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Application of the Consolidated Standards of Reporting Trials
(CONSORT) Statement Guideline in Nursing Studies: Analytical
Review
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ABSTRACT:
Background: Randomized Controlled Trials (RCTSs), also called randomized clinical trials, are regarded as the
most reputable source of evidence that provides the best guide of the effectiveness of nursing interventions
during the Evidence-Based Practice (EBP) period and, however, yet in the nursing literature, has not been
evaluated the quality of reporting RCT. Practical and conceptual challenges to the EBP nursing movement have
been. The limited available scientific evidence on the efficacy of many nursing practices is one of the serious
concerns. EBP requests that study evidence from RCTs and other forms of intervention studies that are still
limited in nursing be synthesized. On the other hand, comprehensive evaluations, meta-analyses, and systematic
reviews that are performed in nursing are also that limited when compared to other disciplines, such as
psychology and medicine.
Aims of the study: The study aimed at applying the declaration of the Consolidated Standards of Reporting
Trials (CONSORT) statement to nursing and healthcare provider studies and adequacy of the published reports
adhere to the statement and how the content of the published RCTs is being influenced by the adoption of
CONSORT on the quality of reporting RCT.
Methodology: Analytical review of literature based on previous studies and reviews derived from international
publishers such as (Scopus, PubMed, and Medline) databases concerning Consolidated Standards of Reporting
Trials (CONSORT) Statement Guideline. The collection of data was conducted from 24 November 2020 to 10
February 2021. These studies were collected and filtered according to the specific criteria. Also, was used
keywords such as CONSORT, nursing studies, evidence-based practice, evidence-based nursing practice,
randomized controlled trial, as well as the articles by the National Library of Medicine, which provided valid and
documented data from global research and epidemiology.
Conclusion: Evidence-based practice (EBP) is rooted in solid evidence that the assumption (science-based
nursing) in patient care should be supported by sound evidence. It is important that nursing professionals use the
CONSORT statement to review, publish, and utilize their reports of nursing clinical and gather the best evidence
to support their clinical practice of use and their decision-making.
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Recommendations: The authors should consult supervisors and biostatisticians experts early when formulating
the study and analysis protocol to improve the quality of reporting the trials in nursing studies. Determine
primary and secondary outcomes in advance, preferably in a published protocol. Use adequate checklists
reporting, e.g., Consolidated Standards of Reporting Trials (CONSORT), Strengthening the Reporting of
Observational Studies in Epidemiology (STROBE).
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INTRODUCTION

Evidence-based practice: Scientific research indicates that advancement in evidence-
based nursing has strengthened health care systems and outcomes. The experts agree that
nurses worldwide should play a major role in building such evidence to accelerate its
implementation through working with interdisciplinary health care teams ©.

David Sackett and colleagues at McMaster University in Ontario coined the term
evidence-based practice (EBP) in the early 1990s ® and was popularized and can be defined
as Integration of the best research evidence with clinical expertise and patient and/or family
preferences and values in the delivery of quality, safe, and cost-effective health care ©.

From a nursing perspective, Scott and McSherry's (2009) and Melnyk and his
colleagues (2010), as well as the Honor Society of Nursing and Sigma Theta Tau International
(STTI), supports the publish of knowledge to enhance practice in nursing that defined
evidence-based practice in a way that is specific to nursing. A patient advocate is one of the
roles that are exclusive to nurses. Therefore evidence-based nursing (EBN) is described as an
integration of the strongest available evidence, nursing expertise, and the values and
preferences of the individuals, families, and communities who are served %,

To improve the comprehension of the evidence-based nursing practice (EBNP), the
advantage and challenges of EBP are identified. A framework is provided for developing
clinical questions that can guide research-based evidence that can be used in practice.
Important benefits of evidence-based practice are enhanced patient and family outcomes,
nursing agencies, patients, and healthcare agencies © 9.

Why should we be so interested in using evidence in nursing practice? Haven’t we
always sought for the best evidence and used it when looking for answers to clinical
questions? Unfortunately, we have not .

The natural next question is what is evidence that should be interpreted into practice? In
the United States, in a text published in (USPSTF, 1989) ™, the U.S. Preventive Services
Task Force (USPSTF/Task Force) classifies the evidence quality as follows:

Level I: Evidence obtained from at least one properly designed randomized controlled trial
(e.q., large multi-site randomized controlled trial).

Level 11-1: Evidence obtained from well-designed controlled trials without randomization
(e.q., quasi-experimental).

Level 11-2: Evidence obtained from well-designed cohort or case-control analytic studies,
preferably from more than one center or research group.

Level 11-3: Evidence obtained from multiple time series with or without intervention.
Dramatic results in uncontrolled trials might also be regarded as this type of evidence.

Level 111: Opinions of respected authorities, based on clinical experience, descriptive studies,
or reports of expert committees.

Thus, much of the evidence that it is used as healthcare providers' guides should be
coming from randomized control studies and little evidence from the expert committees and
opinion of authorities. (USPSTF/Task Force) represents one of the initiatives to strengthen the
use of professional practice standards by governmental and/national organizations to include
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the medical experts and other stakeholder groups and enhance the scientific foundation and
their abilities. Guidelines established through studies rather than that depend on theory and
expertise are much more likely to follow empirical findings than evidence supported by
theory and knowledge. Efforts are made to integrate the intensity of quality of evidence
recommendations, to help make that link explicit and transparent, and to ensure that the

(rﬁ\)/iew of evidence is objective, comprehensive, and attentive to the quality of nursing studies

AIM OF THE STUDY

To move up the implementation of evidence-based practice in nursing studies and
healthcare provider studies. To apply CONSORT statement to the reports published on the
science of nursing.

METHODLOGY

Analytical review of literatures based on previous studies and reviews derived from
international publishers such as (Scopus, PubMed, and Medline) databases concerning
Consolidated Standards of Reporting Trials (CONSORT) Statement Guideline. Data
collection was conducted from 24 November 2020 to 10 February 2021. These studies were
collected and filtered according to the specific criteria. Also, was used keywords such as
CONSORT, nursing studies, evidence-based practice, evidence-based nursing practice,
randomized controlled trial, as well as the articles by the National Library of Medicine, which
provided valid and documented data from global research and epidemiology.

RESULTS:
Table (1): CONSORT statement checklist of information should be included in reporting a
randomized trial*

Section/Topic | Item Checklist item
No.
Title and abstract

la Identification as a randomized trial in the title

1b | Structured summary of trial design, methods, results, and conclusions
(for specific guidance see CONSORT for abstracts)

Introduction

Background and| 2a Scientific background and explanation of the rationale
objectives 2b Specific objectives or hypotheses
Methods
3a Description of trial design (such as parallel, factorial) including
Trial design 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
6a Completely defined pre-specified primary and secondary outcome
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Outcomes measures, including how and when they were assessed
6b | Any changes to trial outcomes after the trial commenced, with reasons
7a How sample size was determined
Samplesize | 7b | When applicable, explanation of any interim analyses and stopping
guidelines
Randomization
Sequence 8a The method used to generate the random allocation sequence.
generation 8b | Type of randomization; details of any restriction (such as blocking
and block size)
Allocation 9 The mechanism used to implement the random allocation sequence
concealment (such as sequentially numbered containers), describing any steps taken
mechanism to conceal the sequence until interventions were assigned
Implementation| 10 Who generated the random allocation sequence, who enrolled
participants, and who assigned participants to interventions.
1la If done, who was blinded after assignment to interventions (for
Blinding example, participants, care providers, those assessing outcomes), and
how
11b If relevant, a description of the similarity of interventions
12a |Statistical methods used to compare groups for primary and secondary
Statistical outcomes
methods 12b Methods for additional analyses, such as subgroup analyses and
adjusted analyses
Results
Participant flow| 13a For each group, the numbers of participants who were randomly
(a diagram is assigned received intended treatment and were analyzed for the
strongly primary outcome
recommended) | 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
Baselinedata | 15 |A table showing baseline demographic and clinical characteristics for
each group
Numbers 16 | For each group, the number of participants (denominator) included in
analyzed each analysis and whether the analysis was by original assigned
groups
Outcomes and| 17a | For each primary and secondary outcome, results for each group, and
estimation 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 18 |Results of any other analyses performed, including subgroup analyses
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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
Generalizabilitf 21 | Generalizability (external validity, applicability) of the trial findings
y
Interpretation | 22 | Interpretation consistent with results, balancing benefits and harms,
and considering other relevant evidence

Important 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

*Strongly recommend reading this statement in conjunction with the CONSORT 2010 Explanation and
Elaboration for important clarifications on all the items. If relevant, recommend reading CONSORT extensions
for randomized cluster trials, no inferiority and equivalence trials, no pharmacologic treatments, herbal
interventions, and pragmatic trials. Additional extensions are forthcoming: For those and for up-to-date
references relevant to this checklist, see www.consort-statement.org.

Table 1 shows the CONSORT statement that used globally to improve the reporting of
randomized controlled trials (20). It is a protocol created by a community of researchers to
detect, record, and explain problems that serve the additional purpose of informing, helping in
the readability of study trials, allowing outcomes to be detected and assessed comprehensively
(21). The CONSORT statement, published in 1996, spurred partly by methodological research
and revised in 2010, is consisted of 25 items in the checklist form (Table 1)

Figure (1): the progress through the phases of a parallel randomized trial of two groups (that
is, enrolment, intervention allocation, follow-up, and data analysis).

[ Enrollment ] | Assessed for eligibility (n= ) |
Excluded (n= )
<+ Not meeting inclusion criteria (n=)
+ Declined to participate (n= )
¢ Other reasons (n= )
Randomized (n= )
l [ Allocation ] l
Allocated to intervention (n= ) Allocated to intervention (n= )
& Received allocated intervention (n= ) ¢ Received allocated intervention (n= )
+ Did not receive allocated intervention + Did not receive allocated intervention
(give reasons) (n= ) (give reasons) (n= )
[ Follow-Up ]
Lost to follow-up (give reasons) (n= ) Lost to follow-up (give reasons) (n= )
Discontinued intervention (give reasons) Discontinued intervention (give reasons)
=) n=)
y |' Analysis ]
Analysed (n= ) Analysed (n= )
+ Excluded from analysis (give reasons) + Excluded from analysis (give reasons)
n=) n=)
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Figure (1) Flow chart of the progress through the phases of a parallel randomized trial of two groups (that is,
enrolment, intervention allocation, follow-up, and data analysis) and available at: http://www.consort-
statement.org/consort-statement/flow-diagram.

Figure 1 shows the checklist, reporting registration, assignment, follow-up, and analysis
of patients participating in the RCT, the CONSORT statement also includes a flow chart that
provides the reader with information on how to conduct the experiment (Figure.l).

DISCUSSION

Evidence-based practice: A practice that is based on evidence is an objective for the
nursing profession and each practicing nurse. Some nursing practices are currently evidence-
based, but many interventions need more study to produce essential knowledge for practical
changes. Some clinical agencies support the EBP process, and others do not support it ©.
Although significant efforts have been made to support the activities of EBP in nursing, there
are more barriers that must be overcome before evidence-based nursing practice (EBNP) can
be established in nursing practice . And so, there are conceptual, theoretical, and practical
challenges to the implementation of the nursing movement towards evidence-based practice.
One of the major challenges that many faces concerning knowledge that is present in clinical
practice are a limitation in the current availability of study results, EBP requests that study
evidence from randomized control trials (RCT) and other forms of intervention studies that
which are still limited in nursing be synthesized. It is to be noted that the meta-analyses and
systematic reviews that are performed in nursing are also limited when compared to other
disciplines, e.g., psychology and medicine “%.

Another issue is the fact that evidence of empirical is based on data of population and
then applied to individual patients in practice. There are also several approaches and various
values to arrive at a response to any specific research question that may be somewhat different
for individuals with other different responses and experiences. Additional studies are needed
to enhance the use of evidence-based guidelines that can also provide better results for
particular patients 12,

The reason for the use heavily of data from RCTs is because these findings offer
evidence supporting the cause and effect of which the outcome (efficacy) interventions,
including interventions used predominantly by nurses, are invaluable “*. More importantly,
RCTs control and environment enhance the internal validity of the sample by randomly
allocating participants to groups and manipulating the independent variable (intervention).
Blinding aims to minimize appearance bias, this is often used in RCTs ®®). Therefore, studies
that are unable to eliminate or little to eliminate bias may lead to false conclusions and pose
inherent risks to the usefulness and validity of results.

Randomized Controlled Trials results must include comprehensive information on the
design, how random assignments, blinding, data management, analyses, and interpretations
are conducted to allow nurse scientists to accurately evaluate and apply the findings of
randomized controlled studies ). It is much more to the responsibility of researchers when it
comes to reporting EBP on clinical trials than in terms of conducting clinical trials; more so,
physicians have to provide correct and up to patient treatment 7.

CONSORT statement: Randomized Controlled Trials, in the era of evidence-based practice,
may be offered the best evidence of the nursing interventions' efficacy. Yet, the quality of
RCTs reporting in the kinds of literatures of nursing hasn’t been evaluated (18)

To prove effectiveness, the monitoring and randomization of studies is the pinnacle of
clinical research when conducted, administered, carried out, and recorded correctly. To
accurately assess the trial, readers of the published report need complete, clear, and
interpreting information on its method and the study results. Unfortunately, evaluation
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attempts often fail because the authors of several trials report neglected to provide clear and
complete descriptions of this important information ®9.

The CONSORT statement that used globally to improve the reporting of randomized
controlled trials ®?. It is a protocol created by a community of researchers to detect, record,
and explain problems that serve the additional purpose of informing, helping in the readability
of study trials, allowing outcomes to be detected and assessed comprehensively Y. The
CONSORT statement, published in 1996, spurred partly by methodological research and
revised in 2010, is consisted of 25 items in the checklist form (Table 1) and a flow chart
(Figure. 1).

Thus, it has the characteristics of a helpful research tool, making it possible for
investigators and clinical nurses to perform an RCT and provide an accurate decision on the
evidence presented. In addition, she/he will be able to determine the overall quality of
randomized controlled trials additionally to studying the design. In order to make the review
can be made easier to understand, the CONSORT checklist has been divided into six sections,
according to the components of the paper or parts of the article ¢
. Title and abstract: title should be informative, identify the study as a randomized control
trial, be brief, concise, and should contain the randomized word and avoid abbreviations. The
abstract should be organized to include: research problem, design of the trial, methods,
objectives, the key results or arguments, and conclusions.

. Introduction: should be included; scientific background information, a brief review of the
literature, generates interest, explanation of the rationale for the trial, and the study hypothesis
or specific objectives, all of which were reported clearly and objectively.

. Method: It should explain what it did and how did it? And reported carefully as follows:
description design of trial; the changes that occur during trial commencement, with obvious
reasons; participants eligibility criteria, with an explanation of the justification for these
criteria; settings and locations how and where the data were collected; comprehensive
description of the intervention with enough details, which allows results to be re-procedure;
report how was calculated of sample size; comprehensive description and explanation of the
methods used for the random allocation in the trial groups, enrolled participants, and
evaluators blinding after assignment; and appropriate used statistical methods for analysis.

. Results: It should be evaluated the effects of the initial intervention for each group, the
number of participants who were received intended treatment, assessment losses, and
exclusions after randomization should also be reported for each group, and the reasons must
be clearly defined; should be reported post-intervention assessment and follow up periods;
determining the recruitment periods; the methods of statistical used and estimated effect size
to obtain the primary and secondary outcome values, results for each group should be reported
such as confidence interval (95%).

. Discussion: It should be presented: limitations of the trial, addressing sources of potential
bias, weaknesses, and inaccuracies of methodological; generalizability, applicability, and
interpretation of findings, balancing benefits and harms, considering other relevant evidence.

. Other important information: the RCT must be registered and provided with the name of
the trial registry and registration number; should be available the full trial protocol; the
sources of funding, and different types of support and should be highlighted the role of the
funders.

Additionally, to the checklist, reporting registration, assignment, follow-up, and analysis
of patients participating in the RCT, the CONSORT statement also includes a flow chart that
provides the reader with information on how to conduct the experiment (Figure.1l). Most
importantly, the clinical nurse should be analyses the presence and quality flow chart in the
trial being evaluated, as it provides a broad view of how the experiment was conducted, as
well as briefly reporting on the method used .

7



10.

11.

12.

13.

KUFA JOURNAL FOR NURSING SCIENCES.VOL.11 No. 2 / 2021

CONCLUSION

Evidence-based Nursing practice (EBNP) is grounded on solid evidence that the
assumption that patient care can be supported by sound evidence. It is important that nursing
professionals use the CONSORT statement to review, publish, and utilize reports on nursing
clinical techniques and gather the best evidence to inform their clinical practitioner of use and
their decision-maker.

RECOMMENDATIONS

The authors should consult supervisors and biostatisticians experts early when
formulating the study and analysis protocol to improve the quality of reporting the trials in
nursing studies. Determine primary and secondary outcomes in advance, preferably in a
published protocol. Use adequate checklists reporting, e.g., Consolidated Standards of
Reporting Trials (CONSORT) “¥| Strengthening the Reporting of Observational Studies in
Epidemiology (STROBE) %,
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