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Key elements for reporting this item:

* What are unanswered questions about other paediatric
age groups, other developmental stages, and short term or
long term effects on development

* What are unanswered questions specific to
children/adolescents, with explanation of the reasons for
not clarifying these issues within this trial

* What are questions arising from the current study,
especially those with potential impacts on safety, short
term or long term effects on development, implying
limitations for paediatric use

* Next steps in the evaluation of the intervention studied
before it can be recommended for clinical practice or in
other paediatric age groups or other developmental stages
* Need for long term (developmental) follow up studies,
future trial phases, further preclinical studies.

Examples:

“The mean time in the target glucose range was 10
percentage points higher and the mean glycated
hemoglobin level was 0.4 percentage points (4 mmol per
mole) lower in the closed-loop group than in the control
group at 12 months, but these results did not reach the
pre-specified significance thresholds, and it is possible that
a greater improvement in glucose control with attainment
of normoglycemia could prevent the decline in C-peptide
secretion.lerencel Fyrther research is needed to definitively
rule out a role of glycemic burden in the decline of C-
peptide secretion. In addition, the greater mean time below
the target glucose range and greater mean glycemic
coefficient of variation observed in the closed-loop group
may have reduced beta-cell viability.[eerencel”

Boughton CK, Allen JM, Ware J, et al; CLOuD Consortium. Closed-Loop Therapy and

Preservation of C-Peptide Secretion in Type 1 Diabetes. N Engl J Med 2022;387:882-
93. doi:10.1056/NEJM0a2203496.

See the E&E for more examples.
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Explanation and Elaboration: 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:€085063. doi: 10.1136/bmj-2025-085063

More resources are available at: https://lab.research.sickkids.ca/enrich/reporting-standards/spirit-consort-c/.
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