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Annotations key: 

Table name 

Column name followed by: # or $N 
# = numeric 
$N = character N= Length 

Format   (name) 
Code list 

Conditional choice set 

Calculated / Derived variable 

Value not provided 

Table name_Child table name 

Variable in Question Group 

Notes: 

SubjectID is a randomly generated ID number that uniquely identifies an enrolled 
(randomized) subject across datasets, it does not contain information about original 
site. For instances of multiple records per enrolled subjected in a dataset, SubjectID and 
ItemGroupRepeatKey are used. Similarly, if there are multiple forms filled per subject, 
the variables StudyDay, Phase, Occurrence, StudyEvent, or VABSPhase are used with 
SubjectID as needed. 

All out of range and other questionable data has been included in the public use 
datasets. 

Sensitive and/or identifying information entered in free text fields have been removed 
from the public use datasets. 

Randomization Day will be coded as 0 (Day 0) and all other dates will be recoded as 
number of days after Day 0. 
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Demographics (1 of 1) 

SubjectID 

Demographic Information 

Gender # 
race* 
2 = Asian 
3 = Black or African American 
5 = White 
97 = Unknown 
95 = Other Race # 

Ethnicity # 

ethnic 
1 = Hispanic or Latino 
2 = Not Hispanic or Latino 
97 = Stated as Unknown 

gender 
1 = Male 
2 = Female 

Value not provided 

Value not provided 

*Note: Recoded values 1 and 4 (American Indian or Alaska Native and Native Hawaiian or Other Pacific Islander) as 95 (Other) 

Derived variables included in the Demographics dataset: 

Variable Format Type Label Algorithm / Notes 
ageyrs # Age at Randomization (years) Randomization Date - Birthdate 
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Eligibility (1 of 1) 

SubjectID 
Eligibility 

ScreenDay # ScreenTime $6 

ArrestLoc # 
DV6739G 
1 = Out of hospital arrest 
2 = In-hospital arrest: Non-study hospital 
3 = In-hospital arrest: Study hospital 

ConsentDay # ConsentTime $6 

DV6738G 
1 = Hypothermia 
2 = Normothermia 

DayRand # TimeRand $6 

TreatGroup # 
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CardiacPatients_v2 (1 of 1) 

SubjectID 

Cardiac Patients 

CHDYN # 

TwoVentrYN # 

ArrhythmiaYN # 

CardiomyoYN # 

CardiacSurgYN # 

NorwoodYN # 

YNs 
1 = Yes 
0 = No 
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BLNeurobehavioral (1 of 1) 

SubjectID 

Baseline Neurobehavioral 

YN 
1 = Yes 
0 = No VABS_YN # 

POPC # 

PCPC # 

VABSDay # VABSTime $6 

DV6787G 
1 = Good 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 
5 = Coma or vegetative state 
6 = Death DV6788G 

1 = Normal 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 
5 = Coma or vegetative state 
6 = Death 
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FamilyHouseInfo (1 of 2) 

SubjectID 

Family and Household Information 

CaregivRel # 

CaregiveGend # 

DV6781G 
1 = Biological or adopted parent 
2 = Step parent 
3 = Foster parent 
4 = Grandparent 
5 = Other legal guardian 
95 = Other (specify) 
98 = Question not answered 

CaregivMarit # 
DV6782G 
1 = Married 
2 = Separated or divorced 
3 = Never married 
4 = Widowed 
98 = Question not answered 

CaregivEdu # 

DV6784G 
1 = Less than $30,000 
2 = $30,000 to < $50,000 
3 = $50,000 or more 
97 = Stated as unknown 
98 = Question not answered 

FamilyIncome # 

DV6783G 
1 = No education 
2 = Some high school or less 
3 = High school graduate or GED 
4 = Vocational school or some college 
5 = College degree 
6 = Graduate or doctoral degree 
98 = Question not answered 

DV6785G 
1 = At home with parents/guardian 
2 = Foster care 
3 = Acute hospital 
4 = Inpatient rehabilitation hospital 
5 = Chronic care or skilled nursing facility 
95 = Other 
98 = Question not answered 

ChildReside # 

LimitedActiv # 

DV6786G 
1 = Not limited 
2 = Limited a little 
3 = Limited a lot 
98 = Question not answered 

DV6780G 
1 = Male 
2 = Female 

Value not provided 

Value not provided 

Value not provided 
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FamilyHouseInfo (2 of 2) 

DV6792G 
1 = Strongly agree 
2 = Agree 
3 = Disagree 
4 = Strongly Disagree 
98 = Question not answered 

FADPlanning # 

FADCrisis # 

FADCantTalk # 

FADFamAccept # 

FADNoDiscuss # 

FADExpress # 

FADBadFeel # 

FADAreAccept # 

FADDecisions # 

FADSolveProb # 

FADGetAlong # 

FADConfide # 
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FamBurdenCHQ (1 of 2) 

SubjectID StudyPhase 
Family Burden CHQ 

CHQ91a # 

DV498G 
1 = Yes- limited a lot 
2 = Yes - limited some 
3 = Yes - limited a little 
4 = No - not limited 
5 = Not answered 

QOLDay # 

CHQ91b # 

CHQ91c # 

CHQ92a # 

CHQ92b # 

CHQ92c # 

DV495G 
1 = None at all 
2 = A little bit 
3 = Some 
4 = Quite a bit 
5 = A lot 
6 = Not answered 
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FamBurdenCHQ (2 of 2) 

DV496G 
1 = Very often 
2 = Fairly often 
3 = Sometimes 
4 = Almost never 
5 = Never 
6 = Not answered 

CHQ93a # 

CHQ93b # 

CHQ93c # 

CHQ93d # 

CHQ93e # 

CHQ93f # 
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FamBurdITQOL (1 of 2) 

SubjectID StudyPhase 

Family Burden ITQOL 

ITQOL91a # 

DV495G 
1 = None at all 
2 = A little bit 
3 = Some 
4 = Quite a bit 
5 = A lot 
6 = Not answered 

ITQOL91b # 

ITQOL91d # 

ITQOL91e # 

ITQOL91f # 

ITQOLDay # 

ITQOL91c # 

ITQOL91g # 
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  FamBurdITQOL (2 of 2) 

ITQOL92a # 

DV498G 
1 = Yes- limited a lot 
2 = Yes - limited some 
3 = Yes - limited a little 
4 = No - not limited 
5 = Not answered 

ITQOL92b # 

ITQOL92d # 

ITQOL92e # 

ITQOL92f # 

ITQOL92c # 

ITQOL92g # 

THAPCA-OH_Annotated PUD eCRF_v1.0 10 of 126
 



 

        
 

 
 
 
 

 
 
 

  

  

 
 

 
 

 

  

 

GestationalAge (1 of 1) 

SubjectID 

Gestational Age 

YNCND 
1 = Yes 
0 = No 
93 = Could not determine 

GestAgeBirth # 

GestAgeWeeks # 
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Baseline (1 of 3) 

SubjectID 

Baseline Assessments 

YN 
1 = Yes 
0 = No BLCultureYN # 

Baseline_CBC 

BLCBCYN # 

YN 
1 = Yes 
0 = No 

BLCBCDay # BLCBCTime $6 BLHgb # BLPlatelet # BLWBC # 

Baseline Liver 

BLLFTYN # 

YN 
1 = Yes 
0 = No 

BLLFTDay # BLLFTTime $6 BLALT # BLAST # BLLDH # BLBilirubin # 

BLCoagYN # 

YN 
1 = Yes 
0 = No 

Baseline_Coags 

BLCoagDay # BLCoagTime $6 BLPT # BLPTT # BLINR # 

SubjectID 

SubjectID 

SubjectID 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

ItemGroupRepeatKey 
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Baseline (2 of 3) 

BLPanEnzYN # 

YN 
1 = Yes 
0 = No 

Baseline _Pancreas 
BLPanEnzDay # BLPanEnzTime $6 BLAmylase # BLLipase # 

BLOthChemYN # 

YN 
1 = Yes 
0 = No 

Baseline _Chemistry 

BLOthChemDay # BLOthChemTm $6 BLMagnesium # BLIonizedCa # BLTotalCa # BLPhosphate # 

BLLactateYN # 

YN 
1 = Yes 
0 = No 

BLLactDay # BLLactTime $6 BLLactate # 

Baseline _Lactate 

ItemGroupRepeeatKey 

ItemGroupRepeeatKey 

ItemGroupRepeeatKey 

SubjectID 

SubjectID 

SubjectID 

THAPCA-OH_Annotated PUD eCRF_v1.0 13 of 126
 



 

        
 

 
 
 
 
 
 

  
 
 
 
 
  
  

 
 

  
 

 
 

 

 
 

  
 

  
 

  
 

  
 

  
 

  Baseline (3 of 3) 

BLABGDay # 

BLABGYN # 
YN 
1 = Yes 
0 = No 

BLABGTime $6 

BLABGpH # 

BLABGPaCO2 # 

BLABGPaO2 # 

BLABGSat # 

BLABGBicarb # 
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ArrEtiol (1 of 4) 

SubjectID 

Etiology of Cardiac Arrest 

DV7096G 
1 = Cardiovascular event 
2 = Neurological event 
3 = Congenital heart disease 
4 = Respiratory event 
5 = Multiple organ system failure (MOSF) 
6 = Drug overdose 
7 = Electrolyte imbalance 
95 = Other 
97 = Unknown 

PrimaryCause # 

Value not provided 

Value not provided 
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ArrEtiol (2 of 4) 

YN 
1 = Yes 
0 = No EtiolCardYN # 

ArrEtiol_EtiolCardio 
EtiolCardio # 

DV6764G 
1 = Cardiac arrhythmia w/o history of Congenital Heart Disease (CHD) 
2 = Hypovolemic shock (dehydration) 
3 = Septic shock with hypotension 
4 = Cardiomyopathy 
5 = Hemorrhage 
6 = Pulmonary hypertension 
95 = Other 

YN 
1 = Yes 
0 = No EtiolNeuroYN # 

ArrEtiol_EtiolNeuro 

EtiolNeuro # 

DV6765G 
1 = Seizure with apnea 
95 = Other 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

SubjectID 

SubjectID 

Value not provided 

Value not provided 
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ArrEtiol (3 of 4) 

YN 
1 = Yes 
0 = No EtiolCongYN # 

ArrEtiol_EtiolCongHrt 

EtiolCongHrt # 

DV6766G 
1 = Arrhythmia 
2 = Hypoxemia 
3 = Low cardiac output 
4 = Postoperative during hospitalization 
95 = Other 

YN 
1 = Yes 
0 = No 

EtiolRespYN # 

ArrEtiol_EtiolResp 
EtiolResp # 

DV6767G 
1 = ALTE (Acute Life Threatening Event) or SIDS like event 
2 = Apnea 
3 = Aspiration pneumonia (not drowning) 
4 = Drowning (with or without aspiration) 
5 = Respiratory asphyxia 
6 = Endotracheal tube misplacement 
7 = Respiratory failure (pneumonia, ARDS) 
95 = Other 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

SubjectID 

SubjectID 
Value not provided 

Value not provided 
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ArrEtiol (4 of 4) 

YN 
1 = Yes 
0 = No 

EtiolMOSF # 

EtiolDrugOv # 

EtiolElectro # 

OtherEtiol # 

Value not provided 

THAPCA-OH_Annotated PUD eCRF_v1.0 18 of 126
 



 

        
 

 
 
 

  

 
  

 
 

 
 

  
 

 
 

 

  
 

 
 

 
 

  
 

 
 

 

  
 

 
 

 
 

  
 

 
 

 

  
 

  
 

 
 

 
   

 

 
 

 
 
 

 
 

 
  

 
 

 
 

  
  
  
  

  
  

 

 

OHCardiacArr (1 of 7) 

SubjectID 

Outside Hospital Cardiac Arrest 

ArrestDay # TimeArrest $6 
TimeKnown # 

YN 
1 = Yes 
0 = No 

ArrestDur # 

CPRDay # CPRTime $6 
CPRKnown # 

YN 
1 = Yes 
0 = No 

CPRDuration # 

ROSCDay # ROSCTimeKnown $6 
ROSCKnown # 

YN 
1 = Yes 
0 = No 

ROCTimeEst # 

OHArrWitness # YNUD 
1 = Yes 
0 = No 
94 = Unable to determine OHCPRBystand # 

DV7093G 
1 = < 2 minutes 
2 = 2 to 5 minutes 
3 = > 5 to 8 minutes 
4 = > 8 to 11 minutes 
5 = > 11 to 15 minutes 
6 = > 15 to 20 minutes 
7 = > 20 minutes 
99 = Unable to determine 

DV7124G 
1 = < 2 minutes 
2 = 2 to 5 minutes 
3 = > 5 to 10 minutes 
4 = > 10 to 15 minutes 
5 = > 15 to 20 minutes 
6 = > 20 to 30 minutes 
7 = > 30 to 40 minutes 
8 = > 40 minutes 
99 = Unable to determine 
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OHCardiacArr (2 of 7) 

THAPCA-OH_Annotated PUD eCRF_v1.0 20 of 126
 

OHEMSDay # OHEMSTime $6 

RhythmEMS # DV6761G 
1 = Asystole 
2 = Bradycardia 
3 = Pulseless electrical activity (PEA) 
4 = Ventricular fibrillation 
5 = Ventricular tachycardia 
95 = Other 
97 = Unknown 

CPRRhythm # 

DV6762G 
1 = Asystole 
2 = Bradycardia 
3 = Pulseless electrical activity (PEA) 
4 = Sinus rhythm 
5 = Ventricular fibrillation 
6 = Ventricular tachycardia 
95 = Other 

OHCardiacArr_CPRRhythmEM 

CPRRhythYN # 

YN 
1 = Yes 
0 = No 

ItemGroupRepeatKey 

SubjectID 
Value not provided 

Value not provided 



 

        
 

 
 

 
 
 
 
 
  

  
 

 
 
 
 
 
 

 
 

 

  
 

 
 
 
 
 
 
 
 
 
 

 
 

 
 

  
 

 
 

 

 
 

  
 

  
 

  
 

 
 

 
 

 
 

 

 OHCardiacArr (3 of 7) 
DV7094G
 
1 = 1
 

6 = >5
 
96 = None
 
97 = Unknown
 

2 = 2
 
3 = 3
 
4 = 4
 
5 = 5
 

OHDefibNuEMS # 

OHTranspEMS # 

DV7095G 
1 = 1 
2 = 2 
3 = 3 
4 = 4 
5 = 5 
6 = 6 
7 = 7 
8 = 8 
9 = 9 
10 = 10 
11 = >10 
96 = None 
97 = Unknown 

FirstHosp # 

YN 
1 = Yes 
0 = No 

OH1stHospDay# OH1stHospTim $6 

OHDoseEpiEMS # 

OHIVEMS # 
YNUD 
1 = Yes 
0 = No 
94 = Unable to determine 

DV7148G 
1 = Study hospital 
2 = Non-study hospital 
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OHCardiacArr (4 of 7) 

RhythymHosp # 

DV6761G 
1 = Asystole 
2 = Bradycardia 
3 = Pulseless electrical activity (PEA) 
4 = Ventricular fibrillation 
5 = Ventricular tachycardia 
95 = Other 
97 = Unknown 

CPRRhythmHos # 

OthRhythym # 

YN 
1 = Yes 
0 = No 

DV6762G 
1 = Asystole 
2 = Bradycardia 
3 = Pulseless electrical activity (PEA) 
4 = Sinus rhythm 
5 = Ventricular fibrillation 
6 = Ventricular tachycardia 
95 = Other 

OHCardiacArr_CPRRhythm2 

YNUD 
1 = Yes 
0 = No 
94 = Unable to determine 

OH1stHospCPR 

ItemGroupRepeatKey 

SubjectID Value not provided 

Value not provided 
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OHCardiacArr (5 of 7) 

OthCADay # OthCATm $6 

OHCardiacArr_OtherOHHospCA 

OthCAYN # 

YN 
1 = Yes 
0 = No 

ItemGroupRepeatKey 

SubjectID 
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 OHCardiacArr (6 of 7) 
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DefibHosp # 

OpenChestCPR # YN 
1 = Yes 
0 = No 

EpinephHosp # 

DV7094G 
1 = 1 
2 = 2 
3 = 3 
4 = 4 
5 = 5 
6 = >5 
96 = None 
97 = Unknown 

DV7095G 
1 = 1 
2 = 2 
3 = 3 
4 = 4 
5 = 5 
6 = 6 
7 = 7 
8 = 8 
9 = 9 
10 = 10 
11 = >10 
96 = None 
97 = Unknown 

ECMO # 

ECMOStartDay # ECMOStartTim $6 



 

        
 

 
 
 

 
 
 
 
 
  

 
 

 
 

 
 

 
 

 
 

 
 

 OHCardiacArr (7 of 7) 

ArrivalDay # ArrivalTime $6 

AdmitDay # 

PICUDay # 

AdmitTime $6 

PICUTime $6 

THAPCA-OH_Annotated PUD eCRF_v1.0 25 of 126
 



 

        
 

 
 
 

 
 

 
 
  

  

  
 

 
 

 
 

 
 

 
 

  
 

  
 

  
 

 

 

 

  

 

ReviewSystem (1 of 4) 

SubjectID 
Review of Systems 

HEENT # 

DV6776G 
1 = Normal 
2 = Abnormal 
97 = Unknown 

RevSystDay # RevSysTime $6 

Cardiovasc # 

RespPulm # 

Gastrointest # 

Value not provided 

Value not provided 

Value not provided 

Value not provided 
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ReviewSystem (2 of 4) 

Hepatic # 

DV6776G 
1 = Normal 
2 = Abnormal 
97 = Unknown 

Genitourin # 

RenalSymptom # 

NeuroloSymp # 

Value not provided 

Value not provided 

Value not provided 

Value not provided 
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ReviewSystem (3 of 4) 

Psychiatric # 

DV6776G 
1 = Normal 
2 = Abnormal 
97 = Unknown 

Endocrine # 

Hematologic # 

Musculoskel # 

Value not provided 

Value not provided 

Value not provided 

Value not provided 
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ReviewSystem (4 of 4) 

Dermatologic # 

DV6776G 
1 = Normal 
2 = Abnormal 
97 = Unknown 

Allergies # 

Immune # 

AlcohDrug # 

Value not provided 

Value not provided 

Value not provided 

Value not provided 
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PhysExam (1 of 3) 

SubjectID 

Physical Examination 

PEDay # 

PETime $6 

Height # 

Weight # 
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PhysExam (2 of 3) 

HEENTPE # 

DV6779G 
1 = Normal 
2 = Abnormal 
3 = Not Assessed 

CardioPE # 

LungsPE # 

AbdGIPE # 

Value not provided 

Value not provided 

Value not provided 

Value not provided 
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PhysExam (3 of 3) 
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ExtremPE # 

DV6779G 
1 = Normal 
2 = Abnormal 
3 = Not Assessed 

NeurologPE # 

SkinPE # 

LymphHemPE # 

Value not provided 

Value not provided 

Value not provided 

Value not provided 

Value not provided 



 

        
 

 
 
 

 
 

 
 
  

  

  
 

 
 

 

 

  
 

 
 

  
 

 

  
 

 
   

 
 

 
 

  
 

  
 

 
 

 

 

 

 

 

 

 

 

PreArrest (1 of 6) 

SubjectID 

Pre-Arrest Status 

PreExPrenat # 

YN 
1 = Yes 
0 = No 

PreArrest_Prenatal 

Prenatal # 

DV6741G 
1 = Apnea of prematurity (estimated 
gestational age is <36 weeks) 
95 = Other 

PreArrest_LungDisease 

LungDisease # 

DV6742G 
1 = Asthma or history of Reactive Airway 
Disease (RAD) 
2 = Bronchopulmonary Dysplasia (BPD) or 
Chronic Lung Disease (CLD) 
3 = Home oxygen required 
4 = Tracheostomy 
95 = Other 

PreExLung # 
YN 
1 = Yes 
0 = No 

ItemGroupRepeatKey 

SubjectID 

ItemGroupRepeatKey 

SubjectID 

Value not provided 

Value not provided 
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PreArrest (2 of 6) 

CongenHeart # 

DV6743G 
1 = Anomalous pulmonary venous return 
2 = Anomalous coronary artery (ALCAPA) 
3 = Aortic stenosis 
4 = Atrial septal defect (ASD) 
5 = Atrial ventricular septal defect (AVSD) 
6 = Coartation of the Aorta / Interrupted Aortic Arch 
7 = Congenital arrhythmias 
8 = Double outlet right ventricle (DORV) 
9 = Hypertrophic cardiomyopathy 
10 = Hypoplastic left heart (HLHS) 
11 = Patent ductus arteriosus (PDA) 
12 = Pulmonary atresia with intact septum 
13 = Pulmonary atresia with VSD 
14 = Pulmonary stenosis 
15 = Single ventricle 
16 = Tetralogy of Fallot 
17 = Transposition of great arteries 
18 = Tricuspid atresia 
19 = Truncus arteriosus 
20 = Ventricular septal defect (VSD) 
95 = Other 

PreExCongHrt # 

YN 
1 = Yes 
0 = No 

PreArrest_CongenHeart 

ItemGroupRepeatKey 

SubjectID 
Value not provided 
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PreArrest (3 of 6) 

PreExAcqHrt # 

YN 
1 = Yes 
0 = No 

PreArrest_AcquiredHrt 

AcquiredHrt # 

DV6744G 
1 = Cardiomyopathy 
2 = Myocarditis 
95 = Other 

PreArrest_Arrhythmia 

Arrhythmia # 

DV6745G 
1 = Atrial (SVT, flutter/fib, JET) 
2 = Ventricular (VT, VF, Torsades) 
3 = AV block 
95 = Other 

PreExArrhyth # 
YN 
1 = Yes 
0 = No 

PreExImmuno # 

YN 
1 = Yes 
0 = No 

PreArrest_Immunocomp 

Immunocomp # 
DV6746G 
1 = Chronic steroids 
2 = Cancer or leukemia 
95 = Other 

ItemGroupRepeatKey 

SubjectID 

ItemGroupRepeatKey 

SubjectID 

ItemGroupRepeatKey 

SubjectID 

Value not provided 

Value not provided 

Value not provided 
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PreArrest (4 of 6) 

PreExTranspl # 

YN 
1 = Yes 
0 = No 

PreExGastro # 
YN 
1 = Yes 
0 = No 

PreArrest_Gastro 

Gastro # 

DV6748G 
1 = Gastroesophageal reflux 
95 = Other 

PreExEndo # 

PreArrest_Endocrine 

Endocrine # 

DV6749G 
1 = Diabetes 
95 = Other 

YN 
1 = Yes 
0 = No 

ItemGroupRepeatKey 

SubjectID 

ItemGroupRepeatKey 

SubjectID 

Value not provided 

Value not provided 
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PreArrest (5 of 6) 

PreExRenal # 

PreArrest_Renal 

Renal # 

DV6750G 
1 = Chronic renal failure 
2 = Acute renal failure 
95 = Other 

YN 
1 = Yes 
0 = No 

PreExNeuro # 

PreArrest_Neurologic 

Neurologic # 

DV6755G 
1 = Known developmental 
delay/mental retardation 
2 = Seizures 
95 = Other 

YN 
1 = Yes 
0 = No 

PreExMisc # 

PreArrest_Misc 

Misc # 

DV6756G 
1 = Cyanotic heart disease (baseline sat < 85%) 
2 = Pulmonary hypertension 
3 = Failure to thrive 
95 = Other 

YN 
1 = Yes 
0 = No 

ItemGroupRepeatKey 

SubjectID 

ItemGroupRepeatKey 

SubjectID 

ItemGroupRepeatKey 

SubjectID Value not provided 

Value not provided 

Value not provided 
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PreArrest (6 of 6) 

Derived variables included in the PreArrest_PreArrMeds dataset: 

Variable Format Type Label Algorithm / Notes 
codedmedname $ Coded Medication Name Verbatim terms were coded using MedDRA version 13 

code $ RxNorm Code Verbatim terms were coded using RxNorm version 02/01/2010 

PASuppOx # 

YN 
1 = Yes 
0 = No 

PATracheost # 

PAMechVent # 

PAFeedTube # 

MedsYN # 

PreArrest_PreArrMeds 

ItemGroupRepeatKey 

SubjectID Value not provided 
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Preinterven_VS 

SubjectID ItemGroupRepeatKey 

Pre-intervention Vital Signs 

BLVSDay # BLVSTm $6 BLSystBP # BLDiastBP # BLMeanBP # BLHeartRate # 
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Preinterven_Elytes 

SubjectID ItemGroupRepeatKey 

Pre-intervention Electrolytes 

BLLytesDay # BLLytesTm $6 BLSodium # BLPotassium # BLBicarbonate # BLChloride # BLBUNitrogen 

BLCreatinine # BLGlucose # 
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HGIntervenSumm (1 of 2) 

SubjectID 

Hypothermia Intervention Summary 

IntervDay # IntervTime $6 

TargTempDay # TargTempTime $6 

RewarmDay # RewarmTime $6 

NormoDay # NormoTime $6 

IntDiscDay # IntDiscTime $6 
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HGIntervenSumm (2 of 2) 

AT_Day # AT_Time $6 

AT_DCReas # 

DV7130G 
1 = Death (complete a Death Information Form) 
2 = Investigator determination 
3 = Technical failure and no backup available 
4 = Parents withdrew consent (complete a Withdrawal of Consent Form) 

AT_DCEarly # 
YN 
1 = Yes 
0 = No 

Value not provided 

Derived variables included in the HGIntervenSumm dataset: 

Variable Format Type Label Algorithm / Notes 

TrtDiscReason 

TRTDISCREASON 
1=Improving 
2=Worsening 
90=Other 

# Treatment discontinued reason categorized by 
medical monitor 
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NGIntervenSumm (1 of 2) 

SubjectID 

Normothermia Intervention Summary 

IntervDay # IntervTime $6 

TargTempDay # TargTempTime $6 

IntDiscDay # IntDiscTime $6 
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NGIntervenSumm (2 of 2) 

AT_Day # AT_Time $6 

AT_DCReas # 

DV7130G 
1 = Death (complete a Death Information Form) 
2 = Investigator determination 
3 = Technical failure and no backup available 
4 = Parents withdrew consent (complete a Withdrawal of Consent Form) 

AT_DCEarly # 
YN 
1 = Yes 
0 = No 

Value not provided 

Derived variables included in the NGIntervenSumm dataset: 

Variable Format Type Label Algorithm / Notes 

TrtDiscReason 

TRTDISCREASON 
1=Improving 
2=Worsening 
90=Other 

# Treatment discontinued reason categorized by 
medical monitor 
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TempMonitor 

Blanketrol Temperature Log 

TpDay # TpTm $6 H2OTp # SetPtTp # EsoTp # BladTp # RecTp # 

ItemGroupRepeatKey SubjectID Phase 
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TempECMO 

ECMO Temperature Log 

ECMOTpDay # ECMOTpTm $6 ECMOTp # ECMOBloodTp # ECMOEsoTp # ECMOBladTp ECMORecTp # 

ItemGroupRepeatKey SubjectID Phase 
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VitalSigns 

SubjectID Phase ItemGroupRepeatKey 

Vital Signs Log 

VSDay # VSTime $6 SystBP # DiastBP # MeanBP # HeartRate # 
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   SubjectID 

Electrolytes 

ItemGroupRepeatKey Phase 

Electrolytes Log 

ElectroLabDay # EletroTm $6 Sodium # Potassium_K # Bicarbonate # Chloride # BUNitrogen # 

Creatinine # Glucose # 

THAPCA-OH_Annotated PUD eCRF_v1.0 48 of 126 



 

        
 

 
 
 
 

  
 

 
 
 
  

  
 

 
 

 
 

 

 
 

 

 
 

  

 
 

 
 

 

 

 

 

 

 

PrimaryProbe (1 of 1) 

SubjectID 

Primary Probe Log 

ProbeStart # 

PrimProb 
1 = Esophageal 
2 = Bladder 
3 = Rectal 
4 = ECMO Blood/Circuit 

ProbeChange # 

YNs 
1 = Yes 
0 = No 

ProbeLocTime $6 ProbeLocDay # PrimaryProbe # 

PrimProb 
1 = Esophageal 
2 = Bladder 
3 = Rectal 
4 = ECMO Blood/Circuit 

PrimaryProbe_Location 

ItemGroupRepeatKey 

SubjectID 
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ETTempMonitor (1 of 1) 

ItemGroupRepeatKey SubjectID 

Early Termination Temp Log 

ETTpDay # ETTpTm $6 ETTp # 

ETTpRoute # 

DV6822G 
1 = Axillary 
2 = Tympanic 
3 = Rectal 
4 = Esophageal 
5 = Bladder 
6 = Oral 
7 = ECMO Blood/Circuit 
95 = Other 

Value not provided 

THAPCA-OH_Annotated PUD eCRF_v1.0 50 of 126 



 

        
 

 
 

 
 

  
 
  

  

 
 

 

 
 

  
 

  
 

  
 

  
 

  
 

 
 

 
 

 

  
 

 

 
 

 
 

 

  
 

 
 

 

 

 

 

Day0 (1 of 5) 

SubjectID 
Day 0 

YN 
1 = Yes 
0 = No 

AE # 

CultureYN # 

SurgeryYN # 

ProcYN # 

BloodProdYN # 

BloodProdTyp # 

DV6839G 
1 = Packed red blood cells (PRBC) 
2 = Platelets 
3 = Fresh frozen plasma (FFP) 
4 = Cryoprecipitate 

BloodProdAmt # 

BloodProductsDay0to7 

StudyDay # 

YN 
1 = Yes 
0 = No 

CAYN # 

BloodProdTm $6 

ItemGroupRepeatKey 

SubjectID 

StudyDay 
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Day0 (2 of 5) 

YN 
1 = Yes 
0 = No 

ArrhyYN # 

ArrhythYes # 

DV6789G 
1 = Atrial (SVT, flutter/fib, JET) 
2 = Ventricular (VT > 30 sec, VF, Torsades) 
3 = Asystole 
4 = PEA 
95 = Other 

Arrhythmiaday0to7 

YN 
1 = Yes 
0 = No 

CXRYN # 

ClinicalSz # 

ClinSzYes # 

SeizYN 
1 = Yes 
0 = No 
3 = No EEG monitoring done on this day 

ElectroSz # 

ElectroSzYes # 

DV6791G 
1 = Definite electroencephalographic seizure ("ictal") activity described 
2 = Abnormal recording but without definite EEG confirmation of 
seizure activity 

DV6790G 
1 = Probable clinical diagnosis which resulted in initiation of 
anticonvulsant treatment 
2 = Possible clinical diagnosis (no anticonvulsant treatment 
initiated but specific diagnostic testing [e.g., EEG] may have 
been ordered) 

ArrhythTm $6 SubjectID 

ItemGroupRepeatKey StudyDay 

Value not provided 
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Day0 (3 of 5) 

CBCDay0to5 

CBCYN # 

YN 
1 = Yes 
0 = No 

CBCTime $6 Hgb # Platelet # WBC # 

LiverDay0to5 

LFTYN # 

LFTTime $6 ALT # AST # LDH # Bilirubin # 

CoagYN # 

CoagulationDay0to5 

CoagTime $6 PT # PTT # INR # 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

YN 
1 = Yes 
0 = No 

SubjectID 

SubjectID 

SubjectID 

StudyDay 

StudyDay 

YN 
1 = Yes 
0 = No 

StudyDay 
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Day0 (4 of 5) 

PanEnzYN # 

YN 
1 = Yes 
0 = No 

PancreasDay0to5 

PanEnzTime $6 Amylase # Lipase # 

OthChemYN # 

ChemistryDay0to5 

OthChemTm $6 Magnesium # IonizedCa # TotalCa # Phosphate # 

lactateYN # 

LactateDay0to3 

LactTime $6 Lactate # 

ItemGroupRepeatKey 

ItemGroupRepeatKey 
YN 
1 = Yes 
0 = No 

YN 
1 = Yes 
0 = No 

SubjectID 

SubjectID 

SubjectID StudyDay 

StudyDay 

StudyDay ItemGroupRepeatKey 

THAPCA-OH_Annotated PUD eCRF_v1.0 54 of 126
 



 

        
 

 
 

 
 
 
 
  

  

  
 

 
 

 

 
 

   
 

  
 

  
 

  
 

 
 

 

Day0 (5 of 5) 

ABGYN # YN 
1 = Yes 
0 = No 

ABGTime 

ABGpH # 

ABGPaCO2 # 

ABGPaO2 # 

ABGSat # 

ABGBicarb 

THAPCA-OH_Annotated PUD eCRF_v1.0 55 of 126
 



 

        
 

 
 
 
 

 

 
  

  

 
 

 

 
 

  
 

  
 

  
 

  
 

  
 

 
 

 
 

 

  
 

 

 
 

 
 

 
  

 

 

 

 

Day1, Day2, Day3 (1 of 5) 

Day 1
 
Day 2
 
Day 3
 

YN 
1 = Yes 
0 = No 

AE # 

CultureYN # 

SurgeryYN # 

ProcYN # 

BloodProdYN # 

BloodProdTyp # 

DV6839G 
1 = Packed red blood cells (PRBC) 
2 = Platelets 
3 = Fresh frozen plasma (FFP) 
4 = Cryoprecipitate 

BloodProdAmt # 

BloodProductsDay0to7 

StudyDay # 

YN 
1 = Yes 
0 = No 

CAYN # 

ItemGroupRepeatKey 

SubjectID 

StudyDay 
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Day1, Day2, Day3 (2 of 5) 

YN 
1 = Yes 
0 = No 

ArrhyYN # 

ArrhythYes # 

Arrhythmiaday0to7 

YN 
1 = Yes 
0 = No 

CXRYN # 

ClinicalSz # 

ClinicalSzYes # 

SeizYN 
1 = Yes 
0 = No 
3 = No EEG monitoring done on this 

ElectroSz # 

ElectroSzYes # 

DV6791G 
1 = Definite electroencephalographic seizure ("ictal") 
activity described 
2 = Abnormal recording but without definite EEG 
confirmation of seizure activity 

DV6790G 
1 = Probable clinical diagnosis which resulted in initiation of anticonvulsant 
treatment 
2 = Possible clinical diagnosis (no anticonvulsant treatment initiated but specific 
diagnostic testing [e.g., EEG] may have been ordered) 

YN 
1 = Yes 
0 = No 

DialyticYN # 

FluidsTotal # FluidsOut # 

ItemGroupRepeatKey 

SubjectID StudyDay 

DV6789G 
1 = Atrial (SVT, flutter/fib, JET) 
2 = Ventricular (VT > 30 sec, VF, Torsades) 
3 = Asystole 
4 = PEA 
95 = Other 

Value not provided 
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Day1, Day2, Day3 (3 of 5) 

CBCDay0to5 

CBCYN # 
YN 
1 = Yes 
0 = No 

CBCTime $6 Hgb # Platelet # WBC # 

LiverDay0to5 

LFTYN # 

LFTTime $6 ALT # AST # LDH # Bilirubin # 

CoagYN # 

CoagulationDay0to5 

CoagTime $6 PT # PTT # INR # 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

YN 
1 = Yes 
0 = No 

YN 
1 = Yes 
0 = No 

SubjectID 

SubjectID 

SubjectID StudyDay 

StudyDay 

StudyDay 
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Day1, Day2, Day3 (4 of 5) 

PanEnzYN # 

PancreasDay0to5 

PanEnzTime $6 Amylase # Lipase # 

OthChemYN # 

ChemistryDay0to5 

OthChemTm $6 Magnesium # IonizedCa # TotalCa # Phosphate # 

lactateYN # 

YN 
1 = Yes 
0 = No 

LactateDay0to3 

LactTime $6 Lactate # 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

YN 
1 = Yes 
0 = No 

YN 
1 = Yes 
0 = No 

SubjectID 

SubjectID 

SubjectID 

StudyDay 

StudyDay 

StudyDay 
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Day1, Day2, Day3 (5 of 5) 

ABGYN # 
YN 
1 = Yes 
0 = No 

ABGTime $6 

ABGpH # 

ABGPaCO2 # 

ABGPaO2 # 

ABGSat # 

ABGBicarb # 
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Day4, Day5 (1 of 4) 

Day 4
 
Day 5
 

SubjectID 

YN 
1 = Yes 
0 = No 

AE # 

CultureYN # 

SurgeryYN # 

ProcYN # 

BloodProdYN # 

BloodProdTyp # 

DV6839G 
1 = Packed red blood cells (PRBC) 
2 = Platelets 
3 = Fresh frozen plasma (FFP) 
4 = Cryoprecipitate 

BloodProdAmt # 

BloodProductsDay0to7 

StudyDay # 

YN 
1 = Yes 
0 = No 

CAYN # 

ItemGroupRepeatKey 

SubjectID 

StudyDay 
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Day4, Day5 (2 of 4) 

YN 
1 = Yes 
0 = No ArrhyYN # 

ArrhythYes # 

DV6789G 
1 = Atrial (SVT, flutter/fib, JET) 
2 = Ventricular (VT > 30 sec, VF, Torsades) 
3 = Asystole 
4 = PEA 
95 = Other 

ArrhythmiaDay0to7 

YN 
1 = Yes 
0 = No 

CXRYN # 

ClinicalSz # 

ClinicalSzYes # 
SeizYN 
1 = Yes 
0 = No 
3 = No EEG monitoring done on this day 

ElectroSz # 

ElectroSzYes # 
DV6791G 
1 = Definite electroencephalographic seizure 
("ictal") activity described 
2 = Abnormal recording but without definite 
EEG confirmation of seizure activity 

DV6790G 
1 = Probable clinical diagnosis which resulted in initiation of anticonvulsant 
treatment 
2 = Possible clinical diagnosis (no anticonvulsant treatment initiated but specific 
diagnostic testing [e.g., EEG] may have been ordered) 

YN 
1 = Yes 
0 = No 

DialyticYN # 

FluidsTotal # FluidsOut # 

ItemGroupRepeatKey 

SubjectID StudyDay Value not provided 
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Day4, Day5 (3 of 4) 

CBCDay0to5 

CBCYN # 

CBCTime $6 Hgb # Platelet # WBC # 

LiverDay0to5 

LFTYN # 

LFTTime $6 ALT # AST # LDH # Bilirubin # 

CoagYN # 

YN 
1 = Yes 
0 = No 

CoagulationDay0to5 

CoagTime $6 PT # PTT # INR # 

YN 
1 = Yes 
0 = No 

YN 
1 = Yes 
0 = No 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

SubjectID 

SubjectID 

SubjectID 

StudyDay 

StudyDay 

StudyDay 
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Day4, Day5 (4 of 4) 

PanEnzYN # 
YN 
1 = Yes 
0 = No 

PancreasDay0to5 

PanEnzTime $6 Amylase # Lipase # 

OthChemYN # 

ChemistryDay0to5 

OthChemTm $6 Magnesium # IonizedCa # TotalCa # Phosphate # 

ItemGroupRepeatKey 

ItemGroupRepeatKey 

YN 
1 = Yes 
0 = No 

SubjectID 

SubjectID 

StudyDay 

StudyDay 
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Day6, Day7 (1 of 3) 

SubjectID 

Day 6
 
Day 7
 

YN 
1 = Yes 
0 = No 

AE # 

CultureYN # 

SurgeryYN # 

ProcYN # 

BloodProdYN # 

BloodProdTyp # 

DV6839G 
1 = Packed red blood cells (PRBC) 
2 = Platelets 
3 = Fresh frozen plasma (FFP) 
4 = Cryoprecipitate 

BloodProdAmt # 

BloodProductsDay0to7 

StudyDay # 

YN 
1 = Yes 
0 = No 

CAYN # 

ItemGroupRepeatKey 

SubjectID 

StudyDay 
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Day6, Day7 (2 of 3) 

YN 
1 = Yes 
0 = No ArrhyYN # 

ArrhythYes # 

DV6789G 
1 = Atrial (SVT, flutter/fib, JET) 
2 = Ventricular (VT > 30 sec, VF, Torsades) 
3 = Asystole 
4 = PEA 
95 = Other 

ArrhythmiaDay0to7 

YN 
1 = Yes 
0 = No 

ClinicalSz # 

ClinicalSzYes # 

SeizYN 
1 = Yes 
0 = No 
3 = No EEG monitoring done on this day 

ElectroSz # 

ElectroSzYes # 

DV6790G 
1 = Probable clinical diagnosis which resulted in initiation of anticonvulsant 
treatment 
2 = Possible clinical diagnosis (no anticonvulsant treatment initiated but specific 
diagnostic testing [e.g., EEG] may have been ordered) 

ItemGroupRepeatKey 

SubjectID StudyDay Value not provided 

DV6791G 
1 = Definite electroencephalographic seizure ("ictal") activity described 
2 = Abnormal recording but without definite EEG confirmation of seizure activity 
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Day6, Day7 (3 of 3) 

TempMin # 

TempSiteMin # 

DV6822G 
1 = Axillary 
2 = Tympanic 
3 = Rectal 
4 = Esophageal 
5 = Bladder 
6 = Oral 
7 = ECMO Blood/Circuit 
95 = Other 

TempMax # 

TempSiteMax # 

DV6822G 
1 = Axillary 
2 = Tympanic 
3 = Rectal 
4 = Esophageal 
5 = Bladder 
6 = Oral 
7 = ECMO Blood/Circuit 
95 = Other 

Value not provided 

Value not provided 
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Day8, Day9, Day 10 (1 of 1) 

SubjectID 

Day 8
 
Day 9
 
Day 10
 

YN 
1 = Yes 
0 = No 

AE # 

ProcYN # 

StudyDay # 

TempMin # 

TempSiteMin # 

TempMax # 

TempSiteMax # 

DV6822G 
1 = Axillary 
2 = Tympanic 
3 = Rectal 
4 = Esophageal 
5 = Bladder 
6 = Oral 
7 = ECMO Blood/Circuit 
95 = Other 

Value not provided 

Value not provided 
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Adverse Event Log 

AdverseEvents (1 of 1) 

AEStartDay # AEOutcome # AEStopDay # AEIntensity # AEAction # 

AEInterAction # AEExpected #AERelation # SAE_YN # SAE_Subset # 

DV6826G 
1 = Death 
2 = Recovered (patient returned to baseline) 
3 = Recovered with sequelae 
4 = Symptom persists 

DV6827G 
1 = Mild 
2 = Moderate 
3 = Severe 

DV6828G 
1 = Concomitant medication started, changed, or discontinued 
2 = Surgery or other procedure 
3 = Both the above 
98 = None 
99 = Other (describe) 

DV7119G 
1 = Temperature control discontinued 
2 = Temperature control interrupted 
3 = Temperature control modified 
98 = None 

DV6829G 
1 = Probably related 
2 = Possibly related 
3 = Not related 

DV6830G 
1 = Expected 
2 = Not expected 

YN 
1 = Yes 
0 = No 

ItemGroupRepeatKey SubjectID 

Value not provided 

Value not provided 

Derived variables included in the AdverseEvents dataset: 

Variable Format Type Label Algorithm / Notes 
aelltcode # MedDRA Lower Term ID Number Verbatim terms were coded using MedDRA version 13 

aellt $ MedDRALower Level Term 

THAPCA-OH_Annotated PUD eCRF_v1.0 69 of 126 



 

        
 

 
 
 
 

 
 

 
 
 
 
 
 
 
 
 
 

   
 

     
     

      
  

  

  
 

 
 

 
 

 

 
   

 
 

 
 

  

  

ConMeds (1 of 1) 

SubjectID ItemGroupRepeatKey 

Concomitant Medications 

MedCont #MedStartDay # 

YN 
1 = Yes 
0 = No 

MedStopDay # 
MedRelatedAE # 

YN 
1 = Yes 
0 = No 

Value not provided Value not provided 

Derived variables included in the ConMeds dataset: 

Variable Format Type Label Algorithm / Notes 
codedmedname $ Coded Medication Name 

code $ RxNorm Code Verbatim terms were coded using RxNorm version 02/01/2010 
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CultureLog (1 of 1) 

SubjectID 

Culture Log 

ItemGroupRepeatKey 

CultureDay # CultureTime $6 SpecType # 

DV6844G 
1 = Blood 
2 = Urine 
3 = Respiratory 
4 = CSF 
5 = Other wound and deep tissue 

CultResultDay # CultResult # 

DV7143G 
1 = New infection 
2 = Continuing infection 
3 = Not an infection (contaminant or colonization) 
4 = Not an infection (negative culture) 

Value not provided 
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ProcedureLog (1 of 1) 

SubjectID ItemGroupRepeatKey 

Procedure Log 

ProcLog # 

DV7115G 
1 = ECMO initiation 
2 = ECMO decannulation 
3 = Surgically placed feeding tube 
4 = Tracheostomy placement 
5 = Tracheostomy decannulation 

ProcDay # 
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PICUDischarge (1 of 1) 

SubjectID 
Initial PICU Discharge 

PICUDschLoc # 

DV6853G 
1 = Home or foster care 
2 = Acute inpatient rehabilitation unit (in same or separate hospital) 
3 = Chronic care or skilled nursing facility 
4 = Step down or floor unit in same hospital 
5 = Not applicable (patient died) 
95 = Other 

PICUDschDay # PICUDschTime $6 

POPC # 

PCPC # 

DV6787G 
1 = Good 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 
5 = Coma or vegetative state 
6 = Death 

DV6788G 
1 = Normal 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 
5 = Coma or vegetative state 
6 = Death 

GCSEye # 

Eye 
1 = 1 
2 = 2 
3 = 3 
4 = 4 

GCSVerbal # 

Verbal 
1 = 1 
2 = 2 
3 = 3 
4 = 4 
5 = 5 

GCSMotor # 

Motor 
1 = 1 
2 = 2 
3 = 3 
4 = 4 
5 = 5 
6 = 6 

GCSTotal # 

Value not provided 

THAPCA-OH_Annotated PUD eCRF_v1.0 73 of 126 



 

        
 

 
 
 
 

 
 
 

 
 
  

  

  
 

 
 

 
 

 
 

  

 
 

 
 

 
 

 
 

 
 

 
 

 

 
 

 
 

 
 

 

  
 

 
 
 
 
 

 
 

 
 
 
 
 
 

 
 

 
 
 
 
 
 
 

  
 

 

 

HospDischarge (1 of 2) 

SubjectID 

Hospital Discharge 

HospDschLoc # 

DV6856G 
1 = Home or foster care 
2 = Another acute care hospital 
3 = Acute inpatient rehabilitation unit 
4 = Chronic care or skilled nursing facility 
5 = Not applicable (patient died) 
95 = Other 

HospDschDay # 

POPC # 

PCPC # 

DV6787G 
1 = Good 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 
5 = Coma or vegetative state 
6 = Death 

DV6788G 
1 = Normal 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 
5 = Coma or vegetative state 
6 = Death 

GCSEye # 

Eye 
1 = 1 
2 = 2 
3 = 3 
4 = 4 

GCSVerbal # 

Verbal 
1 = 1 
2 = 2 
3 = 3 
4 = 4 
5 = 5 

GCSMotor # 

Motor 
1 = 1 
2 = 2 
3 = 3 
4 = 4 
5 = 5 
6 = 6 

GCSTotal # 

Value not provided 
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HospDischarge (2 of 2) 

YN 
1 = Yes 
0 = No 

HospSuppOx # 

HospTracheo # 

HospMechVent # 

HospFeedTube # 

ChildAssent # 

DV7114G 
1 = Yes, child gave assent 
2 = Child refused assent 
3 = Child unable to provide assent 
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Day28VitalStatus (1 of 1) 

SubjectID 

Day 28 Vital Status 

DV6850G 
1 = Alive 
2 = Deceased (complete death form) 
3 = Could not determine 

SubjectStat # 

StatusDay # 
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Withdrawal (1 of 1) 

SubjectID 

Withdrawal of Consent 

DV7152G 
1 = Intervention phase 
2 = Post-intervention pre-discharge 
3 = Prior to Month 3 Follow-up (after hospital discharge) 
4 = Prior to Month 12 Follow-up (after Month 3 Follow-up) 

DV7131G
 
1 = Parent withdrew permission from intervention only, but agrees to
 
continue study assessments and data collection through Month 12 (end 

of study)
 
2 = Parent withdrew permission to participate in study intervention 

and assessments, but agrees to data collection through Month 12 (end 

of study)
 
3 = Parent withdrew permission to participate in study intervention,
 
assessments, data collection and any contact or follow-up
 

WithdrawDay # WithdrawTime $6 

WithdrawPhase # 

InterventionWD # 

PostInterventWD # 

DV7151G 
1 = Parent withdrew permission to participate in study assessments, but 
agrees to data collection through Month 12 (end of study) 
2 = Parent withdrew permission to participate in study assessments, data 
collection and any contact or follow-up 
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DeathInfo (1 of 1) 

SubjectID 
Death Information 

YN 
1 = Yes 
0 = No 

DeathDay # DeathTim $6 

DeathTimeYN # 

DV6861G 
1 = Cardiovascular failure / futility 
2 = Neurologic brain death declared 
3 = Respiratory failure / futility 
4 = Withdrawal for poor neurologic prognosis 
5 = Withdrawal for other system failure 
95 = Other (describe) 
97 = Unknown 

DeathReason # 

Value not provided 
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Month3Status (1 of 1) 

SubjectID 
3-Month Follow-up Status 

FollowupDay # 

DV6850G 
1 = Alive 
2 = Deceased (complete death form) 
3 = Could not determine 

VitalStatus # 

LstDtKnownAlive # 

KKDay # 
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Month3KKI (1 of 2) 

3-Month Follow-up KKI SubjectID 

DV7142G 
1 = Unable to contact primary caregiver 
2 = Primary caregiver declined participation 
95 = Other 

VABSReason # 

FUDay # FuTime $6 

DV6848G 
1 = Home or foster care 
2 = Acute care hospital 
3 = Acute inpatient rehabilitation unit 
4 = Chronic care or skilled nursing facility 
5 = Not applicable (patient died) 
95 = Other 
97 = Unknown 

FUPatientLoc # 

VABSDoneYN # 

YN 
1 = Yes 
0 = No 

Value not provided 

Value not provided 
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Month3KKI (2 of 2) 

THAPCA-OH_Annotated PUD eCRF_v1.0 81 of 126 

FUSuppOx # 

YN 
1 = Yes 
0 = No 

FUTracheo # 

FUMechVent # 

FUFeedTube # 

LimitedAct # 

FUSkills # 

POPC # 

PCPC # 

DV6863G 
1 = Gained a lot of new skills 
2 = Gained a few new skills 
3 = Stayed the same 
4 = Lost a few skills 
5 = Lost a lot of skills 

POPC 
1 = Good 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 
5 = Coma or vegetative state 

DV6862G 
1 = Not limited 
2 = Limited a little 
3 = Limited a lot 

PCPC 
1 = Normal 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 
5 = Coma or vegetative state 
6 = Death 

6 = Death 



 

        
 

 
 
 

 
 

 
 
 
 
  

  

 
 

 
 

 
 

  
 

  
 

 
 

 

FollowupDay # 

DV6850G 
1 = Alive 

3 = Could not determine 
VitalStatus # 

LstDtKnownAlive # 

KKDay # 

Month12Status (1 of 1) 

SubjectID 

12-Month Follow-up Status 

2 = Deceased (complete death form) 
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Month12KKI (1 of 2) 

SubjectID 
12-Month Follow-up KKI 

DV7142G 
1 = Unable to contact primary caregiver 
2 = Primary caregiver declined participation 
95 = Other 

VABSReason # 

FUDay # FUTime $6 

DV6848G 
1 = Home or foster care 
2 = Acute care hospital 
3 = Acute inpatient rehabilitation unit 
4 = Chronic care or skilled nursing facility 
5 = Not applicable (patient died) 
95 = Other 
97 = Unknown 

FUPatientLoc # 

VABSDoneYN # 

YN 
1 = Yes 
0 = No 

Value not provided 

Value not provided 

THAPCA-OH_Annotated PUD eCRF_v1.0 83 of 126 



 

        
 

 
 

 
 
 
 
  

  

  
 

 
 

 

  
 

  
 

  
 

  
 

  
 

  
 

  
 

 
  

   
 
 

 

 
 

 
 

 
 

  
 

 
 

 
 

 

 
 

 
 

Month12KKI (2 of 2) 
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FUSuppOx # 

YN 
1 = Yes 
0 = No 

FUTracheo # 

FUMechVent # 

FUFeedTube # 

LimitedAct # 

FUSkills # 

POPC # 

PCPC # 

DV6863G 
1 = Gained a lot of new skills 
2 = Gained a few new skills 
3 = Stayed the same 
4 = Lost a few skills 
5 = Lost a lot of skills 

POPC 
1 = Good 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 

DV6862G 
1 = Not limited 
2 = Limited a little 
3 = Limited a lot 

5 = Coma or vegetative state 
6 = Death PCPC 

1 = Normal 
2 = Mild Disability 
3 = Moderate Disability 
4 = Severe Disability 
5 = Coma or vegetative state 
6 = Death 



 

        
 

 
 
 

 
 

 
 
 
 
 
 
  

  
 

  
 

 
 

  

  
 

 
 

 

 
 

 
 

 
 

 

  

 
 

 
 

 
 

 

 

 

Month12OnSite (1 of 1) 

SubjectID 

12-Month Follow-up Onsite Evaluations 

NBehav _NDRes # 

NBehav_YN # 

YN 
1 = Yes 
0 = No 

Neuro_YN # 

YN 
1 = Yes 
0 = No 

Neuro_NDRes # 

NDRes 
1 = Unable to contact 
2 = Unwilling to come in 
3 = Unable to come in 
95 = Other, specify 

NCRes 
1 = KKI determined as not necessary 
2 = Unable to contact 
3 = Unwilling to come in 
4 = Unable to come in 
95 = Other, specify 

Value not provided 

Value not provided 
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NeuroBatlt6 (1 of 2) 

SubjectID 
Neurobehavioral Battery lt 5yo 9months 

AssessDay # 

VisualRaw # 

VisualT # VisualTlt20 # 

MotorTlt20 # 

RLangRawTlt20 # 

MotorRaw # 

MotorT # 

RLangRaw # 

RLangRawT # 

Value not provided 

Value not provided 

YN 
1 = Yes 
0 = No 

YN 
1 = Yes 
0 = No 

YN 
1 = Yes 
0 = No 

THAPCA-OH_Annotated PUD eCRF_v1.0 86 of 126 



 

        
 

 
 
 

 
 
  

 
 

 
  

 

  
 

  
 

 
 

 
  

 
  

 

  

 

NeuroBatlt6 (2 of 2) 

YN 
1 = Yes 
0 = No 

ELangrTlt20 # 

ELangrRaw # 

ELangrT # 

YN 
1 = Yes 
0 = No 

ELCompSclt49 #ELCompSc # 

Value not provided 
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NeuroBat6to16 (1 of 7) 

SubjectID 

Neurobehavioral Battery 6-16yo 

AssessDay # 

WASIVoc # 

WASIVocMD $13 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

WASIRes # 

WASIResMD $13 

WASIFull # 

Value not provided 

Value not provided 

THAPCA-OH_Annotated PUD eCRF_v1.0 88 of 126 



 

        
 

 
 

 
 
 
  

  

  
 

 
 

 
 

 
 

 
 

   
 

  
 

 
 

  
 

 
 

NeuroBat6to16 (2 of 7) 

WISCdsf # 

WISCdsfMD $13 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

WISCdsT # 

WISCdsbMD $13 

WISCdsb # 

WISCdsTMD $13 
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NeuroBat6to16 (3 of 7) 

WISCCode # 

WISCCodeMD $13 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

CVLTSFre # 

CVLTTotalMD $13 

CVLTTotal # 

CVLTSFreMD $13 

CVLTSCue # 

CVLTSCueMD $13 
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NeuroBat6to16 (4 of 7) 

CVLTLFre # 

CVLTLFreMD $13 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

CVLTRecog # 

CVLTLCueMD $13 

CVLTLCue # 

CVLTRecogMD $13 
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NeuroBat6to16 (5 of 7) 

ROCFCopy # 

ROCFCopyMD $13 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

ROCFDeRe # 

ROCFImReMD $13 

ROCFImRe # 

ROCFDeReMD $13 

ROCFImReF # 

ROCFDeReF # 

YN 
1 = Yes 
0 = No 

YN 
1 = Yes 
0 = No 
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NeuroBat6to16 (6 of 7) 

YN 
1 = Yes 
0 = No 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

COWATot # 

ROCFRecTMD $13 

ROCFRecT # 

COWATotMD $13 

ROCFRecTF # 
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NeuroBat6to16 (7 of 7) 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

VMITot # 

GPegNonDMD $13 

GPegDom # 

VMITotMD $13 

VMITotF # 
YN 
1 = Yes 
0 = No 

GPegDomMD $13 

GPegNonD # 

Value not provided 
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NeuroBatgte17 (1 of 7) 

SubjectID 

Neurobehavioral Battery 17 years and older 

AssessDay # 

WASIVoc # 

WASIVocMD $13 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

WASIRes # 

WASIResMD $13 

WASIFull # 

Value not provided 

Value not provided 
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NeuroBatgte17 (2 of 7) 
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MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

WAISdst # 

WAISdsbMD $13 

WAISdsb # 

WAISdstMD $13 



 

        
 

 

 
  

  

 
 

 
 

 
 
  

   
 

 
 

  
 

 
 

  
 

 
 

  
 

  
 

NeuroBatgte17 (3 of 7) 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) WAISCode # 

WAISCodeMD $13 

CVLT2FreT # 

CVLT2FreTMD $13 

CVLT2SFre # 

CVLT2SFreMD $13 

CVLT2SCue # 

CVLT2SCueMD $ 
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NeuroBatgte17 (4 of 7) 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

CVLT2LFre # 

CVLT2LFreMD $13 

CVLT2LCue # 

CVLT2LCueMD $13 

CVLT2LRecog # 

CVLT2LRecogMD $13 
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NeuroBatgte17 (5 of 7) 

ROCFCopy # 

ROCFCopyMD $13 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

ROCFDeRe # 

ROCFImReMD $13 

ROCFImRe # 

ROCFDeReMD $13 

ROCFImReF # 

ROCFDeReF # 

YN 
1 = Yes 
0 = No 

YN 
1 = Yes 
0 = No 
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NeuroBatgte17 (6 of 7) 

YN 
1 = Yes 
0 = No 

MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

COWATot # 

ROCFRecTMD $13 

ROCFRecT # 

COWATotMD $13 

ROCFRecTF # 
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NeuroBatgte17 (7 of 7) 
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MDRes 
1 = Responsiveness/Cognition,Motor 
2 = Motor 
3 = Vision/Hearing 
4 = Behavioral 
5 = Communication 
6 = External factors not related to the child's ability 
(i.e. fire alarm, family had to leave, etc.) 

VMITot # 

GPegNonDMD $13 

GPegDom # 

VMITotMD $13 

VMITotF # 
YN 
1 = Yes 
0 = No 

GPegDomMD $13 

GPegNonD # 



 

        
 

 
 
 

 
 

 
 
 
  

  

 
 

 
 

 
  

 

 

PRCAYoung (1 of 3) 

SubjectID 

PRCA Neurological Outcome Measure (Up to 3years old) 

AssessDay # 

NuroLoc 
1 = In-patient 
2 = Out-patient Clinic 

AssessLoc # 
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PRCAYoung (2 of 3) 

NuroScr 
0 = None 
1 = Mild but no impact on function 
2 = Moderate with some functional 

limitations 
3 = Severe or profound with 

missing function 

SenMotorL # SenMotorR # 

SenMotorDef $13 

OthSMDSpc $12 

OthSMDef # 

SenMot 
1 = Abnormality of tone 
2 = Quadriparesis 
3 = Hemiparesis 
4 = Sensory deficit 
5 = Global delay in gross motor skill attainment 
6 = Global delay in fine motor skill attainment 

OthDef 
1 = Vision impairment 
2 = Difficulty with drinking, chewing or swallowing 
3 = Ataxia 
4 = Movement disorder 
90 = Other, describe: 

Value not provided 
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PRCAYoung (3 of 3) 
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LangDefProd # 
NuroScr 
0 = None 
1 = Mild but no impact on function 
2 = Moderate with some functional limitations 
3 = Severe or profound with missing function LangDefComp # 

CognDef # 

BehavDef # 

CogBeh 
0 = None 
1 = Mild (little impact on daily function) 
2 = Moderate with some functional limitations 
3 = Severe or profound with missing function 

Value not provided 

Value not provided 



 

        
 

 
 
 

 
 

 
 
 
 
 
 

  

 
  

 
 

  
 

 

PRCAOlder (1 of 3)
 

SubjectID
 

PRCA Neurological Outcome Measure (Children Aged 3 Years and Older) 

AssessDay # 
NuroLoc 
1 = In-patient 
2 = Out-patient Clinic 

AssessLoc # 
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PRCAOlder (2 of 3) 

NuroScr 
0 = None 
1 = Mild but no impact on function 
2 = Moderate with some functional 

limitations 
3 = Severe or profound with missing 

function 

SenMotorL # SenMotorR # 

SenMotorDef $13 

OthSMDSpc $12 

OthSMDef # 

SenMot 
1 = Abnormality of tone 
2 = Quadriparesis 
3 = Hemiparesis 
4 = Sensory deficit 
5 = Global delay in gross motor skill attainment 
6 = Global delay in fine motor skill attainment 

OthDef 
1 = Vision impairment 
2 = Difficulty with drinking, chewing or swallowing 
3 = Ataxia 
4 = Movement disorder 
90 = Other, describe: 

Value not provided 
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PRCAOlder (3 of 3) 

LangDefProd # 
NuroScr 
0 = None 
1 = Mild but no impact on function 
2 = Moderate with some functional limitations 
3 = Severe or profound with missing function LangDefComp # 

CognDef # 

BehavDef # 

CogScr 
0 = None 
1 = Mild 
2 = Moderate 
3 = Severe or profound with missing function 

BehvScr 
0 = None 
1 = Mild,no impact on academic or social function 
2 = Moderate with some functional limitations 
3 = Severe or profound with missing function 

Value not provided 

Value not provided 
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Month12VitalStatus (1 of 1) 

SubjectID 

12-Month Vital Status 

SubjectStatus # 

DV6850G 
1 = Alive 
2 = Deceased (complete death form) 
3 = Could not determine 

StatusDay # 
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  VABS (1 of 3) 
Vineland Adaptive Behavior Scale (VABS) 

Variable Format Type Label Algorithm / Notes 

subjectid # Subject ID 
Randomly generated ID number that 
uniquely identifies an enrolled 
(randomized) subject across datasets 

VABSTestDay # Day of VABS Test (relative to randomization date) VABS Test Date – Randomization Date 

VABSPhase $ VABS Study Phase 
= “BASELINE” for Baseline VABS 
= “IIIMOS” for Month 3 VABS 
= ”XIIMOS for Month 12 VABS 

VABSAge $ Age at time of VABS-II Assessment (Years:Months) Age variable output from VABS Scoring 
Software 

REC_RAW # Receptive Raw Score Output from VABS Scoring Software 

REC_VSCALE # Receptive v-Scale Score Output from VABS Scoring Software 

REC_ADAPT_LEVEL $ Receptive Adaptive Level Output from VABS Scoring Software 

EXP_RAW # Expressive Raw Score Output from VABS Scoring Software 

EXP_VSCALE # Expressive v-Scale Score Output from VABS Scoring Software 

EXP_ADAPT_LEVEL $ Expressive Adaptive Level Output from VABS Scoring Software 

WRN_RAW # Written Raw Score Output from VABS Scoring Software 

WRN_VSCALE # Written v-Scale Score Output from VABS Scoring Software 

WRN_ADAPT_LEVEL $ Written Adaptive Level Output from VABS Scoring Software 

COM_SUM_VSCALES_FOR_DOMAIN # Communication Domain Sum of the Subdomain v-
Scale Scores Output from VABS Scoring Software 

COM_STD_SCORE # Communication Domain Standard Score Output from VABS Scoring Software 

COM IL E_RANK $ Communication Domain Percentile Rank Output from VABS Scoring Software 

COM_ADAPT_LEVEL $ Communication Domain Adaptive Level Output from VABS Scoring Software 
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  VABS (2 of 3) 

Variable Format Type Label Algorithm / Notes 
PER_RAW # Personal Raw Score Output from VABS Scoring Software 

PER_VSCALE # Personal v-Scale Score Output from VABS Scoring Software 

PER_ADAPT_LEVEL $ Personal Adaptive Level Output from VABS Scoring Software 

DOM_RAW # Domestic Raw Score Output from VABS Scoring Software 

DOM_VSCALE # Domestic v-Scale Score Output from VABS Scoring Software 

DOM_ADAPT_LEVEL $ Domestic Adaptive Level Output from VABS Scoring Software 

CMM_RAW # Community Raw Score Output from VABS Scoring Software 

CMM_VSCALE # Community v-Scale Score Output from VABS Scoring Software 

CMM_ADAPT_LEVEL $ Community Adaptive Level Output from VABS Scoring Software 

DLS_SUM_VSCALES_FOR_DOMAIN # Daily Living Skills Domain Sum of the Subdomain 
v-Scale Scores Output from VABS Scoring Software 

DLS_STD_SCORE # Daily Living Skills Domain Standard Score Output from VABS Scoring Software 

DLS IL E_RANK $ Daily Living Skills Domain Percentile Rank Output from VABS Scoring Software 

DLS_ADAPT_LEVEL $ Daily Living Skills Domain Adaptive Level Output from VABS Scoring Software 

IPR_RAW # Interpersonal Relations Raw Score Output from VABS Scoring Software 

IPR_VSCALE # Interpersonal Relations v-Scale Score Output from VABS Scoring Software 

IPR_ADAPT_LEVEL $ Interpersonal Relations Adaptive Level Output from VABS Scoring Software 

PL_RAW # Play and Leisure Time Raw Score Output from VABS Scoring Software 

PL_VSCALE # Play and Leisure Time v-Scale Score Output from VABS Scoring Software 

PL_ADAPT_LEVEL $ Play and Leisure Time Adaptive Level Output from VABS Scoring Software 

CS_RAW # Coping Skills Raw Score Output from VABS Scoring Software 
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  VABS (3 of 3) 

Variable Format Type Label Algorithm / Notes 
CS_VSCALE # Coping Skills v-Scale Score Output from VABS Scoring Software 

CS_ADAPT_LEVEL $ Coping Skills Adaptive Level Output from VABS Scoring Software 

SOC_SUM_VSCALES_FOR_DOMAIN # Socialization Domain Sum of the Subdomain v-
Scale Scores Output from VABS Scoring Software 

SOC_STD_SCORE # Socialization Domain Standard Score Output from VABS Scoring Software 

SOC IL E_RANK $ Socialization Domain Percentile Rank Output from VABS Scoring Software 

SOC_ADAPT_LEVEL $ Socialization Domain Adaptive Level Output from VABS Scoring Software 

GMS_RAW # Gross Motor Skills Raw Score Output from VABS Scoring Software 

GMS_VSCALE # Gross Motor Skills v-Scale Score Output from VABS Scoring Software 

GMS_ADAPT_LEVEL $ Gross Motor Skills Adaptive Level Output from VABS Scoring Software 

FMS_RAW # Fine Motor Skills Raw Score Output from VABS Scoring Software 

FMS_VSCALE # Fine Motor Skills v-Scale Score Output from VABS Scoring Software 

FMS_ADAPT_LEVEL $ Fine Motor Skills Adaptive Level Output from VABS Scoring Software 

MS_SUM_VSCALES_FOR_DOMAIN # Motor Skills Domain Sum of the Subdomain v-
Scale Scores Output from VABS Scoring Software 

MS_STD_SCORE # Motor Skills Domain Standard Score Output from VABS Scoring Software 

MS ILE_ RANK $ Motor Skills Domain Percentile Rank Output from VABS Scoring Software 

MS_ADAPT_LEVEL $ Motor Skills Domain Adaptive Level Output from VABS Scoring Software 

ABC_SUM_ALL_DOM_STD_SCORES # Adaptive Behavior Composite Sum of All Domain 
Standard Scores Output from VABS Scoring Software 

ABC_STD_SCORE # Adaptive Behavior Composite Standard Score Output from VABS Scoring Software 

ABC IL E_RANK $ Adaptive Behavior Composite Percentile Rank Output from VABS Scoring Software 

ABC_ADAPT_LEVEL $ Adaptive Behavior Composite Adaptive Level Output from VABS Scoring Software 
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  Outcomes (1 of 14) 

Outcomes 

Variable Format Type Label Algorithm / Notes 

SubjectID # Subject ID 
Randomly generated ID number that uniquely 
identifies an enrolled (randomized) subject 
across datasets 

TreatRand 

TREATMENT 
1 = Hypothermia 
2 = Normothermia 
3 = Treatment not initiated 

# Treatment Assigned = 1 if subject was randomized to Hypothermia 
= 2 if subject was randomized to Normothermia 

TreatRec TREATMENT # Treatment Received 
= 1 if subject received Hypothermia 
= 2 if subject received Normothermia 
= 3 if subject received neither treatment 

AgeYrs # Age at Randomization (years) Randomization Date - Birthdate 

AgeGroup 

AGEGROUP 
1 = < 2 years 
2 = 2-11 years 
3 = >= 12 years 

# Age Group at Randomization 
= 1 if AgeYrs < 2 
= 2 if 2 <= AgeYrs < 12 
= 3 if AgeYrs >= 12 

Gender 
GENDER 
1 = Male 
2 = Female 

# Sex Copied from Demographics dataset 

PreExNone 
YN 
1 = Yes 
0 = No 

# Patient had no pre-existing condition 

= 1 if PreExPrenat, PreExLung, PreExCongHrt, 
PreExAcqHrt, PreExArrhyth, PreExImmuno, 
PreExTranspl, PreExGastro, PreExEndo, 
PreExRenal, PreExNeuro, and PreExMisc (all from 
PreArrest dataset) are all No 
= 0 if any of these variables are Yes 

PreExLung YN # Did patient have a pre-existing lung or 
airway disease? Copy from PreArrest dataset 

PreExNeuro YN # Did patient have a pre-existing 
neurologic condition? Copy from PreArrest dataset 
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  Outcomes (2 of 14) 

Variable 

PreExGastro 

PreExPrenat 

PreExCongHrt 

YN 

YN 

YN 

Format Type 

# 

# 

# 

Label 
Did patient have a pre-existing 
gastrointestinal disorder? 

Did patient have a pre-existing 
prenatal condition? 

Did patient have a pre-existing 
congenital heart disease? 

Algorithm / Notes 

Copy from PreArrest dataset 

Copy from PreArrest dataset 

Copy from PreArrest dataset 

PreExOther YN # 

Patient had pre-existing condition 
other than lung/airway, neurologic, 
gastrointestinal disorder, prenatal, or 
congenital heart disease 

= 1 if PreExAcqHrt is Yes OR PreExArrhyth is Yes 
OR PreExImmuno is Yes OR PreExTranspl is Yes 
OR PreExEndo is Yes OR PreExRenal is Yes OR 
PreExMisc is Yes (all from PreArrest dataset) 
= 0 if ALL of these variables are No 

CACauseCat 

CACAUSECAT 
1 = Cardiovascular event 
4 = Respiratory event 
95 = Other 
97 = Unknown 

# Primary etiology of cardiac arrest 

= 95 if ArrEtiol.PrimaryCause is “Neurological 
event”, “Congenital heart disease event”, 
“Multiple organ system failure (MOSF)”, “Drug 
overdose”, or “Electrolyte imbalance” 
= ArrEtiol.PrimaryCause otherwise 

OHArrWitness 

YNUD 
1 = Yes 
0 = No 
94 = Unable to determine 

# Was the cardiac arrest witnessed? Copy from OHCardiacArr dataset 

OHCPRBystand YNUD # Were chest compressions 
administered by bystander? Copy from OHCardiacArr dataset 

CARhythmEMSHosp 

CARHYTHM 
1 = Asystole 
2 = Bradycardia 
3 = Pulseless electrical 
activity (PEA) 
4 = Ventricular fibrillation 
or tachycardia 
97 = Unknown 

# Initial cardiac arrest rhythm noted by 
EMS or hospital 

Based on RhythmEMS, RhythymHosp, 
OHTranspEMS, and RhythmOther (all from 
OHCardiacArr dataset). Used rhythm recorded at 
hospital if subject was not transported by EMS. 
Study PIs recategorized “Other” rhythm entries. 

CAtoCPR # Time between cardiac arrest and start 
of compressions (minutes) 

Time of CPR – time of arrest (from OHCarciacArr 
dataset). NULL if either variable is NULL. 
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  Outcomes (3 of 14) 

Variable Format Type Label Algorithm / Notes 

CPRtoROSC # Time between start of compressions 
and ROSC/ROC (minutes) 

Time of ROSC – time of CPR (from OHCarciacArr 
dataset). NULL if either variable is NULL. 

FirstHosp 
DV7148G 
1 = Study Hospital 
2 = Non-study hospital 

# What was the first hospital the 
patient arrived at? Copy from OHCardiacArr dataset 

OH1stHospCPR YNUD # 
Were chest compressions still 
required at time of arrival at the first 
hospital? 

Copy from OHCardiacArr dataset 

DosesEpiEMS # 
Number of doses of epinephrine 
adminstered by EMS (>10 coded as 
11, Unknown coded as NULL) 

= 0 if OHCardiacArr.OHTranspEMS is No 
= NULL else if OHCardiacArr.OHDoseEpiEMS is 
(NULL or Unknown) 
= 0 else if OHCardiacArr.OHDoseEpiEMS is None 
= OHCardiacArr.OHDoseEpiEMS otherwise 

DosesEpiHosp # 
Number of doses of epinephrine 
adminstered at hospital (>10 coded as 
11, Unknown coded as NULL) 

= NULL if OHCardiacArr.EpinephHosp is (NULL or 
Unknown) 
= 0 else if OHCardiacArr.EpinephHosp is None 
= OHCardiacArr.EpinephHosp otherwise 

DosesEpiTotal # Total number of doses of epinephrine 
administered by EMS and at hospital DosesEpiEMS + DosesEpiHosp 

SurviveM12 

YESNOUNKNOWN 
1 = Yes 
0 = No 
97 = Unknown 

# Survival at 12 months 

= 0 if subject died on or prior to the one-year 
anniversary of their cardiac arrest per the death 
date 
=1 else if subject is known to be alive on or after 
the  one-year anniversary of their cardiac arrest 
per any of the 12 month follow-up datasets 
= 97 otherwise 

PrimaryEndpoint YESNOUNKNOWN # Survival at 12 months with VABS >= 
70 

= 1 if SurviveM12 is Yes AND Month 12 VABS >= 
70 
= 0 if SurviveM12 is No 
= 0 if Month 12 VABS < 70 
= 97 otherwise 

Primary 
YN 
1 = Yes 
0 = No 

# Eligibile for primary analysis? 

= 1 if baseline VABS >= 70 
= 1 if baseline VABS is NULL AND (baseline 
POPC='Good' or 'Mild Disability) AND (baseline 
PCPC ='Normal' or 'Mild Disability) 
= 0 otherwise 
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  Outcomes (4 of 14) 

Variable Format Type Label Algorithm / Notes 

M12VabsOutcome # Alternative VABS status at 12 months 
outcome 

= -2000 if SurviveM12 is No 
= -1000 if SurviveM12 is Yes AND the Month 12 
VABS is the lowest possible for age 
= Month 12 VABS otherwise 

M12VabsOutcomeCat 

M12VABSOUTCOMECAT 
0 = Death 
1 = Profound disability 
(VABS < 45 or lowest 
possible) 
2 = Moderate to severe 
disability (VABS 45-69) 
3 = Good functional status 
(VABS >= 70) 

# Categorical VABS status at 12 months 

= 0 if SurviveM12 is No 
= 1 if M12VabsOutcome < 45 
= 2 if 45 <= M12VabsOutcome <= 69 
= 3 if M12VabsOutcome >= 70 

DeltaVabs # 
Change in neurobehavioral function 
as assessed by VABS from pre-arrest 
to 12 months. 

= -2000 if SurviveM12 is No 
= -1000 if SurviveM12 is Yes AND the Month 12 
VABS is the lowest possible for age 
= Month 12 VABS – baseline VABS if SurviveM12 
is Yes AND both VABS scores are not NULL 
= NULL otherwise 

DeltaVabsCat 

DELTAVABSCAT 
0 = Death 
1 = Lowest possible VABS 
score 
2 = VABS decreased > 30 
points 
3 = VABS decreased 16-30 
points 
4 = VABS decreased no 
more than 15 points or 
improved 

# 
Categorical change in 
neurobehavioral function as assessed 
by VABS from pre-arrest to 12 months 

= 0 if SurviveM12 is No 
= 1 if DeltaVabs = -1000 
= 2 if DeltaVabs <= -30 
= 3 if -30 <= DeltaVabs <= -16 
= 4 if DeltaVabs >= -15 
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  Outcomes (5 of 14) 

Variable Format Type Label Algorithm / Notes 

BloodAll 

YESNOWITHDREW 
-1 = Unknown (patient 
withdrew) 
1 = Yes 
0 = No 

# Any blood product use within 7 days 
of randomization 

= -1 if NO blood products were used after 
randomization through Day 7 AND the patient 
withdrew permission to collect data prior to 
completing all 8 days of data collection 
= 1 else if any blood products were used after 
randomization through Day 7 
= 0 else if NO blood products were used after 
randomization through Day7 

Note:In the raw data, SubjectID 49 is indicated to 
have packed red blood cells on Day 7. However, 
the amount entered is 0. There were no other 
blood products used for this subject. Therefore, 
BloodAll=No for SubjectID 49. 

BloodCryo YESNOWITHDREW # Any cryoprecipitate use within 7 days 
of randomization 

= -1 if NO cryoprecipitate was used after 
randomization through Day 7 AND the patient 
withdrew permission to collect data prior to 
completing all 8 days of data collection 
= 1 else if any cryoprecipitate was used after 
randomization through Day 7 
= 0 else if NO cryoprecipitate was used after 
randomization through Day7 

BloodFFP YESNOWITHDREW # Any fresh frozen plasma (FFP) use 
within 7 days of randomization 

= -1 if NO fresh frozen plasma (FFP) was used 
after randomization through Day 7 AND the 
patient withdrew permission to collect data prior 
to completing all 8 days of data collection 
= 1 else if any fresh frozen plasma (FFP)was used 
after  randomization through Day 7 
= 0 else if NO fresh frozen plasma (FFP)was used 
after randomization through Day7 
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  Outcomes (6 of 14) 

Variable Format Type Label Algorithm / Notes 

BloodPRBC YESNOWITHDREW # 
Any packed red blood cell/whole 
blood use within 7 days of 
randomization 

= -1 if NO packed red blood cells (PRBC) were 
used after randomization through Day 7 AND the 
patient withdrew permission to collect data prior 
to completing all 8 days of data collection 
= 1 else if any packed red blood cells (PRBC) were 
used after  randomization through Day 7 
= 0 else if NO packed red blood cells (PRBC) were 
used after randomization through Day7 

Note:In the raw data, SubjectID 49 is indicated to 
have packed red blood cells on Day 7. However, 
the amount entered is 0. There were no other 
blood products used for this subject. Therefore, 
BloodPRBC=No for SubjectID 49. 

BloodPlat YESNOWITHDREW # Any platelet use within 7 days of 
randomization 

= -1 if NO platelets were used after 
randomization through Day 7 AND the patient 
withdrew permission to collect data prior to 
completing all 8 days of data collection 
= 1 else if any platelets were used after 
randomization through Day 7 
= 0 else if NO platelets were used after 
randomization through Day7 

Arrhy YESNOWITHDREW # Any serious arrhythmias within 7 days 
of randomization 

= -1 if there are NO serious arrhythmias occuring 
after randomization through day 7, AND the 
patient withdrew permission to collect data prior 
to completing all 8 days of data collection 
= 1 else if there are any serious arrhythmias 
occuring after randomization through day 7 
= 0 else if there are NO serious arrhythmias 
occuring after randomization through day 7 
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  Outcomes (7 of 14) 

Variable Format Type Label Algorithm / Notes 
= -1 if there are NO serious Asystole arrhythmias 
occuring after randomization through day 7, AND 
the patient withdrew permission to collect data 
prior to completing all 8 days of data collection 

Any Asystole arrhythmias within 7 = 1 else if there are any serious Asystole ArrhyAsystole YESNOWITHDREW # days of randomization arrhythmias occuring after randomization 
through day 7 
= 0 else if there are NO serious Asystole 
arrhythmias occuring after randomization 
through day 7 

= -1 if there are NO serious Atrial arrhythmias 
occuring after randomization through day 7, AND 
the patient withdrew permission to collect data 

Any Atrial (SVT, atrial flutter, JET) prior to completing all 8 days of data collection 
ArrhyAtrial YESNOWITHDREW # arrhythmias within 7 days of = 1 else if there are any serious Atrial 

randomization arrhythmias occuring after randomization 
through day 7 
= 0 else if there are NO serious Atrial arrhythmias 
occuring after randomization through day 7 

= -1 if there are NO serious PEA arrhythmias 
occuring after randomization through day 7, AND 
the patient withdrew permission to collect data 

Any PEA arrhythmias within 7 days of prior to completing all 8 days of data collection ArrhyPEA YESNOWITHDREW # randomization = 1 else if there are any serious PEA arrhythmias 
occuring after randomization through day 7 
= 0 else if there are NO serious PEA arrhythmias 
occuring after randomization through day 7 
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  Outcomes (8 of 14) 

Variable Format Type Label Algorithm / Notes 
= -1 if there are NO serious Ventricular 
arrhythmias occuring after randomization 
through day 7, AND the patient withdrew 
permission to collect data prior to completing all Any Ventricular (sustained VT greater 8 days of data collection than 30 seconds, VF, Torsades) ArrhyVentricular YESNOWITHDREW # = 1 else if there are any serious Ventricular arrhythmias within 7 days of arrhythmias occuring after randomization randomization through day 7 
= 0 else if there are NO serious Ventricular 
arrhythmias occuring after randomization 
through day 7 

= -1 if there are NO serious Other arrhythmias 
occuring after randomization through day 7, AND 
the patient withdrew permission to collect data 
prior to completing all 8 days of data collection 

Any other type of arrhythmias within = 1 else if there are any serious Other ArrhyOther YESNOWITHDREW # 7 days of randomization arrhythmias occuring after randomization 
through day 7 
= 0 else if there are NO serious Other 
arrhythmias occuring after randomization 
through day 7 

Number of new, culture-proven infections Number of culture-proven infection InfectionN # occuring after randomization date/time through within 7 days of randomization day 7 according to the culture log 

= -1 if infection = 0 AND the patient withdrew 
permission to collect data prior to completing all Any culture-proven infection within 7 Infection YESNOWITHDREW # 8 days of data collection days of randomization = 1 else if infection > 0 
= 0 else if infection = 0 
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  Outcomes (9 of 14) 

Variable Format Type Label Algorithm / Notes 

DaysData # Days of expected daily data collection 
including Days 0-7 

= Number of days from randomization to the 
earliest of day 7, hospital discharge, death, or 
withdrawal. Day of randomization and (day 7, 
day of hospital discharge, or day of death) are 
included in this calculation. In cases of 
withdrawal, date of withdrawal is included in the 
calculation if daily form was created for that day 
(ie, data was collected on withdraw date) 

Death28 

VITALSTATUS 
-1 = Could not be 
determined 
1 = Deceased 
0 = Alive 

# Patient vital status at Day 28 

= 1 if patient died on or prior to Day 28 
= 0 else if patient is verified to be alive on Day 28 
= -1 if vital status on Day 28 could not be 
determined 

OneYearAvailableReas 

ONEYEARAVAILABLEREAS 
1 = Unable to obtain vital 
status 
2 = Vital status known, 
unable to obtain VABS 

# Reason one year data is unavailable 

= 1 if SurviveM12 is Unknown 
= 2 else if SurviveM12 is Yes AND Month 12 
VABS is NULL 
= NULL otherwise 

timeToDeathM12 # Time to death/censor by Month 12 
(days) 

= (Death date – cardiac arrest date) if 
SurviveM12 is No 
= (One-year cardiac arrest anniversary date – 
cardiac arrest date) if SurviveM12 is Yes 
= (Last date patient known to be alive – cardiac 
arrest date) if SurviveM12 is Unknown 

censorDeathM12 
YESNO 
1 = Yes 
0 = No 

# Censored for 12 month mortality = 0 if SurviveM12 is No 
= 1 if SurviveM12 is Yes OR Unknown 

FirstTempNew # First reported temperature 

Earliest recorded temperature. If more than one 
temperature recorded at the same (earliest) 
time, the following order of preference is used to 
select the temperature: temperature recorded 
by the primary probe at that time (reference 
primary probe form), ECMO blood/circuit 
temperature, esophageal temperature, bladder 
temperature, rectal temperature. 

FirstABGpH # First reported ph First non-missing BLABGpH value from the 
Baseline dataset 

THAPCA-OH_Annotated PUD eCRF_v1.0 120 of 126 



 

        
 

     

      
 

     
 

     
 

       
 

     

     

    
 

 

    
 

 

    
 

 

    
 

  
 

    
 

 

    
 

 

     
  

    
 

 
  

     
  

     
  

     
  

     
  

  Outcomes (10 of 14) 

Variable Format Type Label Algorithm / Notes 
First non-missing BLABGPaCO2 value from the FirstABGPaCO2 # First reported PaCO2 (mmHg) Baseline dataset 
First non-missing BLABGPaO2 value from the FirstABGPaO2 # First reported PaO2 (mmHg) Baseline dataset 
First non-missing BLABGSat value from the FirstABGSat # First reported Saturation (%) Baseline dataset 
First non-missing BLABGBicarb value from the FirstABGBicarb # First reported Bicarbonate (mmol/L) Baseline dataset 
First non-missing BLLactate value from the Firstlactate # First reported Lactate (mmol/L) Baseline_Lactate dataset 

First reported Serum sodium First non-missing BLSodium value from the FirstSodium # concentration (mmol/L) PreInterven_Elytes dataset 
First reported Serum potassium First non-missing BLPotassium value from the FirstPotassium # concentration (mmol/L) PreInterven_Elytes dataset 
First reported Serum bicarbonate First non-missing BLBicarbonate value from the FirstBicarbonate # concentration (mmol/L) PreInterven_Elytes dataset 
First reported Serum chloride First non-missing BLChloride value from the FirstChloride # concentration (mmol/L) PreInterven_Elytes dataset 
First reported Serum BUN First non-missing BLBUNitrogen value from the FirstBUNitrogen # concentration (mmol/L) PreInterven_Elytes dataset 
First reported Serum creatinine First non-missing BLCreatinine value from the FirstCreatinine # concentration (mmol/L) PreInterven_Elytes dataset 
First reported Serum glucose First non-missing BLGlucose value from the Firstglucose # concentration (mmol/L) PreInterven_Elytes dataset 

First non-missing BLMagnesium value from the Firstmagnesium # First reported Magnesium (mg/dL) Baseline_Chemistry dataset 
First reported Ionized calcium First non-missing BLIonizedCa value from the Firstionizedca # (mmol/L) Baseline_Chemistry dataset 

First non-missing BLTotalCa value from the Firsttotalca # First reported Total calcium (mg/dL) Baseline_Chemistry dataset 
First non-missing BLPhosphate value from the Firstphosphate # First reported Phosphate (mg/dL) Baseline_Chemistry dataset 
First non-missing BLALT value from the FirstALT # First reported ALT/SGPT (U/L) Baseline_Liver dataset 
First non-missing BLAST value from the FirstAST # First reported AST/SGOT (U/L) Baseline_Liver dataset 
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  Outcomes (11 of 14) 

Variable Format Type Label Algorithm / Notes 

FirstBilirubin # First reported Total Bilirubin (mg/dL) First non-missing BLBilirubin value from the 
Baseline_Liver dataset 

FirstPT # First reported PT (seconds) First non-missing BLPT value from the 
Baseline_Coags dataset 

FirstPTT # First reported PTT (seconds) First non-missing BLPTT value from the 
Baseline_Coags dataset 

FirstINR # First reported INR First non-missing BLINR value from the 
Baseline_Coags dataset 

FirstAmylase # First reported Amylase (U/L) First non-missing BLAmylase value from the 
Baseline_Pancreas dataset 

FirstLipase # First reported Lipase (U/L) First non-missing BLLipase value from the 
Baseline_Pancreas dataset 

FirstHgb # First reported Hemoglobin (g/dL) First non-missing BLHgb value from the 
Baseline_CBC dataset 

FirstPlatelet # First reported Platelet count 
(10^3/microL) 

First non-missing BLPlatelet value from the 
Baseline_CBC dataset 

FirstWBC # First reported White blood cell 
(10^3/microL) 

First non-missing BLWBC value from the 
Baseline_CBC dataset 

BLVabs # Pre-cardiac arrest VABS Adaptive 
Behavior Composite Score 

= ABC_STD_SCORE from the VABS dataset where 
VABSPhase = ”BASELINE” 

BLPCPC 

PCPCDER 
1 = Normal = 1 
2 = Mild disability = 2 
3 = Moderate disability = 3 
4 = Severe disability = 4 
5 = Coma or vegetative 
state = 5 

# Pre-cardiac arrest PCPC =PCPC from the BLNeurobeharioral dataset 

BLPOPC 

POPCDER 
1 = Good = 1 
2 = Mild disability = 2 
3 = Moderate disability = 3 
4 = Severe disability = 4 
5 = Coma or vegetative 
state = 5 

# Pre-cardiac arrest POPC =POPC from the BLNeurobeharioral dataset 
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  Outcomes (12 of 14) 

Variable Format Type Label Algorithm / Notes 
PRIMARYRE 
1 = Baseline VABS<70 

= NULL if Primary is Yes 
= 1 if BLVabs<70 

PrimaryRe 2 = No VABS, POPC, nor 
PCPC 
3 = No VABS, 
POPC/PCPC>=3 

# Why not eligible for primary analysis = 2 if BLVabs is NULL AND (BLPCPC is NULL OR 
BLPOPC is NULL) 
= 3 if BLVabs is NULL AND (BLPOPC>2 OR 
BLPCPC>2) 

HOSPDCStat 
HOSPITALVITALSTATUS 
0 = Alive 
1 = Deceased 

# Vital Status at Hospital Discharge 

= 1 if HospDschDate from HospDischarge 
dataset=DeathDT from DeathInfo dataset AND 
HospDschLoc from HospDischarge dataset=”Not 
applicable (patient died)” 

DV6861G 
1 = Cardiovascular 
failure/futility 
2 = Neurologic brain death 
declared 
3 = Respiratory 

DeathRe failure/futility # Cause of Death = DeathReason from DeathInfo dataset 
4 = Withdrawal for poor 
neurologic prognosis 
5 = Withdrawal for other 
system failure 
95 = Other 
97 = Unknown 

ELCompScCat 

ELCOMPSCCAT 
1 = Lowest possible score 
2 = 49 - 69 (well below 
average) 
3 = 70 - 84 (below average) 
4 = 85 - 115 (average) 
5 = > 115 (above average) 

# Early learning composite category 

= 1 if Neurobatlt6.ELCompSclt49 is Yes and for 
one subject identified by KKI 
= 2 if if 49 <= Neurobatlt6.ELCompSc <= 69 
= 3 if 70 <= Neurobatlt6.ELCompSc <= 84 
= 4 if 85 <= Neurobatlt6.ELCompSc <= 115 
= 5 if 115 < Neurobatlt6.ELCompSc 
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Variable Format Type 

WASIFAIQCat 

WASIRANGE 
1 = Lowest possible score 
2 = 55 - 69 (well below 
average) 
3 = 70 - 84 (below average) 
4 = 85 - 115 (average) 
5 = > 115 (above average) 

# 

mullwasicat 

MULLWASICAT 
1 = Lowest possible score 
2 = < 70 (well below 
average) 
3 = 70 - 84 (below average) 
4 = 85 - 115 (average) 
5 = > 115 (above average) 

# 

Hypokalemia YN # 

Hyperkalemia YN # 

Hypoglycemia YN # 

Hyperglycemia YN # 

Outcomes (13 of 14) 

Label 

Intelligence domain: Full-scale IQ 
score category 

Mullen or WASI score category (all 
ages combined) 

During first 5 days, patient had at 
least one reported AE with MedDRA 
lower level term of 'Hypokalemia' 

During first 5 days, patient had at 
least one reported AE with MedDRA 
lower level term of 'Hyperkalemia' 

During first 5 days, patient had at 
least one reported AE with MedDRA 
lower level term of 'Hypoglycemia' 

During first 5 days, patient had at 
least one reported AE with MedDRA 
lower level term of 'Hyperglycemia' 

Algorithm / Notes 
= 1 if month12onsite.Nbehav_NDRes = “KKI 
determined as not necessary” and for one 
subject identified by KKI 
= 2 if 55 <= Neurobat6to16.WASIFull <= 69 
= 2 if 55 <= Neurobatgte17.WASIFull <= 69 
= 3 if 70 <= Neurobat6to16.WASIFull <= 84 
= 3 if 70 <= Neurobatgte17.WASIFull <= 84 
= 4 if 85 <= Neurobat6to16.WASIFull <= 115 
= 4 if 85 <= Neurobatgte17.WASIFull <= 115 
= 5 if 115 < Neurobat6to16.WASIFull 
= 5 if 115 < Neurobatgte17.WASIFull 

= ELCompScCat if ELCompScCat is not NULL 
= WASIFAIQCat if WASIFAIQCat is not NULL 

= 1 if subject has a record in the adverseevents 
dataset where AEStartDay <= 5 AND 
AELLT=”Hypokalemia” 
= 0 otherwise 
= 1 if subject has a record in the adverseevents 
dataset where AEStartDay <= 5 AND AELLT=” 
Hyperkalemia” 
= 0 otherwise 
= 1 if subject has a record in the adverseevents 
dataset where AEStartDay <= 5 AND AELLT=” 
Hypoglycemia” 
= 0 otherwise 
= 1 if subject has a record in the adverseevents 
dataset where AEStartDay <= 5 AND AELLT=” 
Hyperglycemia” 
= 0 otherwise 
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  Outcomes (14 of 14) 

Variable 

Hypophosphatemia 

Neutropenia 

Thrombocytopenia 

ClinElectroSz 

RepeatCA5days 

Dialytic 

YN 

YN 

YN 

YN 

YN 

YN 

Format Type Label 

# 

During first 5 days, patient had at 
least one reported AE with MedDRA 
lower level term of 
'Hypophosphatemia' 

# 
During first 5 days, patient had at 
least one reported AE with MedDRA 
lower level term of 'Neutropenia' 

# 

During first 5 days, patient had at 
least one reported AE with MedDRA 
lower level term of 
'Thrombocytopenia' 

# During first 5 days, patient had a 
clinical or electrographic seizure 

# During first 5 days, patient had a 
repeat cardiac arrest 

# 
During first 5 days, patient received 
any form of renal replacement 
therapy 

Algorithm / Notes 
= 1 if subject has a record in the adverseevents 
dataset where AEStartDay <= 5 AND AELLT=” 
Hypophosphatemia” 
= 0 otherwise 
= 1 if subject has a record in the adverseevents 
dataset where AEStartDay <= 5 AND AELLT=” 
Neutropenia” 
= 0 otherwise 
= 1 if subject has a record in the adverseevents 
dataset where AEStartDay <= 5 AND AELLT=” 
Thrombocytopenia” 
= 0 otherwise 
= 1 if ClinicalSz = Yes or ElectroSz = Yes in any of 
the Day0, Day1, Day2, Day3, Day4, or Day5 
datasets 
= 0 otherwise 
= 1 if CAYN = Yes in any of the Day0, Day1, Day2, 
Day3, Day4, or Day5 datasets 
= 0 otherwise 
= 1 if DialyticYN = Yes in any of the Day0, Day1, 
Day2, Day3, Day4, or Day5 datasets 
= 0 otherwise 
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  Temperature (1 of 1) 

Temperature 

Variable Format Type Label Algorithm / Notes 

SubjectID # Subject ID 
Randomly generated ID number that uniquely 
identifies an enrolled (randomized) subject 
across datasets 

Temp # Primary Temperature (°C) 

Temperature recorded in the temperature logs 
for the temperature route indicated to be the 
primary probe location (according to the primary 
probe form) at the time of the temperature 
collection 

Time # Time from treatment initiation (hours) 
Temperature date/time – Treatment Initiation 
date/time 
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