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P-ICECAP

F101 Eligibility V2 (04-Mar-2024)

Version2 o
Qo1 Protocol version | | Version 3 R
Version4 ¥

Inclusion Criteria

Age 2 days to less than 18 years N Ye
Qn Age defined with corrected gestational age of at least 38 weeks. oMo Ores

Q12 Chest compressions for at least 2 minutes | O No O Yes

Q13 Coma or encephalopathy after resuscitation from OHCA| (QNo (O Yes

Requires mechanical ventilation
Q14 Airway must be stable via an endotracheal tube ora | () No O Yes
tracheostomy tube.

Q15 Definitive temperature control device initiated | OQNo (O Yes
Q16 Randomization within 6 hours of ROSC| (QNo (O Yes
Q17 Informed consent from LAR ONo (O Yes

LAR must intend to maintain life support for 120 hours.

Exclusion Criteria

Q52 Glasgow Coma motor score equalto6 [ (QNo (O Yes
Q53 LAR does not speak English or Spanish| OQNo (O Yes
Q54 Duration of OHCA CPR greater than 60 minutes | OQNo (O Yes

Severe hemodynamic instability
Instability that includes the requirement of continuous infusion No Yes
Q55 of epinephrine or norepinephrine of 2 ug/kg/minute or initiation O O
of ECMO.

Pre-existing severe neurodevelopmental deficits
Q56 | Severe neurodevelopment deficits include a PCPC score equal | QNo (O Yes
to 5 or progressive degenerative encephalopathy.

Pre-existing terminal iliness, unlikely to survive to one
Q57 year ONo (QYes
Cardiac arrest associated with brain, thoracic, or
Q58 abdominal trauma ONo  (OYes
Q59 Active and refractory severe bleeding prior to ONo (O Yes

randomization

Extensive burns or skin lesions incompatible with surface
Q60 cooling ONo  (OYes

Q61 | Planned early withdrawal of life support before 120 hours [ OQNo (O Yes

Q62 Sickle cellanemia| OQNo (O Yes

Q63 Pre-existing cryoglobulinemia [ (No (O Yes

Signature and date
of site investigator
confirming eligibility Print name Signature Date
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Q64 Non-fatal drowning in ice covered water [ OQNo (O Yes
Q65 Central nervous system tumogrxmoﬁﬂg:)aigg ONo (O Yes
Q66 Previous enrollment in P-ICECAP trial [ OQNo (O Yes
Q67 Prisoner| QNo (O Yes
Q68 Chronic hypothermia| OQNo (O Yes
Q69 New post-cardiac arrest diabetes insipidus | QNo () Yes
Q70 Pregnant| QNo (O Yes

General comments

Signature and date
of site investigator
confirming eligibility Print name Signature Date

Missing data checking: R Rejection

Medical University of South Carolina « Data Coordination Unit ¢« Downloaded from http:/webdcu.musc.edu on 10/1/2025 11:11:29 AM



