific research. PLoS One 13:€0189742 .
https://doi.org/10.1371/journal.pone.0189742

Barry HC, Ebell MH, Shaughnessy AF, Slawson DC, Nietzke F (2001) Family
physicians' use of medical abstracts to guide decision making: style or substance?
J Am Board Fam Pract 14:437-442

18

Institutional Repository - Library & Information Centre - University of Thessaly
27/07/2024 10:20:17 EEST - 52.15.221.227



