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1 Abstract

1.1 Background - Purpose

The gold standard of evidence-based medicine is randomized controlled trials (RCTs), however sometimes
their reporting is subpar. A set of evidence-based suggestions to raise the standard of RCTs is found in the

Consolidated Standards of Reporting Trials (CONSORT) statement.

The purpose of the present study was the evaluation of the compliance of RCTs with the CONSORT

Statement to investigate the efficacy of curcumin for treating depression.

1.2 Methods

We looked through medical databases for randomized controlled trials (RCTs) where individuals were
treated with curcumin for depression. An updated CONSORT 2010 guidelines-based 37-item checklist was
used to evaluate the reporting quality, with compliance levels of > 75% being considered optimal-adequate.
The estimation of compliance for each CONSORT item and the univariate and multivariate analysis of
potential determinants were the secondary goals. A compliance rate of more than 75% on the items was

deemed sufficient. ideal.

1.3 Results

Ten eligible trials were found. The mean CONSORT compliance was 47.03% = 16.23%. Among retrieved
studies, none of them (100%) achieved a good reporting quality (>75%). Items in respect to randomization
and blinding were principally underreported. Univariate analysis revealed no statistically significant
association with reporting quality: IF of journal and sample size (p-value=1.00, OR=1.00, 95% CI: 0.80-
12.56). Logistic regression could not be applied due to the lack of significant predictors. An additional
exploratory analysis indicated non-significant linear correlation between IF and reporting quality
(Spearman's p=0.01, p-value=0.97) and publication year and reporting quality (Spearman's p=0.56, p-
value=0.09).
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1.4 Discussion

The average CONSORT adherence of RCTs looking into curcumin for depression disorders is at a low level,

according to this analysis. Adhering to the CONSORT statement can substantially improve reporting

quality, thereby enhancing the overall validity of research.

Keywords: CONSORT, Randomized controlled trials, curcumin, curcuma, depression
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2 Ilepiinyn

2.1 Iotopikd — Zkomdg

O1 TuyonomompéVeg eAeYYOUEVEG KAVIKEG dOKIUES amoTelolV Pactkd epyaieio otnv 1atpikn mov PacileTon
o€ oTolela, oAAG 1 avapopd Tovg mpémet va yivetar pe mpocoyn. H ékBeon CONSORT avamtdybnke og
éva oUVOLO GLGTAGEMV Yol TN PEATIOON TNG TOLOTNTAG TOV AVOPOPDY TOV TUYALOTOMUEVOV KAVIK®OV
SOKI®V. XKOTOG TG TAPOVCAG LEAETNG TV VO AELOAOYNGEL TV TOLOTNTA AVTAV TOV SOKIMV GE GYEoN
LLE TN XPNOT TS Kovpkovuivng yia T Bepareia g KotdbAwyng. Ta anotedéopata detyvouv 0TL 1 TO1OTHTO
MG OvVAQOPAS TV TLUYOOTOMUEVEOY KAWVIKOV JOKIUMV Yo TNV KOVPKOLWIvN &ivol ovemapkig,
VROYPOUUILOVTOS TNV avAayKn Yo PEATIOUEVEG TPOUKTIKES OVOPOPAS KOl CUUUOPPOGNG TPOG TIG CVOTAGELS

g CONSORT.

2.2 MébBoodor

O wtpikég Pacelg dedouévav avalntninKay yio TUYOIOTOMUEVES EAEYYOUEVEG KAIVIKEG OOKIUEC TTOL
agopovoay acbeveic mov AduPoavay kovpkovpivn ywo ) Ogpameion g katddlyme. H mowdtta tov
avagopav aflohoynonke ypnoiponowwdvtag pio Aot ghéyyov 37 otoyeiov mov Poociletoar oTIg
evnuepopéveg odnyieg CONSORT 2010, pe mocootd coppdpemong >75% mov opiletar o¢ PéATioTO-
emapkec. O mpoTopykds 6TOX0G NTAV Vo VTOAOYISTEL N UEGT] GUUHOPOWOT He Pdon v avaeopd
CONSORT 10V Tu)010omoméveyv KAVIKOV LEAET®V TTOv TepAapfove Kovpkovpivny otn Bepameio g
KatdBAymc. Aevtepevovies oToYOL NTay 1 ASOAOYNON TNG CUUUOPPMOOTG LE TIG ATOTNOELS TG EkBECTg
CONSORT «xot n perétn mbovdy TpomoToOmTIKGOV Topayoviov pECm UeBOdV HOVOUETOBANTAG Kot

moAvpetaPantig avaivonc. H coppdpemon dvo tov 75% tov anoitnoemv opiletor ¢ enapkng — PEATIo.

2.3 Amotélecuata

Aéxa (10) Khvikég dokipég Ppébnkay vo TANpodv To KPItplo emA0OYNC. ZOueomvo e tnv ékbeon
CONSORT, n péon coppopemcn Nrav 47.03% £ 16.23%. Meta&d tov avaktuévoy HEAETOV Kouia dev
(0%) méruye Kok mowdtnTO ovapopds (=75%). Ta otoyeia mov a@opodv TNV TLYOOTOINGoN Kot TNV
ToEAOTNTO avaeépOnkav oto eldyioto. H povopetafinty avdlvon dev £€0€1&e OTATIOTIKA OMUOVTIKY|
GUGYETION LLE TNV TOWOTNTA TNG OVOPOPAS: OEIKTNG amynong ToL TEPLOSIKOV Kot PEyeBog Tov detypotog (p-
Tiun=1.00, OR=1.00, 95% CI: 0.80-12.56). H AoyapBpikn molvdpouncn 6ev Pmopovce Vo EKTEAECTEL
AOY® EMAEWYNG OTOTIOTIKG CMUAVIIKOV TPOYVOOTIK®V Topayot@v. Mia mpdcobetn avdivon €deiée pun

OTOTIOTIKA GTUOVTIKT YPOUUKT GLOYETION UETAED TOL JElKTN OmNyNnoNg Kol TG TO0TNTOS OVO(POPAS
5
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(Spearman's p=0.01, p-value=0.97) xaBd¢ xa1 Tov £TOVG ONUOGIELONG KOl TNEG TOLOTNTOG OVOPOPAC

(Spearman's p=0.56, p-value=0.09).

2.4 Xvumépocpo

Avti 1 pelétn amokoAvmtel 6t 1 péon ovppopewon pe 1t €kBeon CONSORT o1ig tuyoomompéveg
KAVikég doKIpéG mov €EeTAlOVV TNV KOLPKOLLIVY Yo TNV KoTaOMTTIKN datapoyr Ppioketatl o€ YoUnAo
eninedo. H ovppdppwon pe mv éxbeon CONSORT pmopel va BeATidoel onpoavtikd Ty moldtnra g

avaQopdg, PEATIOVOVTAG £TGL I GUVOALKT] EYKVPOTNTA TNG EPEVLVOC.

AéEeic-khedtd: CONSORT, Toyonomotnuéveg KAMVIKEG SOKLUES, KOVPKOV LIV, KOTAOAWY™

Institutional Repository - Library & Information Centre - University of Thessaly
01/09/2026 01:41:00 EEST - 216.73.216.156



3 Introduction

Depression, also known as major depressive disorder, is a common and serious medical illness that
negatively impacts feelings, ideas, and behavior. Depression is frequently accompanied by a variety of
health issues, including anxiety, melancholy, overeating or loss of appetite, and loss of interest in routine
tasks. Although many antidepressants (e.g. selective serotonin reuptake inhibitors) have been proven to
be effective, many patients with depression failed to achieve an adequate response [18]. Therefore, people
are currently searching for complementary and alternative medicines that are safer and more effective. Since
curcumin (diferuloylmethane) can alter neuronal substrates closely linked to depression, it may aid in the
recovery process for depression. Curcuma longa is a plant of the Zingiberoide family. Numerous clinical
trials have been conducted to examine curcumin's potential as an antidepressant for treating depression or

its associated symptoms.

So far there is no published study evaluating the quality of RCTs focusing on the use of curcumin for

treating depression and depression symptoms.

Randomized controlled trials (RCTs) and particularly double-blind trials are regarded as the gold standard
of evidence-based medicine, and the development of therapeutic guidelines heavily relies on the findings of
these trials [19]. The quality of randomized controlled trials (RCTs) is still crucial because it better captures

the overall strategy and philosophy of the research, even though meta-analyses offer more valid input [20].

A number of challenges have been brought about by the overabundance of information available in
biomedical journals, including publication or selection bias and the retraction of invalid literature [21][22].
In order to evaluate the benefits and drawbacks of the RCTs that serve as the foundation for clinical practice
and treatment guidelines, readers must be aware of the perceived quality of the methods being employed

[22].

The CONSORT (Consolidated Standards of Reporting Trials) Statement was developed in 1996 by an
international group of experts with the goal of improving the reporting's purity [14]. There were two more
revisions in 2001 and 2010, each with a comprehensive set of justification and elaboration documents
[15][16]. This statement is a set of evidence-based recommendations that includes a flow diagram with
reporting that prevents the omission of crucial information and a checklist with 37 items [16]. Because of
this, a growing number of journals recommend that readers adhere to the CONSORT statement in order to

raise the bar for reporting standards [17].
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Therefore, the goal of the current study was to determine whether RCTs complied with the CONSORT
Statement, thereby evaluating the quality of data reporting that impacts clinical practice by informing

current treatment guidelines.

4 Methods

The goal of the current study is to evaluate the quality of data reporting that informs current treatment
guidelines and, in turn, impacts clinical practice. Specifically, it will evaluate the compliance of RCTs with
the CONSORT Statement. Currently, there is no knowledge regarding the quality of reporting of RCTs that

investigate the efficacy of curcumin for treating depression.

4.1 Data sources and search strategies

The Cochrane Library and PubMed databases were used to organize an electronic structured literature
search. Our aim was to locate relevant randomized controlled trials that were released between 1996 and

2019.
The following terms have been replicated in the implemented combination:
((curcumin) OR (curcuma)) AND (depression)

The Randomized Controlled Trial article type, the English language, and the human species filter restricted
our PubMed search.

4.2 Eligibility of studies

First, the study title will be visually inspected, then the abstract, and finally the entire document will be

examined to ascertain the study's eligibility.
Eligible studies will be those that

e include patients diagnosed with depression or have depressive symptoms.

e Studies that included patients with other physical illnesses or not diagnosed with depression will
not be excluded since we focused on the overall effect of curcumin treatment on depressive
symptoms.

e Depression was diagnosed according to standard diagnostic criteria, such as ICD-10. Depressive

symptoms will be measured according to standardized scales.
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e Curcumin will be performed at any dosage in the intervention group and placebo plus standard

care or standard care alone in the comparison group.
Exclusion criteria will be:

e animal studies

e reviews, and systematic reviews
e meta-analyses

e non-randomizedstudies

o follow-up studies of previously published trials
e cconomic analyses

e safety analyses

e dose-comparison studies

e small pilot studies

e abstracts

e protocols

e editorials

4.3 Report assessment tool

We made use of the 37-item CONSORT checklist, which has been revised. Our process was guided by the
CONSORT explanation and elaboration document. [1]. CONSORT covers every facet of a properly
conducted clinical trial and offers instructions for each section of an RCT article, including the title,

introduction, methods, results, and funding.

4.4 Methodological evaluation

Using the updated CONSORT version from 2010, we examined each of the chosen articles individually
throughout the evaluation process. Every item received one of the following scores: "yes," which is worth
one point when reported accurately; "no," or "unclear." 0 points for incomplete or nonexistent reporting. An
item was regarded as a positive response if it was reported in a different trial section. Items with statements
like "When applicable" (7b), "If done" (11a), or "If relevant" (11b) on the CONSORT checklist were marked
as "non-applicable" if the response was unambiguously yes or no; the answers to these items were then

analyzed accordingly. As a result, a score between 0 and 37 was generated.
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Publication year, journal ranking (5-year Journal Impact Factor -IF- published in 2020 by Clarivate
Analytics via Journal Citation Reports), first author's name, and sample were among the extra details

provided.

4.5 Outcome measures and statistical analysis

The mean CONSORT adherence of RCTs using curcumin to treat depression served as the main outcome
measure. The cutoff was defined as compliance with the CONSORT items of more than 75% [2][3]. The
determination of potential contributing factors to the reporting quality of RCTs and the computation of

adherence per CONSORT item were secondary objectives.

Every parameter was examined as a categorical variable: sample size (<58, >58 based on our sample
median), IF (<4.75, >4.75 based on our sample median). Pearson's chi squared test was employed for the
univariate analysis (Fisher's exact test was used if any of the cell expected values were less than 5). A cut-
off value of 0.20 was arbitrarily selected as the relaxed p-value to enter the binary logistic regression. The
criterion for significance was set at the significance level of 0.05. Displayed are the odds ratios (ORs), p-
value, and 95% confidence intervals (95% Cls). To investigate a potential linear relationship between IF
and sample size and reporting quality, Spearman's rank correlation was used. Version 29 of IBM SPSS

Statistics Software released

4.6 FEthical view

Since this study did not involve human subjects and the included RCT abstracts could be obtained from

databases, ethics committee approval was not warranted.

5 Results

723 studies were first retrieved using the chosen databases (Pubmed and Cochrane library). After

eliminating duplicates, 335 records were left.

After a review of the abstract and title, thirteen papers were determined to be potentially qualified.
Ultimately, these studies' entire texts were reviewed, and ten of them were picked for additional evaluation.

The search strategy's five steps are shown in a CONSORT flow diagram in Figure 1.
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Figure 1: CONSORT flow diagram
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5.1 CONSORT adherence

According to the CONSORT statement, the mean compliance for RCTs was determined to be 47.03% with
SD = 16.23% (Median = 51.35%; the minimum and maximum adherence were 18.92% and 64.86%,
11
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respectively). Less than 75% of the items in all ten trials (100%) had insufficient reporting. The mean

proportion of adherence to the CONSORT statement for each study are presented in Table 1 and Figure 2.

Table 1: List of RCTs along with the CONSORT score

Mean

Article Medical Journal Year compliance
score (%)
. . Journal of Clinical
Jing-Jie Yu et. al [4] Psychopharmacology 2015 3243
Chanoch Miodownik et. al [5] Clinical Neuropharmacology 2019 64.86
Joseph Bergman et. al [6] Clinical Neuropharmacology 2013 59.46
Habibollah Esmaily et. al [7] Chinese Journal of Integrative 2015 29.73
Medicine

Adrian L. Lopresti et. al [8] Journal of Affective Disorders 2014 51.35
Adrian L. Lopresti et. al [9] Journal of Affective Disorders 2016 59.46
Jayesh Sanmukhani et. al [10] PHYTOTHERAPY RESEARCH 2013 51.35
Sara Asadi et. al [11] Phytotherapy Research 2019 64.86
A.J. RUSH et. al [12] Psychological Medicine 1996 18.92
Maria Caecilia N. Setiawati et. al [13] | Indonesian Journal of Pharmacy 2018 37.84
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https://www.springer.com/journal/11655
https://www.springer.com/journal/11655
https://www.google.com/url?sa=t&rct=j&q=&esrc=s&source=web&cd=&ved=2ahUKEwiGv4yt7aKCAxWC7LsIHQjaB2oQFnoECBQQAQ&url=https%3A%2F%2Fonlinelibrary.wiley.com%2Fjournal%2F10991573&usg=AOvVaw2L4fKvPFuo5IdWHr7gnVQ4&opi=89978449
https://journal.ugm.ac.id/v3/IJP

Figure 2: Distribution of the total CONSORT scores of the 10 studies

An estimate of adherence was made for each CONSORT item (Table 2, Figure 3). In particular, only 11 of
the 37 checklist items (29.73%) were reported by 75% or more of the studies, whereas 6 of the 37 items
(16.22%) were recorded in all (100%) of the publications.

The compliance scores, as reflected in the Table 2, offer an insightful overview of reporting quality within
ten evaluated Randomized Controlled Trials (RCTs), and they underscore notable strengths and areas for
improvement across specific checklist items. For instance, items related to the scientific background and
rationale (Item 2a) and eligibility criteria for participants (Item 4a) demonstrate robust compliance at 100%.
However, aspects like explaining changes to trial outcomes (Item 6b) and describing the similarity of
interventions (Item 11b) show limited compliance at 0%. This variability highlights the imperative need for
standardized reporting guidelines and ongoing efforts to bolster the transparency and comprehensiveness of
research reporting in clinical trials. It further emphasizes the importance of addressing specific items, such
as providing rationale for sample size determination (Item 7a) and justifying trial termination (Item 14b), to

ensure that research findings maintain their credibility and reliability within the clinical trial domain.
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Table 2: Adherence per CONSORT item

enrolled participants, and who assigned participants to
interventions

Item No |Checklist item Comphz‘l)nc
(“0)
Title and la Identification as a randomized trial in the title 80%
abstract
1b Structured summary of trial design, methods, results, and 80%
conclusions
Introduction |2a Scientific background and explanation of the rationale 100%
2b Specific objectives or hypotheses 70%
Methods 3a Description of trial design (such as parallel, factorial) 60%
including allocation ratio
3b Important changes to methods after trial commencement 10%
(such as eligibility criteria), with reasons
4a Eligibility criteria for participants 100%
4b Settings and locations where the data were collected 100%
5 The interventions for each group with sufficient details to 80%
allow replication, including how and when they were
actually administered
6a Completely defined pre-specified primary and secondary 100%
outcome measures, including how and when they were
assessed
6b Any changes to trial outcomes after the trial commenced, 0%
with reasons
7a How sample size was determined? 10%
7b When applicable, explanation of any interim analyses and 10%
stopping guidelines
8a The method used to generate the random allocation sequence 30%
8b Type of randomization; details of any restriction (such as 30%
blocking and block size)
9 The mechanism used to implement the random allocation 40%
sequence (such as sequentially numbered containers),
describing any steps taken to conceal the sequence until
interventions were assigned
10 Who generated the random allocation sequence, who 10%

14
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11a If done, who was blinded after assignment to interventions 20%
(e.g., participants, care providers, those assessing outcomes)
and how
11b If relevant, description of the similarity of interventions 0%
12a Statistical methods used to compare groups for primary and 100%
secondary outcomes
12b Methods for additional analyses, such as subgroup analyses 10%
and adjusted analyses
Results 13a For each group, the numbers of participants who were 80%
randomly assigned received intended treatment and were
analyzed for the primary outcome
13b For each group, losses and exclusions after randomization, 60%
together with reasons
14a Dates defining the periods of recruitment and follow-up 20%
14b Why the trial ended or was stopped 0%
15 A table showing the baseline demographic and clinical 100%
16 For each group, number of participants (denominator) 60%
included in each analysis and whether the analysis was by
original assigned groups
17a For each primary and secondary outcome, results for each 40%
group, and the estimated effect size and its precision (such as
95% confidence interval)
17b For binary outcomes, presentation of both absolute and 10%
relative effect sizes is recommended
18 Results of any other analyses performed, including subgroup 10%
analyses and adjusted analyses, distinguishing pre-specified
from exploratory
19 All important harms or unintended effects in each group (for 70%
specific guidance see CONSORT for harms)
Discussion 20 Trial limitations, addressing sources of potential bias, 80%
imprecision, and, if relevant, the multiplicity of analyses
21 Generalizability (external validity, applicability) of the trial 10%
findings
22 Interpretation consistent with results, balancing benefits and 60%
harms, and considering other relevant evidence
Other 23 Registration number and name of trial registry 50%
information
24 Where the full trial protocol can be accessed, if available 0%
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25 Sources of funding and other support (such as the supply of 50%
drugs), the role of funders

Figure 3: Graphical presentation of adherence per CONSORT item

5.2 Determinants of reporting quality

Ten RCTs were identified for the assessment of reporting quality using the CONSORT statement. None of
these studies achieved a reporting quality score exceeding 75%. The percentage scores for individual studies

ranged from 18.92% to 64.86%, indicating substantial gaps in reporting various key aspects of the trials.

The associations between sample size and impact factor, were analyzed using Pearson's chi-square test to
investigate their potential influence on reporting quality. The results for both analyses revealed non-
statistically significant associations (p>0.05), indicating that there were no significant relationships between

these variables and CONSORT percent scores.

The odds ratios calculated for both sample size (OR=1.00, 95% CI: 0.80-12.56) and impact factor (OR=1.00,
95% CI: 0.80-12.56) further supported these findings by showing no significant relationships with reporting

quality. Results are summarized at Table 3.

Given that both sample size and impact factor did not exhibit any significant association (p<0.20) with
reporting quality when assessed individually, they are not considered meaningful predictors in our logistic

regression model.
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Table 3: Univariate analysis of possible determinants of reporting quality

Parameter | OR 95 CI p-value
Sample size (>58=median) | 1.00 0.80-12.56 1.00
Impact Factor (>4.75=median) | 1.00 0.80-12.56 1.00

OR odds ratio, 95% CI 95% confidence interval, IF impact factor

In our analysis, we additionally considered the impact factors as a scale variable, allowing us to assess any
potential linear relationships between impact factors and reporting quality (Table 4). We observed a

spectrum of impact factors among the selected journals, ranging from 0.18-7.20.

To explore the potential relationship between journal impact factors and reporting quality, we conducted a
Spearman's rank correlation analysis. However, the analysis did not reveal a statistically significant
correlation (Figure 4) between journal impact factors and the reporting quality scores of the RCTs

(Spearman's p=0.01, p-value=0.97).

The non-significant correlation coefficient (p) suggests that, in this specific context, there may not be a
strong linear relationship between the journals' impact factors and the reporting quality of the RCTs. This
finding, while not statistically significant, still provides valuable insight into the complex interplay of factors

influencing research reporting.

The following summary provides an overview of the journals' impact factors alongside the corresponding

reporting quality scores:
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Table 4: Impact factors of the journals in which these RCTs were published

Journal Name Impact Factor Mean compliance score (%)
Journal of Clinical Psychopharmacology 1.38 32.43
Clinical Neuropharmacology 1.00 64.86
Clinical Neuropharmacology 1.00 59.46
Chinese Journal of Integrative Medicine 2.90 29.73
Journal of Affective Disorders 6.60 51.35
Journal of Affective Disorders 6.60 59.46
PHYTOTHERAPY RESEARCH 7.20 51.35
Phytotherapy Research 7.20 64.86
Psychological Medicine 6.90 18.92
Indonesian Journal of Pharmacy 0.176 37.84

This dual analysis underscores the potential impact of the choice of journal on the reporting quality of RCTs,

offering a valuable perspective on the relationship between publication venue and research rigor.
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Figure 4: Scatterplot showing the relationship between reporting quality and Impact Factor

Additionally, we examined the relationship between the publication year of the RCTs and the CONSORT
scores to investigate potential trends in reporting quality over time. However, our findings revealed that
there was no statistically significant relationship between publication year and CONSORT scores

(Spearman's p=0.56, p-value=0.09).

This result signifies that there was no clear and consistent trend in the reporting quality over time. It implies
that, within the parameters of our analysis, reporting quality, as determined by CONSORT scores, has

neither appreciably increased or decreased over time.

The absence of a noteworthy chronological pattern is consistent with our previous examination of the
association between journal impact factors and CONSORT scores, which likewise failed to produce a
statistically significant correlation (p>0.05). All of these findings demonstrate how complicated the
variables affecting reporting quality are and how important it is to use a variety of methods to evaluate and

improve study adherence to CONSORT recommendations.

19

Institutional Repository - Library & Information Centre - University of Thessaly
01/09/2026 01:41:00 EEST - 216.73.216.156



CONSORT 2010 checklist

Section/topic Item number | Checklist item
Title and abstract la Identification as a randomized trial in the title
1b Structured summary of trial design, methods, results, and
conclusions
Introduction
Background and 2a Scientific background and explanation of the rationale
objectives
2b Specific objectives or hypotheses
Methods
Trial design 3a Description of trial design (such as parallel, factorial)
including allocation ratio
3b Important changes to methods after trial commencement
(such as eligibility criteria), with reasons
Participants 4a Eligibility criteria for participants
4b Settings and locations where the data were collected
Interventions 5 The interventions for each group with sufficient details to
allow replication, including how and when they were
actually administered
Outcomes 6a Completely defined pre-specified primary and secondary
outcome measures, including how and when they were
assessed
6b Any changes to trial outcomes after the trial commenced,
with reasons
Sample size Ta How sample size was determined?
7b When applicable, explanation of any interim analyses and
stopping guidelines
Randomization
Sequence generation 8a The method used to generate the random allocation
sequence
8b Type of randomization; details of any restriction (such as
blocking and block size)
Allocation concealment 9 The mechanism used to implement the random allocation

mechanism

sequence (such as sequentially numbered containers),
describing any steps taken to conceal the sequence until
interventions were assigned
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CONSORT 2010 checklist

Section/topic Item number | Checklist item
Implementation 10 Who generated the random allocation sequence, who
enrolled participants, and who assigned participants to
interventions
Blinding 11a If done, who was blinded after assignment to interventions
(e.g., participants, care providers, those assessing outcomes)
and how
11b If relevant, description of the similarity of interventions
Statistical methods 12a Statistical methods used to compare groups for primary and
secondary outcomes
12b Methods for additional analyses, such as subgroup analyses
and adjusted analyses
Results
Participant flow (a 13a For each group, the numbers of participants who were
diagram is strongly randomly assigned received intended treatment and were
recommended) analyzed for the primary outcome
13b For each group, losses and exclusions after randomization,
together with reasons
Recruitment 14a Dates defining the periods of recruitment and follow-up
14b Why the trial ended or was stopped
Baseline data 15 A table showing the baseline demographic and clinical
characteristics for each group
Numbers analyzed 16 For each group, number of participants (denominator)
included in each analysis and whether the analysis was by
original assigned groups
Outcomes and 17a For each primary and secondary outcome, results for each
estimation group, and the estimated effect size and its precision (such
as 95% confidence interval)
17b For binary outcomes, presentation of both absolute and
relative effect sizes is recommended
Ancillary analyses 18 Results of any other analyses performed, including
subgroup analyses and adjusted analyses, distinguishing
pre-specified from exploratory
Harms 19 All important harms or unintended effects in each group (for
specific guidance see CONSORT for harms)
Discussion
Limitations 20 Trial limitations, addressing sources of potential bias,

imprecision, and, if relevant, the multiplicity of analyses
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CONSORT 2010 checklist

Section/topic Item number | Checklist item
Generalizability 21 Generalizability (external validity, applicability) of the trial
findings
Interpretation 22 Interpretation consistent with results, balancing benefits and

harms, and considering other relevant evidence

Other information

Registration 23 Registration number and name of trial registry
Protocol 24 Where the full trial protocol can be accessed, if available
Funding 25 Sources of funding and other support (such as the supply of

drugs), the role of funders

6 Discussion

Using the CONSORT statement, we evaluated the reporting quality of the ten identified Randomized
Controlled Trials (RCTs) and found a worrying pattern. A reporting quality score of more than 75% was
attained by none of the studies (100%) with individual percentage values ranging from 18.92% to 64.86%.
This large range highlights the significant gaps in the reporting of several important trial components,

highlighting the pressing need for better reporting guidelines in this field of study.

In an attempt to gain a deeper understanding of the variables influencing reporting quality, we looked at the
possible contributions of sample size (OR=1.00, 95% CI: 0.80-12.56) and journal impact factor (OR=1.00,
95% CI: 0.80-12.56). However, the results of these analyses indicated that no associations were statistically
significant (p>0.05). Whenever we looked at journal impact factor or sample size, the odds ratios that were
computed and the Pearson's chi-square tests never showed any significant correlations with reporting
quality. These results imply that, within the parameters of our study, neither journal prestige nor sample size

were significant predictors of reporting quality in the RCTs that were included.

We also took into account journal impact factors as a scale variable in an effort to gain a more thorough
understanding. This allowed us to look at possible linear links between impact factors and reporting quality.

This method revealed a wide range of impact factors, from 0.18 to 7.20, in the chosen journals.

A statistically significant association between journal impact factors and the reporting quality scores of the
RCTs was not shown by our Spearman's rank correlation analysis, despite this wide range (Spearman's

p=0.01, p-value=0.97). The non-significant correlation coefficient (p) indicates that there might not be a
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strong linear association between the impact factors of the journals and the RCTs' reporting quality in this
particular context. Even though this discovery was not statistically significant, it nonetheless offers

important insights into the complex interactions between several factors that affect study reporting.

In addition, we investigated the temporal dimension of reporting quality and looked at possible trends over
time. Nevertheless, there was no statistically significant temporal trend found in our examination of the
association between the CONSORT scores and the RCTs' publication year (Spearman's p=0.56, p-
value=0.09). This suggests that, within the parameters of our research, reporting quality, as determined by

CONSORT scores, did not show a clear and consistent pattern of progress or deterioration over time.

Together, our findings highlight the complex interplay between several factors that affect reporting quality
in randomized controlled trials. It is important to recognize the possible impact of unanalyzed variables and
the larger contextual factors that may affect reporting quality, even if neither sample size nor journal impact
factor showed up as major predictors in this research. Our results highlight the need for a systematic strategy
to improve research adherence to CONSORT principles, taking into account both the quantitative and wider

components of study reporting.

7 Conclusion

In our assessment of reporting quality within ten Randomized Controlled Trials (RCTs) employing the
CONSORT statement, we observed a consistent deficiency in reporting standards, with none of the studies
achieving a score above 75%. The analyses of sample size and journal impact factor did not reveal
statistically significant associations with reporting quality. Furthermore, our exploration of temporal trends

found no discernible pattern.

These findings emphasize the imperative need for improved adherence to CONSORT guidelines and a more
comprehensive approach to enhancing research reporting. The study underscores the significance of
meticulous reporting for the credibility and transparency of research, particularly in the context of

curcumin's efficacy for depression disorders.

Funding No specific grant was awarded for this research by public, private, or nonprofit funding
organizations.
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