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#1574 1 : Definition of Emergency Research

CIOMS 2016
(Guideline 16)

Research protocols are sometimes designed to address conditions occurring
suddenly and rendering the patients or participants incapable of giving informed
consent. Examples are sepsis, head trauma, cardiopulmonary arrest and stroke
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A planned clinical investigation that requires prior written FDA authorization to
proceed and involves subject(s) who are in a life-threatening situation for which
available treatments or in vitro diagnostic tests are unproven or unsatisfactory
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Research in Emergency care situation (CIOMS 2016)
conditions occurring suddenly and rendering the
patients or participants incapable of giving informed consent

Prospectively identify
potential population

YES

Prospectively informed consent
with potential population/LAR

NO

Possible duration to get
informed consent from LAR

YES

Obtain informed consent

from LAR, before recruitment

NO

1. IRB approved for waiver of
informed consent

2. notify subject/LAR as soon as possible
and informed consent to continue in
the research

3. Publicized within the community
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