CONSORT Flow Diagram — fill-in template

Participant flow for a two-arm randomised trial, per CONSORT 2025 item on participant flow. Add arms as needed.

ENROLLMENT

Assessed for eligibility (n = )

Excluded (n= )

Not meeting inclusion criteria (n = )

Declined to participate (n = )
Other reasons (n = )

Randomised (n = )

ALLOCATION

A 4

h 4

Allocated to intervention (n = )
Received allocated intervention (n = )
Did not receive allocated intervention

(give reasons) (n = )

Allocated to comparator (n = )
Received allocated comparator (n = )
Did not receive allocated comparator

(give reasons) (n = )

FOLLOW-UP

v

v

Lost to follow-up (give reasons) (n = )
Discontinued intervention

(give reasons) (n = )

Lost to follow-up (give reasons) (n = )
Discontinued intervention

(give reasons) (n = )

ANALYSIS

v

v

Analysed (n = )

Excluded from analysis

(give reasons) (n = )

Analysed (n = )

Excluded from analysis

(give reasons) (n = )

WHAT REVIEWERS CHECK FIRST

Counts must reconcile. Everyone assessed appears exactly once below: assessed = excluded + randomised, and each arm's
allocated n flows through follow-up into analysis. A diagram that does not add up is read as a trial that does not add up.
Reasons, not just numbers. Every exclusion, loss, and discontinuation carries a reason — “n = 12 lost” alone is a red flag.
Analysed n = your results tables. The analysis boxes must match the denominators reported for the primary outcome, and the
analysis population (intention-to-treat, modified ITT, per-protocol) should be named in the box or its caption.

Fill-in template following the participant-flow diagram of the CONSORT 2025 statement (published April 2025 in JAMA, The Lancet,
The BMJ, Nature Medicine, and PLoS Medicine; see consort-spirit.org for the official materials). For multi-arm trials, add a column per arm.
Annotated template by PeerReviewAl — peerreviewai.org/guides/consort-checklist.




