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to terminate the trial
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Plans for collecting, assessing, reporting, and
managing solicited and spontaneously reported
adverse events and other unintended effects of
trial interventions or trial conduct
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Frequency and procedures for auditing trial
conduct, if any, and whether the process will be
independent from investigators and the sponsor
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Research ethics
approval
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Plans for seeking research ethics
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approval
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Protocol
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investigators, REC/IRBs, trial participants, trial
registries, journals, regulators)
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Who will obtain informed consent or assent from
potential trial participants or authorised
surrogates, and how (see Item 32)
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Additional consent provisions for collection and
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in ancillary studies, if applicable
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Confidentiality
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before, during, and after the trial
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Provisions, if any, for ancillary and post-trial care,
and for compensation to those who suffer harm
from trial participation

None of the
interventions affects
the health and
integrity of the
participants. The
exercises proposed
for each type of
training will be
adapted to the
physical condition of
each participant to
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performing physical
exercise.
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communicate trial results to participants,
healthcare professionals, the public, and other
relevant groups (eg, via publication, reporting in
results databases, or other data sharing
arrangements), including any publication
restrictions

Page 14

31b

Authorship eligibility guidelines and any intended
use of professional writers
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Plans for collection, laboratory evaluation, and
storage of biological specimens for genetic or
molecular analysis in the current trial and for
future use in ancillary studies, if applicable
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