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IMPORTANCE Randomized controlled trials (RCTs) in children and adolescents provide
evidence for patients, families, researchers, clinicians, regulators, funders, policymakers,
and other interest holders to inform decisions about health care interventions and improve
outcomes for young patients and their families. To critically evaluate, interpret, and apply trial
results, readers require access to a complete and transparent report of what was planned,
done, and found, taking unique considerations specific to children and adolescents into
account. Harmonized guidance based on evidence and consensus is needed to optimize
standardized reporting and reduce research waste in pediatric RCTs.

OBJECTIVE To develop a pediatric reporting guideline extension to the Consolidated
Standards of Reporting Trials (CONSORT) 2025 guideline, CONSORT–Children and
Adolescents (CONSORT-C) 2026, that supports comprehensive reporting and enhances
the transparency, reproducibility, accuracy, and utility of published pediatric RCT reports.

EVIDENCE REVIEW The Enhancing the Quality of Transparency of Health Research (EQUATOR)
Network’s published framework primarily informed the development of CONSORT-C 2026.
A literature review was conducted to generate a list of candidate reporting items. To obtain
direct input from young people and family caregivers throughout the project, a Youth
Advisory Group and a Family Caregiver Advisory Group were formed. An international Delphi
study with a priori consensus thresholds, consensus meeting, group writing of the
explanation and elaboration paper, and pilot testing were conducted.

MAIN OUTCOMES AND MEASURES Harmonized guidance based on evidence and consensus
is needed to optimize standardized reporting and reduce research waste in pediatric RCTs.
As an extension to the CONSORT 2025 statement, the CONSORT-C 2026 reporting guideline
aims to improve the quality and completeness of reporting of pediatric RCTs that involve
participants aged 0 to 19 years.

FINDINGS The new CONSORT-C 2026 guideline is an extension to the updated CONSORT
2025 statement and adds reporting items applicable to pediatric RCT reports involving
children and adolescents aged 0 to 19 years. Developed in partnership with young people
(aged 10-24 years) and family caregivers, CONSORT-C 2026 comprises 13 new items
recommended to be reported in pediatric RCT reports in addition to the CONSORT 2025
items. The 13 new reporting items include 1 youth-generated and 6 youth-endorsed items.
CONSORT-C 2026 can be considered a minimum set of reporting items applicable to
pediatric RCT reports reflecting the priorities of clinicians, researchers, young people, family
caregivers, and other interest holders.

CONCLUSIONS AND RELEVANCE Widespread implementation and uptake of CONSORT-C 2026
should optimize the usability of trial results for these populations, improve the reproducibility
of trial results, and reduce research waste.
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A ppropriately designed, well-conducted, and comprehen-
sively reported randomized controlled trials (RCTs) are im-
portant to support and communicate transparent, evi-

dence-informed health care decisions. RCTs contribute to a robust
evidence base on the effects of interventions that is indispensable
to patients, families, researchers, funders, policymakers, health care
providers, and other interest holders. As well documented in the lit-
erature, children are often underrepresented in RCTs,1 and the rate
of RCTs conducted and published in pediatric populations is rela-
tively stagnant compared with RCTs conducted and published in
adult populations.2,3 Studies show that many pediatric RCTs are not
completed and therefore are not published,4,5 and among those
that eventually are published, suboptimal reporting is common.6,7

For instance, critical information on the consent and assent process,8

details of comparator interventions,9,10 randomization and
blinding,11,12 trial procedure–associated pain and harms preven-
tion, sources of missing data,13 choice and measurement of age-
appropriate primary trial outcomes,14,15 and patient and family en-
gagement is often inadequately reported. This makes it difficult for
readers to critically appraise the research and interpret the studies’
findings. Although the dearth of pediatric RCTs is due to many con-
tributing factors and challenges,16-18 when combined with poor re-
porting, patients and families are left with a lack of available, good-
quality evidence specific to infants, children, and adolescents. This
lack of evidence also has negative consequences on the innovation
of interventions critical to improving the care and health outcomes
of pediatric patients.

Guidance has been developed to help authors improve the qual-
ity of their research reporting so that end users can benefit from
new evidence and research waste is reduced.19 Empirical studies
suggest that the quality of reporting in RCTs improves with the use
or endorsement of reporting guidelines.20,21 As a result, the devel-
opment, endorsement, and use of such guidelines has vastly in-
creased in recent years.20-22 The Consolidated Standards of Report-
ing Trials (CONSORT) statement was updated in 2025 and currently
provides a checklist of essential reporting items for all RCTs.23 While
numerous extensions to CONSORT that focus on various trial de-
signs, interventions, outcomes, and data types exist, no reporting
guidelines provide guidance specifically for RCTs involving partici-
pants aged 0 to 19 years. This group of children and adolescents, from
extremely premature newborns to 19-year-olds, is a much more di-
verse population than adults. The pediatric population is heteroge-
neous, comprising subpopulations who differ considerably in their
biology, anatomy, pharmacokinetics, pharmacodynamics, cogni-
tive abilities, and psychology.16,24 Therefore, pediatric RCTs come
with their own unique nuances and considerations, such as age-
appropriate trial interventions and formulations, considerations
around consent and assent that may vary from one jurisdiction to
another, and differences in treatment effects depending on the age,
development, and growth of the children or adolescents.25 Given
mounting evidence showing deficient research reporting in pediat-
ric RCTs,6,7,25,26 there have been calls for specific guidance and a need
to improve reporting in this area.25,27-30

To address this gap, we developed a CONSORT extension spe-
cific to pediatric RCTs involving newborns, infants, children, and ado-
lescents to provide harmonized guidance based on evidence and
international consensus. We aimed to identify and recommend a
minimum set of essential reporting items: CONSORT–Children and

Adolescents (CONSORT-C) 2026. This article describes the scope
and development of this CONSORT 2025 extension and presents a
checklist with recommended items to report in pediatric RCT re-
ports. In the explanation and elaboration paper,31 we provide good
reporting examples and an explanation of all recommended report-
ing items.

Methods
The CONSORT-C 2026 extension was developed simultaneously
with the Standard Protocol Items: Recommendations for Interven-
tional Trials–Children and Adolescents (SPIRIT-C) extension.32

We initially registered our intent to develop both guidelines with
the Enhancing the Quality and Transparency of Health Research
(EQUATOR) Network in 2014,33 and both registrations were up-
dated in 2023 and 2024 to reflect the development process de-
scribed throughout this article. For the purposes of this project, the
term pediatric encompasses child and adolescent health, and
the guidance pertains to trials that evaluate any interventions (ie,
drug and nondrug, including public and population health) in new-
borns, infants, children, and adolescents. Although heterogeneity
exists in what constitutes pediatric and how different age groups
are defined in the literature,34,35 the CONSORT-C 2026 extension
pertains to newborns, infants, children, and adolescents (aged
0-19 years), which we based on published ranges by the United
Nations Convention on the Rights of the Child and the World Health
Organization.36-39 In the context of this project, the term children
includes newborns and infants.

In developing CONSORT-C 2026, we followed the EQUATOR
Network’s guidelines on development of reporting guidelines,40

reviewed how recent reporting guideline extensions were
developed,23,41-53 and considered methodological limitations
attributed to the development of reporting guidelines.54 The study
protocol, detailing the development process of SPIRIT-C 2026 and
CONSORT-C 2026, including the composition of the development
group (ie, Core Project Team, International Advisory Group, young
people [aged 10-24 years], and family caregivers [ie, parents,
guardians]) and the various project stages, is published elsewhere.55

Briefly, the Core Project Team comprised 6 individuals with exper-
tise in the development of reporting guidelines, child health re-
search, pediatric rare diseases, trial methodology, and patient and
public involvement. The International Advisory Group consisted of
14 pediatric clinical trialists, clinician scientists, epidemiologists, stat-
isticians, and pediatric trial network representatives from Canada,
the UK, the US, and the Netherlands. The International Youth In-
volvement Steering Committee was established, comprising 3 mem-
bers of the Core Project Team and youth facilitator experts from the
European Young Person Advisory Group Network from England,
Spain, France, and Scotland, who were instrumental in developing
appropriate methods for involving young people in the project.

We involved young people (aged 10-24 years) and family care-
givers throughout the project. The protocol details the rationale for
the selected age range and the required experience of young people
who were involved in the project.55 We describe the involvement
and impact of the contribution of young people and family care-
givers in this project in a separate publication.56 Briefly, we formed
a pan-Canadian Youth Advisory Group comprising 6 young people
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(advisors aged 13-19 years) and a Family Caregiver Advisory Group
with 5 family caregivers of children with lived experiences related
to pediatric RCTs. Both groups were actively involved as contribu-
tors and as advisors at various project stages, including the Young
Person Reporting Guideline workshops, Delphi study, writing of an
explanation and elaboration paper, and the development of knowl-
edge translation outputs.

eAppendix 1 in Supplement 1 describes minor amendments
from the protocol. eAppendix 2 in Supplement 1 details all contribu-
tors to the development of SPIRIT-C 2026 and CONSORT-C 2026.
eAppendix 3 in Supplement 1 describes the methods used in the
generation of candidate reporting items, the Delphi study, the con-
sensus meeting, the group writing process of the explanation and
elaboration, and pilot testing and finalization.

Results

The project was completed as planned from July 2023 to January
2025. We worked closely with the developers of the CONSORT up-
date to ensure that the final CONSORT-C 2026 checklist was har-
monized with the CONSORT 2025 statement.23 Figure 1 depicts
the development process of CONSORT-C 2026.

Delphi Study
Of 436 people invited to take part in the Delphi study, 266 re-
sponded (response rate 61%). eTable 1 in Supplement 1 shows the
number of panelists who completed rounds 1 through 3, including
their characteristics and whether they were directly invited or self-

Figure 1. Development Process of the Consolidated Standards of Reporting Trials–Children and Adolescents
(CONSORT-C) 2026 Checklist Items and Explanation and Elaboration (E&E) Paper

Project stage

• Registration
• Identification of Core Project Team and IAG members
• Planning youth and family caregiver involvement
• Planning project phases
• Writing protocol and Viewpoint articles

Planning 

• Literature review
• Review of initial development efforts of SPIRIT-C 
   and CONSORT-C
• Identify and invite potential Delphi panelists

Generation of candidate items 

• 3-Round international Delphi study completed 
   by registered panelists
• Round 1: vote on the inclusion or exclusion of reporting 
   items for the first time
• Round 2: vote on the inclusion or exclusion of reporting 
   items for a second time and on youth-generated and 
   panelist-generated items for the first time
• Round 3: panelists revote on items that have not yet 
   been voted on twice

Delphi study 

• Meeting to discuss and vote on items that have not yet 
   reached criteria for inclusion or exclusion
• Introduce the group writing and review process for the 
   E&E documents

Consensus meeting

• Drafting and review of E&E texts by the writing team
• Second round of review by second set of reviewers

E&E writing 

• Use of the checklists and E&E documents in practice
• Finalization of checklists and E&E based on pilot 
   testing feedback

Pilot testing 

• Final Core Project Team meeting to discuss content 
   of papers, publication strategy, dissemination, 
   and implementation strategy

Finalization 

Result 

• Registration completed on the EQUATOR Network
• Core Project Team and IAG appointed
• Formation of Youth Advisory Group 
   (n = 6; ages 13-19 y) and Family Caregiver Advisory 
   Group (n = 5)
• Publication of protocol in Trials, Viewpoint 
   in JAMA Pediatrics

• Generation of 53 candidate reporting items 
   (CONSORT-C)
• Delphi study surveys developed
• Pilot testing of Delphi rounds 1-2 by research staff, 
   postdoctoral fellows, PhD candidates, 
   family caregiver advisors

• 436 Individuals invited to be a Delphi panelist, 
   266 registered
• Round 1: completed by 176 panelists
• Round 2: completed by 144 panelists
• Round 3: completed by 143 panelists
• By the end of all 3 rounds, 10 items reached consensus 
   for inclusion

• Consensus meeting had 36 attendees, including 31 
   voting members and 5 Core Project Team members
• After the Delphi study and consensus meeting, 
   13 items were included in CONSORT-C
• E&E writing and review team sign-up sheets sent to 
   consensus meeting attendees and to IAG members who 
   indicated interest in being a writer or reviewer

• 24 Consensus meeting attendees and 3 members of the 
   IAG joined the E&E writing and review team; drafts 
   were then cleaned up and reviewed centrally
• E&E drafts reviewed by 9 colleagues
• Prefinal versions of the checklist and E&E documents 
   compiled

• Pilot testing of CONSORT-C with 11 pilot testers
• Feedback from pilot testers resulted in minimal 
   changes to the wording for 4 items to improve 
   understandability

• Finalization of checklist, E&E, and statement papers 
   for publication

Finalization 

EQUATOR indicates Enhancing the
Quality and Transparency of Health
Research; IAG, International Advisory
Group; SPIRIT-C, Standard Protocol
Items: Recommendations for
Interventional Trials–Children
and Adolescents.
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selected through snowball sampling. Overall, 176 of the 266 panel-
ists (response rate 66%) completed round 1, 144 (54%) completed
round 2, and 143 (54%) completed round 3. In total, 10 family care-
givers expressed interest in being a Delphi panelist; 5 were mem-
bers of the Family Caregiver Advisory Group. Four young people
(aged 19-24 years) each signed up to be a Delphi panelist.

Figure 2 depicts the flow of candidate reporting items that
pertain to CONSORT-C 2026; eAppendix 5 in Supplement 1 pro-
vides details on the flow of items in rounds 1 through 3. eTable 6 in
Supplement 1 shows the results of the Delphi study.

Consensus Meeting
Of 38 individuals invited to the consensus meeting, 31 attended
as voting members (82%); 4 of the attendees (13%) were family
caregiver advisors. Additionally, although ineligible to vote, 5 Core
Project Team members and 1 notetaker attended. eTable 2 in
Supplement 1 shows the characteristics of the consensus meeting
attendees.

During the consensus meeting, we discussed and voted on 10
candidate reporting items pertaining to CONSORT-C 2026. After dis-
cussing each item, we voted out 4 items and voted in 2 items. Four
items were neither voted in nor out, even after 2 rounds of voting
at the consensus meeting. Members of the Core Project Team sub-
sequently discussed these 4 items, and based on the discussions at
the consensus meeting, the content of the item, and considering
the full context of both SPIRIT-C 2026 and CONSORT-C 2026, we

included 1 item as a stand-alone reporting item and removed 3 items
as stand-alone items; we deemed these to be better placed as de-
tail in the explanation and elaboration. eTable 7 in Supplement 1
shows the voting results from the consensus meeting for each item.

After this stepwise process, the final CONSORT-C 2026 check-
list contained 13 reporting items for pediatric RCTs, of which 1 (item
13.2) is a youth-generated item and 6 (items 1a.1, 6.2, 6.3, 13.1, 15.1,
29.1) are youth-endorsed items.

Group Writing of the Explanation and Elaboration
Twenty-four of 31 consensus meeting attendees and 3 members of
the International Advisory Group who had not attended the consen-
sus meeting signed up to be part of the explanation and elaboration
writing team to draft material for 21 items. The 21 items addressed
in the explanation and elaboration paper comprise the 13 new
CONSORT-C 2026 items and 8 CONSORT 2025 items (items 1b, 8, 13,
14, 15, 22a, 25, 26). The latter items were supplemented with pediat-
ric details on the abstract; patient and public involvement; interven-
tion and comparator; outcomes; harms; participant flow; baseline
data; and numbers analyzed, outcomes, and estimation. All 4 mem-
bers of the Family Caregiver Advisory Group who attended the con-
sensus meeting signed up for the writing team. Seventeen of 27 team
members (63%) signed up to be both a writer and a reviewer; on av-
erage, each writing team member agreed to contribute to 6 items.

Once the writing and review process was completed, 2 mem-
bers of the Core Project Team (A.B., M. Offringa) reviewed and

Figure 2. Consolidated Standards of Reporting Trials–Children and Adolescents (CONSORT-C) 2026 Item Flow Diagram

53 Candidate items for CONSORT-C 

3 Items merged 
7 Items removed (redundant) 
21 Items moved to the E&Ea

Delphi round 1 
53 Candidate items evaluated 6 Items in by consensus

1 Item removed (redundant)
7 Items moved to the E&E Delphi round 2 

22 Candidate items evaluatedb 3 Items in by consensus

6 Items no consensus

Delphi round 3 
5 Candidate items evaluated4 Items no consensus 1 Item in by consensus

Consensus meeting 
10 Candidate items evaluated

2 Items in by consensus
1 Item in by core team decisionc

13 Items in CONSORT-C 
4 Items out by consensus
3 Items core team decided 
better as E&E detaild

+

+ +

+

eTable 6 in Supplement 1 shows the detailed flow of each item. E&E indicates
explanation and elaboration.
aThe 21 items include 15 Standard Protocol Items: Recommendations for
Interventional Trials (SPIRIT) | CONSORT-Outcomes items and 1 base item
that met consensus criteria to be included after round 1, which affirmed their
importance, as detailed in the statement paper. However, after concerns
raised in round 1 by some panelists about the inclusion of items not specific
to pediatrics, these items were considered better as detail for the E&E and
did not appear again in the Delphi study.
bThe 22 items comprise 16 items carried over from round 1 for a second-round

vote, 2 youth-generated items from Young Person Reporting Guideline
workshops, 2 new panelist-suggested items from round 1, and 2 additional
items as a result of splitting an item from round 1.
cNo consensus was determined for this item even after voting at the consensus
meeting. The core team decided to include this item.
dNo consensus was determined even after voting at the consensus meeting.
The core team decided to exclude these items and instead include them as
detail in the E&E.
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revised all drafts by the writing team. Subsequently, 5 members of
the International Advisory Group, 1 core team member (B.K.P.), and
3 colleagues reviewed the complete explanation and elaboration
papers. All feedback was reviewed and incorporated into the final
version of the explanation and elaboration papers that were used
during pilot testing.

Pilot Testing and Finalization
Eleven pilot testers evaluated the CONSORT-C 2026 checklist and
explanation and elaboration paper, of whom 5 (45%) also piloted
SPIRIT-C 2026. eTable 3 in Supplement 1 shows the characteristics
of the pilot testers. After independent review of the feedback
from pilot testers, 2 members of the Core Project Team (A.B.,
M. Offringa) made minimal changes to the wording of 4 items
(eTable 8 in Supplement 1) to improve understandability. A few ad-
ditional examples were identified and included. No modifications
were made to the content of the checklists. After a meeting of the
Core Project Team in December 2024, this statement paper and
explanation and elaboration paper were drafted and finalized with
input from all coauthors.

Scope and Use of CONSORT-C 2026
As an extension to the CONSORT 2025 guideline, CONSORT-C 2026
adds 13 essential reporting items that are relevant to all pediatric RCTs
for any disease, condition, intervention, and outcome that involve
children and adolescents (aged 0-19 years) (Table 1); aligning
with the CONSORT 2025 statement, CONSORT-C 2026 is most fo-
cused on reporting parallel-group RCTs.23 eTable 4 in Supplement 1
includes an expanded checklist outlining all key elements for report-
ing each CONSORT-C 2026 item.

The new reporting items address the title, background and
rationale, eligibility criteria, intervention and comparator, out-
comes, harms, baseline data, ancillary analyses, and interpreta-
tion. The Box describes the structure and use of CONSORT-C 2026.

Although focused mostly on 2-arm, parallel-design RCTs,
CONSORT-C 2026 can also be used with the existing CONSORT
extensions, depending on the condition, design, intervention, and
outcome (eTable 5 in Supplement 1). CONSORT-C 2026 can also
be broadly applied to the reporting of nonrandomized pediatric
trials. Authors are invited to consider these guidelines for any type
of pediatric trial and apply reporting items as appropriate.

Additionally, CONSORT-C 2026 items should be considered
when reporting pediatric adaptive trials, cluster RCTs, multiarm
RCTs, multistage RCTs, n-of-1 trials, and pilot and feasibility trials.
CONSORT-C 2026 can also be used to report trials that include a
mixed population—for example, adolescents and adults, or in
trials that enrolled parents or caregivers, or both (ie, to deliver or
receive the intervention) but assessed outcomes in children
or adolescents, or when parent-child dyads are recruited. Users of
CONSORT-C 2026 should use the guidance alongside CONSORT
2025.23

Although primarily a reporting guideline to assist authors of
trial reports, CONSORT-C 2026 can also be used by journal editors
and publishers; journal peer reviewers; academic institutions; re-
search funders; patients, public, and trial participants; trainees; trial
or research staff; and systematic reviewers and meta-researchers.
Table 2 details all key user groups and the expected benefits result-
ing from implementation of CONSORT-C 2026.

Discussion

When implemented by authors and journals, clear guidance on how
to comprehensively and transparently report pediatric RCT re-
ports will enable knowledge users to critically appraise, synthesize,
and interpret trial findings. Recently, a child-centered research check-
list was developed; however, this checklist is not specific to RCTs and
is limited in focus to informed consent, assent, and dissent; code
of conduct; and child-focused methods; it did not provide guid-
ance on research reporting.57 We developed CONSORT-C 2026 using
the updated CONSORT 2025, which integrates important ele-
ments from existing extensions applicable to all RCTs,23 with input
from future users and beneficiaries of the guideline—for example,
young people, family caregivers, clinicians, pediatricians, child health
researchers, regulatory agencies, methodologists, trainees, trial
authors, and journal editors. Based on evidence and international
consensus, CONSORT-C 2026 comprises a minimum set of essen-
tial items that are meaningful to end users of pediatric trial reports.
As a result, CONSORT-C 2026 directly reflects the priorities of young
people, family caregivers, and their health providers, resulting in
guidance that is relevant and meaningful to all key users.

CONSORT-C 2026 aims to facilitate authors in adequately in-
cluding specific trial information, yielding transparent, clear, and
comprehensive reporting so that key details are not missed. Con-
gruent with other reporting guidelines such as CONSORT 2025,
CONSORT-C 2026 is not prescriptive in terms of where the infor-
mation for each reporting item should be reported. Authors should
clearly indicate where the information can be found, either in the
main text or supplementary material, and if published elsewhere,
a citation or link to the source.

Typically, CONSORT extensions are based on specific condi-
tions, designs, interventions, or outcomes. The defining character-
istic that makes CONSORT-C 2026 unique from other reporting
guideline extensions is that it focuses on a specific population:
children and adolescents (aged 0-19 years; Box). However, depend-
ing on the trial design, interventions, or outcomes, users of
CONSORT-C 2026 may also consider reporting items from other ex-
tensions, as appropriate to their trial (eTable 5 in Supplement 1). Ad-
ditionally, for describing interventions in pediatric RCTs, we recom-
mend users refer to the Template for Intervention Description and
Replication (TIDieR)–Children and Adolescents (TIDieR-C),58 also
detailed in the accompanying explanation and elaboration paper.31

Changing Reporting Practice:
Downstream and Upstream Effects
The widespread uptake and implementation of CONSORT high-
light the importance of endorsement by medical journals.23,59

Beyond endorsement, mandating the submission of completed
CONSORT-C 2026 checklists as part of the submission may also be
effective.60 Published articles in journals that endorse reporting
guidelines have shown improved reporting and better adherence to
reporting guidelines.59,61,62 Verification of adherence by editorial staff
(eg, for completeness) and peer reviewers (eg, for content) may be
necessary, as reporting completeness in submitted checklists may
not always be consistent.63 To support these verification efforts,
some journals have implemented specific editorial roles—including
protocol editors or assistant editors for transparent reporting.64,65
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Table 1. Recommended Items to Report in Pediatric (Aged 0-19 Years) Trial Reports From Consolidated Standards of Reporting Trials (CONSORT)
2025 and CONSORT–Children and Adolescents (CONSORT-C) 2026 Checklists

Section and topic

CONSORT 2025 statement CONSORT-C 2026 extension

Item No. CONSORT 2025 Item No. CONSORT-C 2026

Title and abstract

Title and structured
abstract

1a Identification as a randomized trial 1a.1a Identify that it is a pediatric trial, and include age
group(s)/range(s), interventions, and, if applicable,
trial acronym

1b Structured summary of the trial design, methods, results,
and conclusions

Open science

Trial registration 2 Name of trial registry, identifying number (with URL) and
date of registration

Protocol and
statistical analysis
plan

3 Where the trial protocol and statistical analysis plan can be
accessed

Data sharing 4 Where and how the individual deidentified participant data
(including data dictionary), statistical code, and any other
materials can be accessed

Funding and
conflicts of interest

5a Sources of funding and other support (eg, supply of drugs),
and role of funders in the design, conduct, analysis, and
reporting of the trial

5b Financial and other conflicts of interest of the manuscript
authors

Introduction

Background and
rationale

6 Scientific background and rationale 6.1a,b Describe the prevalence/incidence of the disease
or condition in children/adolescents

6.2 Describe available evidence on the
efficacy/effectiveness of the intervention in
children/adolescents

6.3a Include a description of the research question or
aim with a justification for undertaking the trial in
children/adolescents

Objectives 7 Specific objectives related to benefits and harms

Methods

Patient and public
involvement

8 Details of patient or public involvement in the design,
conduct, and reporting of the trial

Trial design 9 Description of trial design including type of trial (eg, parallel
group, crossover), allocation ratio, and framework (eg,
superiority, equivalence, noninferiority, exploratory)

Changes to trial
protocol

10 Important changes to the trial after it commenced including
any outcomes or analyses that were not prespecified, with
reason

Trial setting 11 Settings (eg, community, hospital) and locations (eg,
countries, sites) where the trial was conducted

Eligibility criteria 12a Eligibility criteria for participants 12a.1a,b Provide a justification for including multiple age
groups or children/adolescents at different
developmental stages, and address potential age
or development-related differences in treatment
effects

12a.2 Describe whether information about the trial was
provided to participating children/adolescents
and assent given/consent obtained, if appropriate
for age

12b If applicable, eligibility criteria for sites and for individuals
delivering the interventions (eg, surgeons, physiotherapists)

Intervention and
comparator

13 Intervention and comparator with sufficient details to allow
replication. If relevant, where additional materials
describing the intervention and comparator (eg, intervention
manual) can be accessed

13.1a,b Describe whether there is an intervention dose
and/or formulation appropriate for the trial
population, and if there were any adjustments made
based on age, weight, or body surface area

13.2a,b Describe whether the trial interventions were
delivered with help from a support person

Outcomes 14 Prespecified primary and secondary outcomes, including the
specific measurement variable (eg, systolic blood pressure),
analysis metric (eg, change from baseline, final value, time
to event), method of aggregation (eg, median, proportion),
and time point for each outcome

14.1a Explain evidence supporting validity of selected
outcomes and outcome measurement instruments
in age group(s) included

Harms 15 How harms were defined and assessed (eg, systematically,
nonsystematically)

15.1a,b Describe whether trial interventions and/or
procedures induced fear, pain, distress, or were
invasive, and what measures were taken to
mitigate this

(continued)
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Table 1. Recommended Items to Report in Pediatric (Aged 0-19 Years) Trial Reports From Consolidated Standards of Reporting Trials (CONSORT)
2025 and CONSORT–Children and Adolescents (CONSORT-C) 2026 Checklists (continued)

Section and topic

CONSORT 2025 statement CONSORT-C 2026 extension

Item No. CONSORT 2025 Item No. CONSORT-C 2026

Sample size 16a How sample size was determined, including all assumptions
supporting the sample size calculation

16b Explanation of any interim analyses and stopping guidelines

Randomization:

Sequence
generation

17a Who generated the random allocation sequence and the
method used

17b Type of randomization and details of any restriction
(eg, stratification, blocking, and block size)

Allocation
concealment
mechanism

18 Mechanism used to implement the random allocation
sequence (eg, central computer/telephone; sequentially
numbered, opaque, sealed containers), describing any steps
to conceal the sequence until interventions were assigned

Implementation 19 Whether the personnel who enrolled and those who assigned
participants to the interventions had access to the random
allocation sequence

Blinding 20a Who was blinded after assignment to interventions
(eg, participants, care providers, outcome assessors, data
analysts)

20b If blinded, how blinding was achieved and description of
the similarity of interventions

Statistical methods 21a Statistical methods used to compare groups for primary
and secondary outcomes, including harms

21b Definition of who is included in each analysis (eg, all
randomized participants), and in which group

21c How missing data were handled in the analysis

21d Methods for any additional analyses (eg, subgroup and
sensitivity analyses), distinguishing prespecified from
post hoc

Results

Participant flow,
including flow
diagram

22a For each group, the numbers of participants who were
randomly assigned, received intended intervention, and
were analyzed for the primary outcome

22b For each group, losses and exclusions after randomization,
together with reasons

Recruitment 23a Dates defining the periods of recruitment and follow-up
for outcomes of benefits and harms

23b If relevant, why the trial ended or was stopped

Intervention and
comparator
delivery

24a Intervention and comparator as they were actually
administered (eg, where appropriate, who delivered
the intervention/comparator, how participants adhered,
whether they were delivered as intended [fidelity])

24b Concomitant care received during the trial for each group

Baseline data 25 A table showing baseline demographic and clinical
characteristics for each group

25.1b Report number of children/adolescents in the trial
by prespecified age group(s)

Numbers analyzed,
outcomes, and
estimation

26 For each primary and secondary outcome, by group:
The number of participants included in the analysis
The number of participants with available data at the
outcome time point
Result for each group, and the estimated effect size and
its precision (such as 95% confidence interval)
For binary outcomes, presentation of both absolute and
relative effect size

Harms 27 All harms or unintended events in each group

Ancillary analyses 28 Any other analyses performed, including subgroup and
sensitivity analyses, distinguishing prespecified from
post hoc

28.1b For each primary and secondary outcome, report
results for each prespecified age group studied

Discussion

Interpretation 29 Interpretation consistent with results, balancing benefits
and harms, and considering other relevant evidence

29.1 Highlight unanswered and new questions, and
discuss potential future research

Limitations 30 Trial limitations, addressing sources of potential bias,
imprecision, generalizability, and, if relevant, multiplicity
of analyses

a New item pertains to both Standard Protocol Items: Recommendations for Interventional Trials–Children and Adolescents 202632 and CONSORT-C 2026.
b Report item if applicable or state explicitly that it is not applicable.
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However, nuances need to be considered in maximizing
the uptake and implementation of reporting guidelines such as
CONSORT-C 2026. Mere awareness of these guidelines is simply
not enough to improve reporting. Endorsement is not consistent
across different journals66; similarly, peer review is also not
standardized.67 Although CONSORT-C 2026 may be a useful tool
to check for inclusion of minimum essential items, it is evident
that to be able to effectively use these guidelines, first and fore-
most users need to understand what the reporting item entails
and what constitutes good reporting. Training in responsible
research practice, research integrity, and peer review should be
integrated into academic curriculums.68-70

We believe that, aside from trial report authors, peer review-
ers, and journals, CONSORT-C 2026 can also benefit other interest
holders of pediatric RCTs, such as research funders and the public,
who are knowledge users of research (Table 2).

The immediate intended downstream effects of CONSORT-C
2026 are the facilitation of research synthesis and end users’ ap-
praisal of pediatric RCTs and enhanced development of clinical prac-
tice guidelines, adding value to pediatric research.30 Although not
the primary purpose of reporting guidelines, CONSORT-C 2026 also
may have upstream effects on the design, conduct, and analysis of
pediatric RCTs, as the reporting items touch on these topics and may
urge trialists to consider various elements. This is why we deliber-
ately developed CONSORT-C 2026 simultaneously with a guide-
line for reporting pediatric trial protocols and focused on harmoniz-
ing reporting items. For trialists developing a pediatric RCT protocol,
the use of CONSORT-C 2026 in tandem with SPIRIT-C 2026 will en-
able efficient, harmonized comprehensive reporting guidance at all
trial stages. Thus, when coupled with use of SPIRIT-C 2026 up-
stream in reporting trial protocols, the use of both guidelines pro-
spectively rather than retrospectively has the potential to enable

good reporting from the trial planning stage to the reporting stage
to ensure that all key elements are considered at the right time. We
appreciate that improving research practice requires concerted
effort and implementation of various strategies by all key users
across numerous research stages.69,71 Better RCT reporting may play
a role, as it may eventually lead to growth in the usable pediatric
evidence base, and specificity in knowing what needs more inves-
tigation and investment, to drive innovation in treatment and im-
prove patient outcomes.

Limitations
The development of CONSORT-C 2026 had some limitations.
First, although 2 systematic reviews were conducted in 2015 to
support the development of SPIRIT-C and CONSORT-C,25 we did
not conduct a completely updated systematic review. Instead, we
reviewed the recent literature to generate additional candidate
items, building on the list of items generated from the 2 original
systematic reviews. A single reviewer, however, conducted the
updated search. Regardless, to avoid missing important candidate
reporting items, we referred to other literature and consensus-
based reporting guidelines, including the updated SPIRIT 2025 and
CONSORT 2025 guidelines.23,42 Subsequent project phases, such
as the international Delphi study and consensus meeting, which in-
volved diversity in expertise relevant to pediatric RCTs, reaffirmed
the importance of the candidate items and yielded limited new or
missed pediatric reporting items. Importantly, we added a process
to capture reporting items that young people and family caregivers
believed to be important, resulting in guidance that is meaningful
and relevant to all key users.

Second, although we involved a diverse group of end users and
experts in the development of CONSORT-C 2026, nonresponse bias
cannot be excluded, as only those who were interested in the devel-

Box. Structure and Use of the Consolidated Standards of Reporting Trials–Children and Adolescents (CONSORT-C) 2026 Extension

Structure
The CONSORT-C 2026 extension comprises a checklist (Table 1)
and an explanation and elaboration paper. The explanation and
elaboration paper is presented separately.31 Users of the CONSORT-C
2026 checklist are strongly encouraged to use it alongside the
CONSORT-C 2026 explanation and elaboration paper, as this
contains full explanations, rationale, and examples of good
reporting for each CONSORT-C 2026 item. Reporting all items
is recommended, with the exception of 7 items with footnote b
(items 6.1, 12a.1, 13.1, 13.2, 15.1, 25.1, and 28.1), which should then
only be reported if applicable; if an item is not applicable, an explicit
statement “not applicable” with an explanation, if relevant, is
helpful. As an extension, CONSORT-C 2026 is integrated within
CONSORT 2025; therefore, users should report CONSORT 2025
items along with the CONSORT-C 2026 items.

Intended Users
CONSORT-C 2026, although primarily a writing tool, can be used by
individuals other than authors of pediatric randomized controlled
trials. Key users, such as journal editors, funders, peer reviewers,
and evidence end users (eg, young people, family caregivers, and
health care providers), can use and potentially benefit from the
CONSORT-C 2026 extension. Table 2 details all users and resulting
benefits.

Fillable Checklist
The downloadable, fillable checklist is available in Supplement 2.
It is also available on the Standard Protocol Items:
Recommendations for Interventional Trials (SPIRIT) | CONSORT-C
website (https://lab.research.sickkids.ca/enrich/reporting-
standards/spirit-consort-c/), Enhancing the Quality and
Transparency of Health Research (EQUATOR) Network website
(https://www.equator-network.org/), and new SPIRIT | CONSORT
website (https://www.consort-spirit.org/).

Additional Resources
One-page tip sheets for each reporting item, a short informational
video on the guideline and its use, and resources aimed at the
public will be made available on the SPIRIT | CONSORT-C website
(https://lab.research.sickkids.ca/enrich/reporting-standards/spirit-
consort-c/). An expanded version of CONSORT-C 2026 was also
developed, which summarizes key elements of reporting for each
item (eTable 4 in Supplement 1), similar to what was done for
CONSORT 2025.23

Reference on Guidance Implementation
Users of the guidelines should state in their manuscript that their
trial report has been reported in accordance with the CONSORT-C
2026 extension, in combination with other extensions as applicable.
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opment of the guideline would have registered (ie, Delphi panelists,
attendees of the Young Person Reporting Guideline workshop, advi-
sory group members, pilot testers, and explanation and elaboration
writers and reviewers). For example, although we extended our ef-
forts through our international pediatric trial networks to include fam-

ily caregivers from outside of Canada, only family caregivers from
Canada expressed interest in being a Delphi panelist. We recognize
that of those invited to take part in the Delphi study, only 61% reg-
istered and 54% completed all 3 rounds. We could, however, still
integrate the pediatric expertise of a variety of interest holders in

Table 2. Implementable Actions of Key User Groups and Resulting Benefits From Use of Consolidated Standards of Reporting Trials–
Children and Adolescents (CONSORT-C) 2026a

Key groups Implementable actions Potential benefits
Trial report authors Adhere to the CONSORT-C 2026 checklist and refer to

the corresponding explanation and elaboration paper
when writing trial reports

Improved reporting of minimum set of key elements, resulting
in transparent, standardized, useful, and comprehensive trial
reports that can be replicated and interpreted properly
Inclusion of details that were identified as important by end
users of trial reports, including young people and family
caregivers
Better understanding of the minimum set of reporting items
that needs to be included in trial reports involving children and
adolescents
Upstream effects on design, conduct, and analysis of trials and
writing protocols
Improved detection of selective reporting
Enhanced assessment of risk of bias
Improved ability to collectively assess results to generate
recommendations or guidelines

Journal editors and publishers Endorse use of CONSORT-C 2026 in Instructions to
Authors and in the submission process for trial reports
that involve children and adolescents
Verify accuracy of submitted CONSORT-C 2026
checklists by authors who submitted their manuscript

Consistency in details reported across all submitted manuscripts,
setting a minimum standard and fostering transparency and
proper interpretation by readers
Quality check of reporting accuracy to ensure proper
understanding of reporting items that should be reported
Improve efficiency in the peer review process
Improve author’s understanding of reporting items

Journal peer reviewers Use CONSORT-C 2026 during peer review to assess
comprehensiveness of reporting

Consistency in review process and in details reported across all
submitted manuscripts
Improved transparency and interpretation of trial reports

Academic institutions Increase training and awareness of CONSORT-C 2026
to promote transparency in reporting, and motivate
investigators to use them
Endorse or mandate use of CONSORT-C 2026 for ethics
and funding applications

Improved understanding of the minimum set of reporting items
to be reported in trial reports that involve children and
adolescents
Improved quality, accountability, reproducibility, replicability,
and usefulness of produced research
Fosters research integrity and transparency

Research funders Endorse use of CONSORT-C 2026 in final report to
funders
Mandate the use of CONSORT-C 2026 in publications
arising from funded work

Consistency in details reported in work arising from funding,
setting a minimum standard and fostering transparency and
proper interpretation by readers
Improved ability to collectively assess results to identify gaps
and generate recommendations and priorities for allocation of
funds or future funding

Patients, public, trial participants Familiarize self with tools such as CONSORT-C 2026
to know what information to expect when reading a
trial report
Empower family caregivers to fully understand what
was done, found, and what the results mean to support
their child
Advocate for the use of reporting guidelines, such as
CONSORT-C 2026, by authors, journals, funders, and
institutions

Improved understanding of content that should be reported in
trial reports to facilitate knowledge and health care
decision-making
Increased awareness and empowerment of the general public in
holding investigators and the research enterprise accountable
for proper conduct of research, reporting, and appropriate
spending of research funding
Increased trust in research

Trainees (eg, graduate and medical
students, residents, research fellows,
clinical fellows)

Use CONSORT-C 2026 as a training tool to increase
understanding and awareness of the design, planning,
and reporting of pediatric trials

Increased familiarity with minimum set of reporting items to be
reported in pediatric RCT reports
Improved understanding and awareness by future generations
in responsible research practices, including use of research
reporting guidelines and importance of transparent and
comprehensive reporting

Trial/research staff Use CONSORT-C 2026 as a training tool to increase
understanding and awareness of the design, planning,
and reporting of pediatric trials

Improved understanding of trial concepts and reporting
Reduce risk of bias that results from reporting

Systematic reviewers and
metaresearchers

Use CONSORT-C 2026 to assess comprehensive
reporting in included trial reports

Improved detection of selective reporting
Enhanced assessment of risk of bias
Improved ability to collectively assess results to generate
recommendations or guidelines

Abbreviation: RCT, randomized controlled trial.
a Table adapted and modified from CONSORT-Outcomes 2022.46
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the development of these guidelines. Relatedly, only 4 young people
contributed as Delphi panelists despite our outreach efforts; this may
be related to the time commitment needed. Additionally, despite ef-
forts to involve a geographically diverse group of individuals in the
project, individuals from Western countries were predominantly in-
volved, and representation from low- and middle-income countries
was relatively low. We tried to mitigate this through involving global
health experts who conduct trials in low- and middle-income coun-
tries (eAppendix 2 in Supplement 1); however, perspectives of indi-
viduals from underrepresented areas may differ.

Future work should focus on combining reporting items from
existing standards—for example, for early-phase trials in children
and adolescents and n-of-1 trials that are likely to become more
common in pediatric rare disease settings. Such integration of
CONSORT-C 2026 items with reporting items recommended in
existing CONSORT extensions (eTable 5 in Supplement 1) may facili-

tate further uptake of reporting guidelines and the usefulness of pub-
lished trial reports.

Conclusions
The evidence- and consensus-based CONSORT-C 2026 extension
provides recommendations for essential items to be included in
pediatric clinical trial reports. These items reflect the priorities of
researchers, young people, and family caregivers. To improve the
reporting quality and impact of pediatric trials, we recommend that
interest holders and reviewers adopt the CONSORT-C 2026 check-
list and maximize the transparency, reproducibility, and utility of pub-
lished pediatric RCT reports. This will enhance the uptake of re-
search results, improve health outcomes of children and adolescents,
and reduce research and resource waste.

ARTICLE INFORMATION

Accepted for Publication: January 15, 2026.

Published Online: February 24, 2026.
doi:10.1001/jamapediatrics.2026.0104

Author Affiliations: Child Health Evaluative
Sciences, The Hospital for Sick Children Research
Institute, Toronto, Ontario, Canada (Baba, Toulany,
Macarthur, E. Cohen, Butcher, Gill, Morris,
Offringa); INFORM RARE Research Network,
Ottawa, Ontario, Canada (Smith); School of
Epidemiology and Public Health, University of
Ottawa, Ottawa, Ontario, Canada (Potter, Moher);
Department of Medicine, Women’s College
Research Institute, University of Toronto, Toronto,
Ontario, Canada (Chan); Ottawa Hospital Research
Institute, Ottawa, Ontario, Canada (Moher);
Department of Pediatrics, Division of Adolescent
Medicine, The Hospital for Sick Children, Toronto,
Ontario, Canada (Toulany); Department of
Pediatrics, Temerty Faculty of Medicine, University
of Toronto, Toronto, Ontario, Canada (Toulany);
Institute of Clinical Evaluation Sciences, Toronto,
Ontario, Canada (Toulany); Institute of Health
Policy, Management and Evaluation, University of
Toronto, Toronto, Ontario, Canada (Toulany);
SPIRIT | CONSORT-Children and Adolescents Family
Caregiver Advisory Group, Toronto, Ontario,
Canada (Doherty-Kirby, Courtney, Chute Nagy);
Institut de Recerca Sant Joan de Déu, Esplugues de
Llobregat, Spain (Nafria Escalera); Universitat
Internacional de Catalunya, Immaculada, Barcelona,
Spain (Nafria Escalera); European Young Person’s
Advisory Group Network, Barcelona, Spain (Nafria
Escalera); Division of Epidemiology, Dalla Lana
School of Public Health, University of Toronto,
Toronto, Ontario, Canada (Stratton); Neonatal
Medicine, School of Public Health and Centre for
Paediatrics and Child Health, Imperial College
London, Chelsea and Westminster Hospital
Campus, London, United Kingdom (Gale);
University Hospital of Montpellier, Child and
Adolescent Psychiatry, Saint Eloi Hospital,
Montpellier, France (Purper-Ouakil); Centre for
Research in Epidemiology and Population Health,
INSERM U1018, Villejuif, France (Purper-Ouakil);
Nottingham Clinical Trials Unit, School of Medicine,
University of Nottingham, Nottingham, United
Kingdom (Juszczak); Edwin S.H. Leong Centre for
Healthy Children, University of Toronto, Ontario,
Canada (E. Cohen); TEDDY European Network of

Excellence for Paediatric Research, Bari, Italy
(Reggiardo); Faculty of Health and Life Sciences,
University of Liverpool, Liverpool, United Kingdom
(Preston); Department of General Pediatrics and
Pediatric Infectious Diseases, Necker Hospital for
Sick Children, Université Paris Cité, Paris, France
(J. F. Cohen); Center for Research in Epidemiology
and Statistics, Université Paris Cité, Paris, France
(J. F. Cohen); Division of Immunology and Allergy,
Department of Paediatrics, The Hospital for
Sick Children, Toronto, Ontario, Canada (Upton);
Department of Development and Regeneration,
KU Leuven, Leuven, Belgium (Allegaert);
Department of Pharmaceutical and
Pharmacological Sciences, KU Leuven, Leuven,
Belgium (Allegaert); Department of Hospital
Pharmacy, Erasmus MC, Rotterdam, the
Netherlands (Allegaert); Department of Pediatrics,
Faculty of Medicine, BC Children’s Hospital
Research Institute, University of British Columbia,
Vancouver, British Columbia, Canada (Boerner);
Department of International Health, Johns Hopkins
Bloomberg School of Public Health, Baltimore,
Maryland (Mehta); Hospices Civils de Lyon,
NICU Femme Mere Enfant Hospital, EMET, LBBE,
University of Lyon 1, Lyon, France (Nguyen);
CHEO Research Institute, Ontario Child Health
Support Unit, Ottawa, Ontario, Canada (Courtney);
Alberta Research Centre for Health Evidence,
Department of Pediatrics, Faculty of Medicine and
Dentistry, University of Alberta, Edmonton, Alberta,
Canada (Hartling); Institute of Health Policy,
Management and Evaluation, University of Toronto,
Toronto, Ontario, Canada (Konstantinidis); Li Ka
Shing Knowledge Institute, St Michael’s Hospital,
Unity Health Toronto, Toronto, Ontario, Canada
(Konstantinidis); Children Heart Center, Skane
University Hospital, Lund, Sweden (Odermarsky);
Department of Psychiatry, University of Toronto,
Toronto, Ontario, Canada (Butcher); Population
Health Sciences Institute, Newcastle University,
Newcastle, United Kingdom (Kolehmainen); NIHR
Innovation Observatory, Newcastle University,
Newcastle, United Kingdom (Kolehmainen);
Children’s Hospital of Eastern Ontario Research
Institute and Department of Pediatrics, Faculty of
Medicine, University of Ottawa, Ottawa, Ontario,
Canada (Longmuir); Department of Pediatrics
Maastricht University Medical Centre and School
of Health Professions Education, Maastricht
University, the Netherlands (Leroy); ICON, Langen,

Germany (Feneberg); The INCLEN Trust
International, New Delhi, India (Poluru); Division of
Infectious Diseases, The Hospital for Sick Children,
Toronto, Ontario, Canada (Morris); Department of
Pediatrics, Faculty of Medicine, University of
Toronto, Toronto, Ontario, Canada (Morris);
Division of Pediatric Pain, Palliative and Integrative
Medicine, University of California, San Francisco
(Friedrichsdorf); Canadian PKU and Allied
Disorders, Toronto, Ontario, Canada (Chute Nagy);
Department of Pediatrics, College of Medicine,
University of Saskatchewan, Saskatoon,
Saskatchewan, Canada (Klassen); Maternal Infant
Child and Youth Research Network, Vancouver,
British Columbia, Canada (Lacaze-Masmonteil);
Department of Neonatology, Emma Children’s
Hospital, Amsterdam University Medical Centers,
Amsterdam, the Netherlands (Onland); Amsterdam
Reproduction and Development, Amsterdam,
the Netherlands (Onland).

Author Contributions: Dr Offringa had full access
to all of the data in the study and takes
responsibility for the integrity of the data and
the accuracy of the data analysis.
Concept and design: Baba, Smith, Potter, Chan,
Moher, Toulany, Nafria Escalera, Stratton, Juszczak,
Courtney, Hartling, Konstantinidis, Butcher,
Longmuir, Gill, Poluru, Chute Nagy, Klassen,
Offringa.
Acquisition, analysis, or interpretation of data: Baba,
Smith, Potter, Chan, Moher, Toulany, Doherty-Kirby,
Nafria Escalera, Gale, Macarthur, Purper-Ouakil,
Juszczak, E. Cohen, Reggiardo, Preston, J. F. Cohen,
Upton, Allegaert, Boerner, Mehta, Nguyen,
Hartling, Odermarsky, Butcher, Kolehmainen, Gill,
Leroy, Feneberg, Poluru, Morris, Friedrichsdorf,
Chute Nagy, Lacaze-Masmonteil, Onland.
Drafting of the manuscript: Baba, Moher, Nafria
Escalera, Macarthur, Reggiardo, Boerner, Nguyen,
Courtney, Butcher, Longmuir, Gill, Feneberg,
Poluru, Offringa.
Critical review of the manuscript for important
intellectual content: Baba, Smith, Potter, Chan,
Moher, Toulany, Doherty-Kirby, Nafria Escalera,
Stratton, Gale, Macarthur, Purper-Ouakil, Juszczak,
E. Cohen, Reggiardo, Preston, J. F. Cohen, Upton,
Allegaert, Boerner, Mehta, Nguyen, Courtney,
Hartling, Konstantinidis, Odermarsky, Butcher,
Kolehmainen, Gill, Leroy, Feneberg, Poluru, Morris,
Friedrichsdorf, Chute Nagy, Klassen,
Lacaze-Masmonteil, Onland.

Clinical Review & Education Special Communication CONSORT–Children and Adolescents (CONSORT-C) 2026 Extension Statement

E10 JAMA Pediatrics Published online February 24, 2026 (Reprinted) jamapediatrics.com

© 2026 American Medical Association. All rights reserved, including those for text and data mining, AI training, and similar technologies.

Downloaded from jamanetwork.com by STEFANIA La Grutta on 02/25/2026

https://jamanetwork.com/journals/jama/fullarticle/10.1001/jamapediatrics.2026.0104?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jamapediatrics.2026.0104?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jamapediatrics.2026.0104?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
http://www.jamapediatrics.com?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104


Statistical analysis: Poluru.
Obtained funding: Offringa.
Administrative, technical, or material support: Baba,
Moher, Gale, Mehta, Courtney, Hartling, Butcher,
Longmuir, Gill, Poluru, Lacaze-Masmonteil.
Supervision: Nafria Escalera, Purper-Ouakil,
Juszczak, Reggiardo, Mehta, Klassen, Offringa.

Conflict of Interest Disclosures: Ms Smith
reported receiving honoraria from SickKids
Research Institute during the conduct of the study.
Dr Moher reported being on the North American
advisory board of The BMJ outside the submitted
work. Dr Doherty-Kirby reported receiving
honoraria from SickKids Research Institute during
the conduct of the study. Dr Gale reported receiving
grants from the National Institute for Health and
Care Research (NIHR), Medical Research Council,
Action Medical Research, Canadian Institutes of
Health Research, and Chiesi Pharmaceuticals,
honoraria from NIHR, nonfinancial support from
Chiesi Pharmaceuticals to attend educational
events, committee membership with NIHR, Medical
Research Council, and The Neonatal Society outside
the submitted work. Dr Purper-Ouakil reported
receiving personal fees from Mensia, Medice, and
Teva and nonfinancial support from Medice,
HAC Pharma, and Biocodex outside the submitted
work. Dr E. Cohen reported being a member of
the Committee to Evaluate Drugs outside the
submitted work. Dr Upton reported receiving
grants from ALK-Abelló, DBV Technologies,
and Sanofi/Regeneron, drug donation for an
investigator-initiated trial from Novartis, personal
fees from Viatris, Bausch Health, Pfizer, Pharming,
DBV Technologies, and AstraZeneca, honoraria
from AstraZeneca, and payment for expert
testimony from the Office of the Chief Coroner for
Ontario, serving on a data safety monitoring board
or advisory board for ALK-Abello, Pharming, and
Food Allergy Canada, and holding a leadership or
fiduciary role with Pharming, Canadian Society of
Allergy and Clinical Immunology, Ontario Medical
Association, and Food Allergy Canada outside
the submitted work. Dr Boerner reported grants
from the Canadian Institutes of Health Research,
Laurel Foundation, Pain BC/Pain Canada, BC
Children’s Hospital Research Institute, Mayday
Fund, Social Sciences and Humanities Research
Council, CHILD-BRIGHT, and Society of Pediatric
Psychology, nonfinancial support from ERA-NET
NEURON, Canadian Pain Society, Community Child
Health Endowment, personal fees from Laurel
Foundation, Simon Fraser University, Journal of
Pediatric Psychology, American Psychological
Association, Swiss National Science Foundation,
and University of Western Australia, award
payment from the International Association for
the Study of Pain, and employment as a registered
psychologist at BC Children’s Hospital and in private
practice as a registered psychologist outside the
submitted work. Ms Courtney reported receiving
honoraria from the SPIRIT | CONSORT-C project
during the conduct of the study; and grants from
the Ontario Child Health Support Unit outside
the submitted work. Mr Konstantinidis reported
employment by Alexion Pharmaceuticals Inc
outside the submitted work. Dr Kolehmainen
reported receiving grants from the University of
Newcastle Upon Tyne and NIHR during the conduct
of the study; and receiving grants, contracts, and
travel support from NIHR, Health Education
England, and Engineering and Physical Sciences
Research Council and being the deputy director for

the Newcastle Health Innovation Partners Academy
outside the submitted work. Dr Morris reported
receiving personal fees from GSK, Pfizer, and
Sanofi-Pasteur outside the submitted work.
Dr Friedrichsdorf reported receiving personal fees
from Reckitt Health Care UK Ltd outside the
submitted work. Ms Chute Nagy reported
honoraria from SickKids Research Institute during
the conduct of the study. No other disclosures
were reported.

Funding/Support: This work is supported by
the Canadian Institutes of Health Research (CIHR)
knowledge synthesis grant (KRS 329021), the
Ontario Child Health Support Unit, and CIHR
Strategy for Patient-Oriented Research Innovative
Clinical Trial multiyear grant from the CIHR
(MYG 171 684).

Role of the Funder/Sponsor: The funders had no
role in the design and conduct of the study;
collection, management, analysis, and
interpretation of the data; preparation, review,
or approval of the manuscript; and decision to
submit the manuscript for publication.

Disclaimer: This article reflects the views of the
authors, the Delphi participants, Young Person
Reporting Guideline workshop attendees, and
the consensus meeting participants and may not
represent the views of the broader interest holder
groups, the authors’ institutions, or other
affiliations.

Data Sharing Statement: All data supporting
the findings of this study are available within the
article and the online web appendices. Individual,
anonymized responses from panelists or pilot
testers are available from the corresponding author
upon reasonable request.

Additional Contributions: The authors thank all
contributors involved with the development of
SPIRIT-C 2026 and CONSORT-C 2026, including the
Core Project Team members, International Advisory
Group, International Youth Involvement Steering
Committee, Youth Advisory Group, Family
Caregiver Advisory Group, Delphi panelists,
consensus meeting attendees, and pilot testers
(eAppendix 2 in Supplement 1). The authors are
grateful to the following facilitators of the Young
Person Reporting Guideline workshops: Matthew
Prebeg, MHSc (Canada workshops, compensated
for work), Jennifer Preston, BA(Hons) (England
workshops, not compensated for work),
Segolene Gaillard, DEA (France workshops,
not compensated), Pamela Dicks, PhD (Scotland
workshops, not compensated), and Begonya Nafria
Escalera, BA (Spain workshops, not compensated),
and all attendees of the Young Person Reporting
Guideline workshops. The authors thank Andrea
Chiaramida, BA (not compensated), Niloofar Ganji,
MSc (not compensated), Ellen B. M. Elsman, PhD
(not compensated), Amanda Doherty-Kirby, PhD
(coauthor, not compensated), Tanya Chute Nagy
(coauthor, compensated patient partner), Krystle
Amog, MSc (not compensated), Riddhi Desai, MSc
(not compensated), and Alison Howie, MSc (not
compensated), for pilot testing the Delphi round 1
and/or round 2 surveys and Adrian Sammy, MPH,
for his assistance with notetaking during the
consensus meeting. Regarding patient and public
involvement, a patient engagement lead (M.S.)
was part of the SPIRIT | CONSORT-C Core Project
Team. We formed a Youth Advisory Group and
Family Caregiver Advisory Group (eAppendix 2 in
Supplement 1); 3 members of the Family Caregiver

Advisory Group (A.D.K., K.C., T.C.N.) are coauthors
of this article. The Delphi study was completed by
10 family caregivers and 4 young people (aged
19-24 years) (eAppendix 2 in Supplement 1). The
Young Person Reporting Guideline workshops
were attended by a total of 42 youth from Canada,
England, France, Spain, and Scotland. The patient
and public involvement in this project is described
in a separate publication.56

Additional Information: The CONSORT-C 2026
extension is being simultaneously published in
The BMJ, The Lancet Child and Adolescent Health,
and JAMA Pediatrics. Ethical approval was not
required, as confirmed by The Hospital for Sick
Children’s research ethics committee. CONSORT-C
2026 will be disseminated to participants and
related patient and public communities through the
SPIRIT | CONSORT-C website (https://lab.research.
sickkids.ca/enrich/reporting-standards/spirit-
consort-c/), where materials for patients and public
members will be freely accessible. This article was
not commissioned and was externally peer
reviewed.

REFERENCES

1. World Health Organization. Guidance for best
practices for clinical trials. Accessed December 17,
2024. https://iris.who.int/bitstream/handle/10665/
378782/9789240097711-eng.pdf?sequence=1

2. Cohen E, Goldman RD, Ragone A, et al. Child vs
adult randomized controlled trials in specialist
journals: a citation analysis of trends, 1985-2005.
Arch Pediatr Adolesc Med. 2010;164(3):283-288.
doi:10.1001/archpediatrics.2009.291

3. Groff ML, Offringa M, Emdin A, Mahood Q,
Parkin PC, Cohen E. Publication trends of pediatric
and adult randomized controlled trials in general
medical journals, 2005-2018: a citation analysis.
Children (Basel). 2020;7(12):293. doi:10.3390/
children7120293

4. Brewster R, Wong M, Magnani CJ, et al. Early
discontinuation, results reporting, and publication
of pediatric clinical trials. Pediatrics. 2022;149(4):
e2021052557. doi:10.1542/peds.2021-052557

5. Pica N, Bourgeois F. Discontinuation and
nonpublication of randomized clinical trials
conducted in children. Pediatrics. 2016;138(3):
e20160223. doi:10.1542/peds.2016-0223

6. Bhaloo Z, Adams D, Liu Y, et al. Primary
outcomes reporting in trials (PORTal): a systematic
review of inadequate reporting in pediatric
randomized controlled trials. J Clin Epidemiol. 2017;
81:33-41. doi:10.1016/j.jclinepi.2016.09.003

7. Gates A, Hartling L, Vandermeer B, et al.
The conduct and reporting of child health research:
an analysis of randomized controlled trials
published in 2012 and evaluation of change over
5 years. J Pediatr. 2018;193:237-244.e37.
doi:10.1016/j.jpeds.2017.09.014

8. Gates A, Caldwell P, Curtis S, et al. Consent and
recruitment: the reporting of paediatric trials
published in 2012. BMJ Paediatr Open. 2018;2(1):
e000369. doi:10.1136/bmjpo-2018-000369

9. Yu AM, Balasubramanaiam B, Offringa M,
Kelly LE. Reporting of interventions and “standard
of care” control arms in pediatric clinical trials:
a quantitative analysis. Pediatr Res. 2018;84(3):
393-398. doi:10.1038/s41390-018-0019-7

10. Zaslawski Z, Balasubramanaiam B, Kelly LE.
Is your standard, my standard? why control arm

CONSORT–Children and Adolescents (CONSORT-C) 2026 Extension Statement Special Communication Clinical Review & Education

jamapediatrics.com (Reprinted) JAMA Pediatrics Published online February 24, 2026 E11

© 2026 American Medical Association. All rights reserved, including those for text and data mining, AI training, and similar technologies.

Downloaded from jamanetwork.com by STEFANIA La Grutta on 02/25/2026

https://jamanetwork.com/journals/jama/fullarticle/10.1001/jamapediatrics.2026.0104?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jamapediatrics.2026.0104?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jamapediatrics.2026.0104?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://lab.research.sickkids.ca/enrich/reporting-standards/spirit-consort-c/
https://lab.research.sickkids.ca/enrich/reporting-standards/spirit-consort-c/
https://lab.research.sickkids.ca/enrich/reporting-standards/spirit-consort-c/
https://iris.who.int/bitstream/handle/10665/378782/9789240097711-eng.pdf?sequence=1
https://iris.who.int/bitstream/handle/10665/378782/9789240097711-eng.pdf?sequence=1
https://jamanetwork.com/journals/jama/fullarticle/10.1001/archpediatrics.2009.291?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://dx.doi.org/10.3390/children7120293
https://dx.doi.org/10.3390/children7120293
https://dx.doi.org/10.1542/peds.2021-052557
https://dx.doi.org/10.1542/peds.2016-0223
https://dx.doi.org/10.1016/j.jclinepi.2016.09.003
https://dx.doi.org/10.1016/j.jpeds.2017.09.014
https://dx.doi.org/10.1136/bmjpo-2018-000369
https://dx.doi.org/10.1038/s41390-018-0019-7
http://www.jamapediatrics.com?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104


reporting matters in pediatric clinical trials. Pediatr
Res. 2020;88(4):544-545. doi:10.1038/s41390-
020-0974-7

11. Suppree JS, Hart S, Keshwara SM, et al.
Assessing the reporting quality of pediatric
neuro-oncology protocols, abstracts, and trials:
adherence to the SPIRIT and CONSORT statements.
Neurooncol Pract. 2024;11(5):617-632. doi:10.1093/
nop/npae042

12. Thomson D, Hartling L, Cohen E, Vandermeer B,
Tjosvold L, Klassen TP. Controlled trials in children:
quantity, methodological quality and descriptive
characteristics of pediatric controlled trials
published 1948-2006. PLoS One. 2010;5(9):e13106.
doi:10.1371/journal.pone.0013106

13. Li G, Liu Y, Zhang J, et al. Missing outcome
data in recent perinatal and neonatal clinical trials.
Pediatrics. 2024;153(3):e2023063101. doi:10.1542/
peds.2023-063101

14. Monsour A, Mew EJ, Patel S, et al. Primary
outcome reporting in adolescent depression clinical
trials needs standardization. BMC Med Res Methodol.
2020;20(1):129. doi:10.1186/s12874-020-01019-6

15. Baba A, Tay J, Sammy A, et al. Paper I:
heterogeneous use of registry data for participant
identification and primary outcome ascertainment
is found in registry-based randomized controlled
trials: a scoping review. J Clin Epidemiol. 2023;159:
289-299. doi:10.1016/j.jclinepi.2023.04.016

16. Joseph PD, Craig JC, Caldwell PH. Clinical trials
in children. Br J Clin Pharmacol. 2015;79(3):357-369.
doi:10.1111/bcp.12305

17. Lagler FB, Hirschfeld S, Kindblom JM.
Challenges in clinical trials for children and young
people. Arch Dis Child. 2021;106(4):321-325.
doi:10.1136/archdischild-2019-318676

18. Speer EM, Lee LK, Bourgeois FT, et al. The state
and future of pediatric research—an introductory
overview. Pediatr Res. 2023;1–5:1-5. doi:10.1038/
s41390-022-02439-4

19. Research: increasing value, reducing waste.
Lancet. January 8, 2014. Accessed March 12, 2025.
https://www.thelancet.com/series/research

20. Cobo E, Cortés J, Ribera JM, et al. Effect of
using reporting guidelines during peer review
on quality of final manuscripts submitted to
a biomedical journal: masked randomised trial.
BMJ. 2011;343:d6783. doi:10.1136/bmj.d6783

21. Turner L, Shamseer L, Altman DG, et al.
Consolidated Standards of Reporting Trials
(CONSORT) and the completeness of reporting
of randomised controlled trials (RCTs) published
in medical journals. Cochrane Database Syst Rev.
2012;11(11):MR000030. doi:10.1002/14651858.
MR000030.pub2

22. Shamseer L, Hopewell S, Altman DG,
Moher D, Schulz KF. Update on the endorsement of
CONSORT by high impact factor journals: a survey
of journal “Instructions to Authors” in 2014. Trials.
2016;17(1):301. doi:10.1186/s13063-016-1408-z

23. Hopewell S, Chan AW, Collins GS, et al.
CONSORT 2025 statement: updated guideline
for reporting randomised trials. BMJ. 2025;389:
e081123. doi:10.1136/bmj-2024-081123

24. Rocchi F, Tomasi P. The development of
medicines for children. Part of a series on Pediatric
Pharmacology, guest edited by Gianvincenzo
Zuccotti, Emilio Clementi, and Massimo Molteni.

Pharmacol Res. 2011;64(3):169-175. doi:10.1016/j.
phrs.2011.01.016

25. Clyburne-Sherin AV, Thurairajah P,
Kapadia MZ, Sampson M, Chan WW, Offringa M.
Recommendations and evidence for reporting
items in pediatric clinical trial protocols and reports:
two systematic reviews. Trials. 2015;16:417.
doi:10.1186/s13063-015-0954-0

26. Hamm MP, Hartling L, Milne A, et al.
A descriptive analysis of a representative sample
of pediatric randomized controlled trials published
in 2007. BMC Pediatr. 2010;10:96. doi:10.1186/
1471-2431-10-96

27. Li Q, Zhou Q, Florez ID, et al; RESCUE Working
Group. Reporting standards for child health
research were few and poorly implemented. J Clin
Epidemiol. 2023;158:141-148. doi:10.1016/j.jclinepi.
2023.03.017

28. Saint-Raymond A, Hill S, Martines J, Bahl R,
Fontaine O, Bero L. CONSORT 2010. Lancet. 2010;
376(9737):229-230. doi:10.1016/S0140-6736(10)
61134-8

29. Baba A, Offringa M. Transparent
reporting—SPIRIT-C/CONSORT-C pediatric updates.
JAMA Pediatr. 2024;178(2):111-112. doi:10.1001/
jamapediatrics.2023.5740

30. Sammy A, Baba A, Klassen TP, Moher D,
Offringa M. A decade of efforts to add value to
child health research practices. J Pediatr. 2024;265:
113840. doi:10.1016/j.jpeds.2023.113840

31. Baba A, Smith M, Potter BK, et al. CONSORT-C
2026 explanation and elaboration: recommendations
for enhancing the reporting and impact of paediatric
randomised trials. BMJ. 2026;392:e085063.

32. Baba A, Smith M, Potter BK, et al.
SPIRIT-Children and Adolescents (SPIRIT-C) 2026
extension statement: enhancing the reporting and
usefulness of paediatric randomised trial protocols.
BMJ. 2026;392:e085062.

33. EQUATOR Network. Enhancing the Quality
and Transparency of Health Research (EQUATOR)
Network. Accessed October 17, 2025. https://www.
equator-network.org/

34. Williams K, Thomson D, Seto I, et al; StaR Child
Health Group. Standard 6: age groups for pediatric
trials. Pediatrics. 2012;129(suppl 3):S153-S160.
doi:10.1542/peds.2012-0055I

35. Hardin AP, Hackell JM; Committee on Practice
and Ambulatory Medicine. Age limit of pediatrics.
Pediatrics. 2017;140(3):e20172151. doi:10.1542/peds.
2017-2151

36. World Health Organization. Adolescent health
in the South-East Asia Region. Accessed August 11,
2023. https://www.who.int/southeastasia/health-
topics/adolescent-health

37. World Health Organization. Adolescent health.
Accessed October 25, 2024. https://www.who.int/
health-topics/adolescent-health#tab=tab_1

38. United Nations. Convention on the rights of the
child. November 20, 1989. Accessed February 27,
2025. https://www.ohchr.org/en/instruments-
mechanisms/instruments/convention-rights-child

39. World Health Organization. Newborn health.
Accessed February 27, 2025. https://www.who.int/
westernpacific/health-topics/newborn-health#:~:
text=A%20newborn%20infant%2C%20or%
20neonate,to%20health%20care%20is%20low

40. Moher D, Schulz KF, Simera I, Altman DG.
Guidance for developers of health research
reporting guidelines. PLoS Med. 2010;7(2):e1000217.
doi:10.1371/journal.pmed.1000217

41. Hopewell S, Chan AW, Boutron I, et al. Protocol
for Updating the SPIRIT 2013 (Standard Protocol
Items: Recommendations for Interventional Trials)
and CONSORT 2010 (Consolidated Standards of
Reporting Trials) Statements. OSF; 2022:1-16.

42. Chan AW, Boutron I, Hopewell S, et al.
SPIRIT 2025 statement: updated guideline for
protocols of randomised trials. BMJ. 2025;389:
e081477. doi:10.1136/bmj-2024-081477

43. Tunn R, Boutron I, Chan AW, et al. Methods
used to develop the SPIRIT 2024 and CONSORT
2024 statements. J Clin Epidemiol. 2024;169:111309.
doi:10.1016/j.jclinepi.2024.111309

44. Boutron I, Altman DG, Moher D, Schulz KF,
Ravaud P; CONSORT NPT Group. CONSORT
statement for randomized trials of nonpharmacologic
treatments: a 2017 update and a CONSORT
extension for nonpharmacologic trial abstracts. Ann
Intern Med. 2017;167(1):40-47. doi:10.7326/M17-0046

45. Butcher NJ, Monsour A, Mew EJ, et al.
Guidelines for reporting outcomes in trial protocols:
the SPIRIT-Outcomes 2022 extension. JAMA. 2022;
328(23):2345-2356. doi:10.1001/jama.2022.21243

46. Butcher NJ, Monsour A, Mew EJ, et al.
Guidelines for reporting outcomes in trial reports:
the CONSORT-Outcomes 2022 extension. JAMA.
2022;328(22):2252-2264. doi:10.1001/jama.2022.
21022

47. Campbell MK, Piaggio G, Elbourne DR,
Altman DG; CONSORT Group. Consort 2010
statement: extension to cluster randomised trials.
BMJ. 2012;345:e5661. doi:10.1136/bmj.e5661

48. Korevaar DA, Cohen JF, Reitsma JB, et al.
Updating standards for reporting diagnostic
accuracy: the development of STARD 2015. Res
Integr Peer Rev. 2016;1:7. doi:10.1186/s41073-
016-0014-7

49. Page MJ, McKenzie JE, Bossuyt PM, et al.
Updating guidance for reporting systematic
reviews: development of the PRISMA 2020
statement. J Clin Epidemiol. 2021;134:103-112.
doi:10.1016/j.jclinepi.2021.02.003

50. Piaggio G, Elbourne DR, Pocock SJ, Evans SJ,
Altman DG; CONSORT Group. Reporting of
noninferiority and equivalence randomized trials:
extension of the CONSORT 2010 statement. JAMA.
2012;308(24):2594-2604. doi:10.1001/jama.2012.
87802

51. Elsman EBM, Mokkink LB, Terwee CB, et al.
Guideline for reporting systematic reviews of
outcome measurement instruments (OMIs):
PRISMA-COSMIN for OMIs 2024. J Clin Epidemiol.
2024;173:111422. doi:10.1016/j.jclinepi.2024.111422

52. Yap C, Rekowski J, Ursino M, et al. Enhancing
quality and impact of early phase dose-finding
clinical trial protocols: SPIRIT Dose-Finding
Extension (SPIRIT-DEFINE) guidance. BMJ. 2023;
383:e076386. doi:10.1136/bmj-2023-076386

53. Yap C, Solovyeva O, de Bono J, et al. Enhancing
reporting quality and impact of early phase
dose-finding clinical trials: CONSORT Dose-Finding
Extension (CONSORT-DEFINE) guidance. BMJ.
2023;383:e076387. doi:10.1136/bmj-2023-076387

54. Schlussel MM, Sharp MK, de Beyer JA, et al.
Reporting guidelines used varying methodology

Clinical Review & Education Special Communication CONSORT–Children and Adolescents (CONSORT-C) 2026 Extension Statement

E12 JAMA Pediatrics Published online February 24, 2026 (Reprinted) jamapediatrics.com

© 2026 American Medical Association. All rights reserved, including those for text and data mining, AI training, and similar technologies.

Downloaded from jamanetwork.com by STEFANIA La Grutta on 02/25/2026

https://dx.doi.org/10.1038/s41390-020-0974-7
https://dx.doi.org/10.1038/s41390-020-0974-7
https://dx.doi.org/10.1093/nop/npae042
https://dx.doi.org/10.1093/nop/npae042
https://dx.doi.org/10.1371/journal.pone.0013106
https://dx.doi.org/10.1542/peds.2023-063101
https://dx.doi.org/10.1542/peds.2023-063101
https://dx.doi.org/10.1186/s12874-020-01019-6
https://dx.doi.org/10.1016/j.jclinepi.2023.04.016
https://dx.doi.org/10.1111/bcp.12305
https://dx.doi.org/10.1136/archdischild-2019-318676
https://dx.doi.org/10.1038/s41390-022-02439-4
https://dx.doi.org/10.1038/s41390-022-02439-4
https://www.thelancet.com/series/research
https://dx.doi.org/10.1136/bmj.d6783
https://dx.doi.org/10.1002/14651858.MR000030.pub2
https://dx.doi.org/10.1002/14651858.MR000030.pub2
https://dx.doi.org/10.1186/s13063-016-1408-z
https://dx.doi.org/10.1136/bmj-2024-081123
https://dx.doi.org/10.1016/j.phrs.2011.01.016
https://dx.doi.org/10.1016/j.phrs.2011.01.016
https://dx.doi.org/10.1186/s13063-015-0954-0
https://dx.doi.org/10.1186/1471-2431-10-96
https://dx.doi.org/10.1186/1471-2431-10-96
https://dx.doi.org/10.1016/j.jclinepi.2023.03.017
https://dx.doi.org/10.1016/j.jclinepi.2023.03.017
https://dx.doi.org/10.1016/S0140-6736(10)61134-8
https://dx.doi.org/10.1016/S0140-6736(10)61134-8
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jamapediatrics.2023.5740?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jamapediatrics.2023.5740?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://dx.doi.org/10.1016/j.jpeds.2023.113840
https://www.equator-network.org/
https://www.equator-network.org/
https://dx.doi.org/10.1542/peds.2012-0055I
https://dx.doi.org/10.1542/peds.2017-2151
https://dx.doi.org/10.1542/peds.2017-2151
https://www.who.int/southeastasia/health-topics/adolescent-health
https://www.who.int/southeastasia/health-topics/adolescent-health
https://www.who.int/health-topics/adolescent-health#tab=tab_1
https://www.who.int/health-topics/adolescent-health#tab=tab_1
https://www.ohchr.org/en/instruments-mechanisms/instruments/convention-rights-child
https://www.ohchr.org/en/instruments-mechanisms/instruments/convention-rights-child
https://www.who.int/westernpacific/health-topics/newborn-health#:~:text=A%20newborn%20infant%2C%20or%20neonate%2cto%20health%20care%20is%20low
https://www.who.int/westernpacific/health-topics/newborn-health#:~:text=A%20newborn%20infant%2C%20or%20neonate%2cto%20health%20care%20is%20low
https://www.who.int/westernpacific/health-topics/newborn-health#:~:text=A%20newborn%20infant%2C%20or%20neonate%2cto%20health%20care%20is%20low
https://www.who.int/westernpacific/health-topics/newborn-health#:~:text=A%20newborn%20infant%2C%20or%20neonate%2cto%20health%20care%20is%20low
https://dx.doi.org/10.1371/journal.pmed.1000217
https://dx.doi.org/10.1136/bmj-2024-081477
https://dx.doi.org/10.1016/j.jclinepi.2024.111309
https://dx.doi.org/10.7326/M17-0046
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jama.2022.21243?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jama.2022.21022?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jama.2022.21022?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://dx.doi.org/10.1136/bmj.e5661
https://dx.doi.org/10.1186/s41073-016-0014-7
https://dx.doi.org/10.1186/s41073-016-0014-7
https://dx.doi.org/10.1016/j.jclinepi.2021.02.003
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jama.2012.87802?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://jamanetwork.com/journals/jama/fullarticle/10.1001/jama.2012.87802?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104
https://dx.doi.org/10.1016/j.jclinepi.2024.111422
https://dx.doi.org/10.1136/bmj-2023-076386
https://dx.doi.org/10.1136/bmj-2023-076387
http://www.jamapediatrics.com?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104


to develop recommendations. J Clin Epidemiol.
2023;159:246-256. doi:10.1016/j.jclinepi.2023.
03.018

55. Baba A, Smith M, Potter BK, Chan AW, Moher D,
Offringa M. Guidelines for reporting pediatric and
child health clinical trial protocols and reports:
study protocol for SPIRIT-Children and
CONSORT-Children. Trials. 2024;25(1):96.
doi:10.1186/s13063-024-07948-7

56. Baba A, Smith M, Preston J, et al. Experiences,
impact, and enablers of involving young people and
family caregivers in developing reporting guidelines
for paediatric randomised trials: a case study. Res
Involv Engagem. 2025;11(1):71. doi:10.1186/
s40900-025-00751-x

57. Foster M, Lisa Whitehead L, O’Sullivan TA,
Hill J, Mörelius E. A child-centred research checklist
to improve the design and reporting of paediatric
research studies: a descriptive mixed methods
study. Int J Nurs Stud. 2025;162:104958.
doi:10.1016/j.ijnurstu.2024.104958

58. Goren K, Lai VKW, Baba A, et al. Transparent
Reporting of pediatric clinical trial interventions:
TIDieR-Children and Adolescents. Pediatrics. 2025;
156(5):e2025072867. doi:10.1542/peds.2025-
072867

59. Turner L, Shamseer L, Altman DG, Schulz KF,
Moher D. Does use of the CONSORT Statement
impact the completeness of reporting of
randomised controlled trials published in medical

journals? a Cochrane review. Syst Rev. 2012;1:60.
doi:10.1186/2046-4053-1-60

60. Li G, Bhatt M, Wang M, Mbuagbaw L,
Samaan Z, Thabane L. Enhancing primary reports
of randomized controlled trials: three most
common challenges and suggested solutions.
Proc Natl Acad Sci U S A. 2018;115(11):2595-2599.
doi:10.1073/pnas.1708286114

61. Jin Y, Sanger N, Shams I, et al. Does the
medical literature remain inadequately described
despite having reporting guidelines for 21 years?
a systematic review of reviews: an update.
J Multidiscip Healthc. 2018;11:495-510.
doi:10.2147/JMDH.S155103

62. Samaan Z, Mbuagbaw L, Kosa D, et al.
A systematic scoping review of adherence to
reporting guidelines in health care literature.
J Multidiscip Healthc. 2013;6:169-188.

63. Blanco D, Biggane AM, Cobo E; MiRoR
Network. Are CONSORT checklists submitted by
authors adequately reflecting what information
is actually reported in published papers? Trials.
2018;19(1):80. doi:10.1186/s13063-018-2475-0

64. Instructions to Authors. J Pediatr Psychol.
Accessed January 31, 2025. https://academic.oup.
com/jpepsy/pages/author_instructions

65. Study protocol. Trials. Accessed January 31,
2025. https://trialsjournal.biomedcentral.com/
submission-guidelines/preparing-your-manuscript/
study-protocol

66. Wang P, Wolfram D, Gilbert E. Endorsements of
five reporting guidelines for biomedical research by
journals of prominent publishers. PLoS One. 2024;
19(2):e0299806. doi:10.1371/journal.pone.0299806

67. Song E, Ang L, Park JY, et al. A scoping review
on biomedical journal peer review guides for
reviewers. PLoS One. 2021;16(5):e0251440.
doi:10.1371/journal.pone.0251440

68. Larson EL, Cortazal M. Publication guidelines
need widespread adoption. J Clin Epidemiol. 2012;
65(3):239-246. doi:10.1016/j.jclinepi.2011.07.008

69. Glasziou P, Altman DG, Bossuyt P, et al.
Reducing waste from incomplete or unusable
reports of biomedical research. Lancet. 2014;383
(9913):267-276. doi:10.1016/S0140-6736(13)
62228-X

70. Dechartres A, Trinquart L, Atal I, et al.
Evolution of poor reporting and inadequate
methods over time in 20 920 randomised
controlled trials included in Cochrane reviews:
research on research study. BMJ. 2017;357:j2490.
doi:10.1136/bmj.j2490

71. Blanco D, Altman D, Moher D, Boutron I,
Kirkham JJ, Cobo E. Scoping review on
interventions to improve adherence to reporting
guidelines in health research. BMJ Open. 2019;9(5):
e026589. doi:10.1136/bmjopen-2018-026589

CONSORT–Children and Adolescents (CONSORT-C) 2026 Extension Statement Special Communication Clinical Review & Education

jamapediatrics.com (Reprinted) JAMA Pediatrics Published online February 24, 2026 E13

© 2026 American Medical Association. All rights reserved, including those for text and data mining, AI training, and similar technologies.

Downloaded from jamanetwork.com by STEFANIA La Grutta on 02/25/2026

https://dx.doi.org/10.1016/j.jclinepi.2023.03.018
https://dx.doi.org/10.1016/j.jclinepi.2023.03.018
https://dx.doi.org/10.1186/s13063-024-07948-7
https://dx.doi.org/10.1186/s40900-025-00751-x
https://dx.doi.org/10.1186/s40900-025-00751-x
https://dx.doi.org/10.1016/j.ijnurstu.2024.104958
https://dx.doi.org/10.1542/peds.2025-072867
https://dx.doi.org/10.1542/peds.2025-072867
https://dx.doi.org/10.1186/2046-4053-1-60
https://dx.doi.org/10.1073/pnas.1708286114
https://dx.doi.org/10.2147/JMDH.S155103
https://www.ncbi.nlm.nih.gov/pubmed/23671390
https://dx.doi.org/10.1186/s13063-018-2475-0
https://academic.oup.com/jpepsy/pages/author_instructions
https://academic.oup.com/jpepsy/pages/author_instructions
https://academic.oup.com/jpepsy/pages/author_instructions
https://trialsjournal.biomedcentral.com/submission-guidelines/preparing-your-manuscript/study-protocol
https://trialsjournal.biomedcentral.com/submission-guidelines/preparing-your-manuscript/study-protocol
https://trialsjournal.biomedcentral.com/submission-guidelines/preparing-your-manuscript/study-protocol
https://dx.doi.org/10.1371/journal.pone.0299806
https://dx.doi.org/10.1371/journal.pone.0251440
https://dx.doi.org/10.1016/j.jclinepi.2011.07.008
https://dx.doi.org/10.1016/S0140-6736(13)62228-X
https://dx.doi.org/10.1016/S0140-6736(13)62228-X
https://dx.doi.org/10.1136/bmj.j2490
https://dx.doi.org/10.1136/bmjopen-2018-026589
http://www.jamapediatrics.com?utm_campaign=articlePDF%26utm_medium=articlePDFlink%26utm_source=articlePDF%26utm_content=jamapediatrics.2026.0104

